i
O0;J1I€ll

O TpeboBaHMAX K BHCAPCHHUIO, IOMACPKAHHUIO H OLCHKE CHCTEMEI MEHEIDKMEHTa Ka4eCTBa
MEIUIUHCKHAX 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.

Unensr CoBera EBpa3niickoit SKOHOMAYECKOH KOMACCHM:

Ot PecrryGnaxa Ot PecyOmuaxe Ort PeciryOmvxa Ot Ksiprersckoit Ot Poccwmiickoit

Apvenns Bemapycn Kazaxcran Pecy0imkn ®Denepanyn
B. I'a6puemnsta B. MartiomeBcknit  A. Mamune T. A6aeirynoB H. IllyBanos
YTBEPX/IEHbI

Pemennem CoBeta
EBpaswuiickoii 5KOHOMUYECKOH
KOMHUCCUHU

ot 10 Hos0pst 2017 1. Ne 106

TPEBOBAHMA
K BHEPECHUIO, NOANCPKAHHUIO H OIICHKE CHCTEMEBI MEHE/DKMEHTA Ka9€CTBA METUIMHCKAX M3/ICIIHA
B 3aBHCHMOCTH OT IIOTCHIIMAILHOI'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 Ka9€CTBA MOJUIIMHCKHIX W3/ISJIMi B 3aBHCHMOCTH OT
MOTEHIMAIBHOTO PUCKA UX IIPUMEHEHUS

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
PETUCTPALIMOHHOE JIOChE TAKUX MEIUIMHCKUX HU3JCJIMM OCYIIECTBIISIETCS 0€3 MpOBEACHUs
AKCIIEPTU3BI O€30MaCHOCTH, KauecTBa U 3 (HEKTUBHOCTH B YBEIOMUTEITHLHOM TOPSIIIKE.

[Tpumeuanne NU3I1!

AO3a1] 4eTBEpThIN MyHKTa 3 mpeayCcMaTpUBaETCA UCKIIOUNTD petieHueMm CoBera
EBpazuiickoii s3xoHoMHuueckoil komuccuu ot 27.04. 2026 Ne 43 (BcTynaer B CUIIYy 1O
rucreueHnu 30 KaJleHIapHBIX THEH C 1aThl €ro O(QUIIMATBEHOTO OIyOJIMKOBAHMUS).

[Ipon3BOAUTENs MEAULIMHCKOTO U3JIENIUS B TEUEHHE 2 MECSLEB CO JIHS BHECECHUS
W3MEHEHUN B JOKYMEHTBI PETrHCTPALIMOHHOTO J0ChE, MPEACTaBICHHOTO JJISI PEerUCTpalvu
MEUITMHCKOTO U3JIEHs, YBEOMIISIET O BHECEHUN COOTBETCTBYIOIIUX U3MEHEHUN 10 opMme
B COOTBETCTBUM ¢ mpuioxkenuem No 7 k IlpaBuiaM peructpamud W HKCIEPTU3BI
0e3omacHOCTH, KadecTBa M A(PPEKTUBHOCTH MEIUIIMHCKUX W3ACIHHA, yTBEPKICHHBIM
Pemennem Coeta EBpasuiickoil skoHOMUYecko komuccuu ot 12 depans 2016 r. Ne 46,
YIIOJTHOMOYEHHBIA OpraH, BBIIABIIMNA PETUCTPAIMOHHOE YJIOCTOBEPEHUE MEIUIIUHCKOTO
U3JIEIIUSL.

4. ITpou3BOUTENN METUIIMHCKUX U3CIIHI KJIACCOB MOTEHIIMAIBHOTO PUCKA MPUMEHEHUS
2a (s METUITMHCKHUX U3/IeTTUHI, BBIITYCKAEMbIX B CTEPUIILHOM BUJIE) U 20 10 Mpe/ICTaBIeHUS
JOKYMEHTOB [IJII PETUCTpPAIlMd MEIUIIMHCKUX HW3JeTUi 0053aHbl BHEAPUTH CHUCTEMY
MEHEI)KMEHTa KaueCTBa MEIUIMHCKUX U3JCNHI (3a HUCKIIOUYEHUEM BHEAPEHUS MPOILIECCOB
IIPOCKTUPOBAHUS M pa3pabOTKH).

5. Ilpon3BoauTeny MEAUIMHCKUX U3CIAN Klacca MOTEHIIMAIBHOIO PUCKA TPUMEHEHHUS 3
710 TIpEICTaBICHUS JOKYMEHTOB JIJIsl PETUCTPAIIMU METUIIMHCKUX U3/IeNTUNA 00s13aHbI BHEIPUTh
CUCTEMY MEHEKMEHTAa KadeCcTBa MEAUIUMHCKUX H3JCIUN, BKIIOYAIONIYI0 MPOIECCHI
MPOECKTUPOBAHUS U Pa3PaAOOTKH.

6. CuctemMa MeHEKMEHTA KauecTBa MEIUIMHCKHUX U3JCIUNA HOJDKHA 00ecneYnBaTh
COOTBETCTBHE BBIMYCKaeMBIX B oOpamieHne B pamkax Coro3a MEIUIIMHCKUX HU3ICTUI
MPUMEHUMBIM K HUM OO1muM TpeOoBaHUAM 0€30MaCHOCTH U 3(PPEKTUBHOCTH MEAUIIUTHCKUX
u3genuii, TpeOOBaHUAM K HMX MApPKUPOBKE, TEXHUYECKON U HKCILTyaTallMOHHOM
JOKYMEHTAIIMU Ha HUX, yTBepkJAeHHBIM PemennemM CoBera EBpa3uiickol SKOHOMUYECKOU
komuccuu ot 12 despans 2016 r. Ne 27 (manee — OOmue TpeboBaHUsI OE30MACHOCTH U
3 PEKTUBHOCTH).

7. I BHEOpPEHHUs CUCTEMbl MEHEIKMEHTa KauecTBa MEJIUIIMHCKUX H3JeNINi
MPOU3BOAUTENb METUITMHCKHUX U3/IETTUN 00s3aH:

a) pa3paboTaTh JOKYMEHTHPOBaHHbIE TPeOOBaHHUS K YIPABICHUIO PUCKAMH Ha BCEX
ATarnax >KU3HEHHOTO IIUKJIAa MEAUIIUHCKUX U3EIUM;

0) omnpeaenauTh MPOIECChl, HEOOXOAUMBIE I PE3yJIbTATUBHOIO (PYHKIIMOHUPOBAHUS
CUCTEMBbl MEHEI)XKMEHTa KauecTBa MEIMIMHCKUX U3JAENuil (Janee — MpOILECChl), U
IPUMEHEHHE MPOLIECCOB B OpraHU3aliy — IPOU3BOUTENE MEIULIMHCKUAX U3IEIIN;

B) ONPEIENINTD MOCIEA0BATEILHOCTh U B3aUMOCBSI3b ITPOLIECCOB;



T') ONPEIETUTh KPUTEPUH U METObI, HEOOXOIUMBIE I 00eCTIeUeHUs Pe3yIbTaTUBHOCTH,
KaK MpHU OCYIIECTBICHUH MPOIIECCOB, TAK U MPHU YIIPABICHUU MPOIIECCAMMU;

n) obecmeunBaTh HAJIMYHME YCJIOBUW TMPOU3BOJCTBA, PECYpCOB W WH(POPMAIIUH,
HEOOXOIUMBIX JIJISl TOJIIEPKAHUSI IPOIIECCOB M OCYIIECTBICHUSI MOHUTOPHUHTA MTPOLIECCOB;

€) OCYUIECTBIATh MOHUTOPUHT, U3MEPEHUE (T/Ie MPUMEHUMO) U aHAJIU3 MIPOIIECCOB;

) IPUHUMATh MEPBI, HEOOXOAUMBIE JIJISl JOCTUXKEHHUS 3aIJIaHUPOBAHHBIX PE3YyJIbTATOB U
MOJIEP>KAHMSI pe3yJIbTaTUBHOCTHU MPOLIECCOB.

8. Bce 31eMeHTBl CUCTEMbl MEHEKMEHTA KauyecTBa MEIUIMHCKUX H3IeIul (
OpraHU3allMOHHAS CTPYKTYpa, METOJIUKH U OMUCAHUE MPOIECCOB) JOJKHBI JOKYMEHTAIHHO
Oo(QOPMIISTECS U TIOIJIEPKUBATHCS B AKTYaIbHOM COCTOSTHUH.

JlokyMeHTaIus: CUCTeMbl MEHE/KMEHTA KaueCTBa MEAUITMHCKUX W3 odhopmIIseTcs
Ha OyMa)KHOM HOCHTEIIE, a B CIIy4ae €CJIM 3aKOHOAATENbCTBOM rocyaapcrna — wieHa Corosa (
Janee — TOCYIapCTBO-UYJIEH) MpPEeAyCcMOTpeHa BO3MOXKHOCTh O(OpMIIEHHS YKa3aHHOU
JOKYMEHTAIlMU B 3JIEKTPOHHOM BHJI€, — HA BJIEKTPOHHOM HocuTene. Takas JOKyMEHTaIus
MPEICTABIISIETCS] HA PYCCKOM S3BIKE WJIA C 3aBEPEHHBIM MPOU3BOJIUTEIEM B YCTAHOBIECHHOM
3aKOHOJIaTEJIbCTBOM TOCYJIapCTBa-wieHa MOPSAJIKE ayTEHTUYHBIM MEPEBOJIOM Ha PYCCKUU
A3BIK.

9. JlokyMeHTaIusi CUCTeMbl MEHEPKMEHTAa KauyeCcTBa MEIUIIMHCKOTO U3/IeTus JOJKHA B
TOM YHCJIE COJIEPKATh OMUCAHUE:

a) TpeOOBaHUI K TEXHUYECKUM XapAKTEPUCTUKAM MEJAUIIMHCKOTO U3/eIusl, CTaHIapTOB
WJIU OT/ICJIBHBIX pa3/ieNioB (ITyHKTOB, MOJIIMYHKTOB) CTAHAAPTOB, KOTOPbIe OyAYT MPUMEHSITHCS
, 4 B CJIy4ae €CJIM COOTBETCTBYIOIIME CTAHAPTHl HE OyAyT MPUMEHSTHCSA, CIIOCOO0B, KOTOPbHIE
OyZIyT HCIOJB30BaThCsA JJISI TOrO, 4YTOOBI TrapaHTHUpoBaTh, uro OOmMe TpeOoBaHUS
6e3omacHOCTH U A(DPEKTUBHOCTH, MPUMEHUMBIE K H3TOTAaBIUBAEMBIM MEIUIIMHCKUM
U3AeNusIM, Oy TyT COOI0AAThCS;

0) METOMOB W TIyOWHBI KOHTPOJISI TPEThEW CTOPOHBI B CiIydae, €clii pa3paboTka,
MIPOU3BOJICTBO U (WUJIM) BBIXOJTHOM KOHTPOJIb BHITIOHSIOTCS TPEThEH CTOPOHOM;

B) IPOLIECCOB IPOM3BOJICTBA, KOHTPOJS KadecTBa M OOECHEeYeHHs KadecTBa
MEJIUIIMHCKOTO H3JIeNIHsl, MPOLECCOB M CHUCTEMAaTHYECKUX Mep, KOTopble OyayT
WCIIOJIB30BaThCA [ KOHTPOJISl KAUeCTBa U 00eCIeueHHs KauecTBa MEUIIMHCKOTO U3/IEus, B
TOM YHCIIE TTPOLIECCOB KOPPEKTUPYIOIIUX U MPETyIPEKIAIONINX IeHCTBHIM;

I') JTOKYMEHTOB yd4eTa IOKa3aTeliel KauyecTBa MEIULMHCKOro u3Jenus (OTYETOB O
MPOBEICHUN BHYTPEHHUX IMPOBEPOK, MHCIEKLHM, O Pe3ylbTaTaX HCHBITAHUN U JIPYTUX
JOKYMEHTOB);

1) CpPEIICTB KOHTPOJIS 32 JOCTIKEHUEM TpeOyeMOoro KauecTBa MEAUITUHCKOTO U3JEIHs U
pe3yNbTATUBHBIM (PYHKIIMOHUPOBAHUEM CUCTEMbI KaYECTBA MEIUIIMHCKOTO U3/IETHS;

€) IIaHOB, MPOILEAYP U JOKYMEHTOB OOpAaTHOM CBS3U C MOTPEOUTENSIMU (B TOM YHUCIIE
MOHHUTOPHUHTA 0€30MacHOCTH U YPPEKTUBHOCTH METUIIMHCKOTO U3/IEIHS Ha TOCTIPOAAKHOM
JTare).



10. TIpou3BoauTenn MEAUUMHCKUX H3JEJIHUM, BHEAPUBIINE CUCTEMY MEHEI)KMEHTA
KaueCcTBa MEAMIIMHCKUX M3JIeJIU B COOTBETCTBUU C HAcTOSAIMUMHU TpeOoBaHUAMM, TOJAKHBI
MO/IJICP>KUBATH €€ B aKTyaJIbHOM COCTOSIHMH M 00ECIIEUMBATh €€ Pe3yJIbTaTUBHOCTD.

III. Tpe©oBaHMA K OLIEHKE CHCTEMBI MCHEIKMEHTA
Ka4ecTBa MEIUIIMHCKUX W31eIIri

I1. Ouenky cucteMbl MEHEI)KMEHTa KaueCcTBAa MEIUIIMHCKUX HU3AECIUNA MPOBOIAT
MHCTIEKTUPYIOIIUE OpTaHU3aliK B (hOpME HHCTIEKTUPOBAHUS TIPOU3BOICTBA.

[Tpumeuanue U3ITN!

Ao03ar nepBbIii yHKTa 12 mpeaycmaTpuBaercs u3MeHeHue pemenueM Copera
EBpa3zuiickoii sxoHoMu4eckoi komuccuu ot 27.04. 2026 Ne 43 (BcTymaeT B CUily 1O
ucreueHnu 30 KaJeHJApHBIX THEH ¢ JaThl €ro 0(QUIMAIBHOTO OMYyOJIUKOBAHHUA).

12. Pacxonbl, CBA3aHHBIE C TPOBEICHUEM HMHCIIEKTUPOBAHUS MPOU3BOACTBA B paMKax
OLIEHKM CUCTEMbl MEHEP)KMEHTA KauyeCTBa MEIULMHCKUX HU3JEIUN, HECET MPOU3BOJUTEIIb
MEIULNHCKOrO H3JEJINSl HAa OCHOBAHWMH JOTOBOPA, 3AKIOYAEMOI0 C HHCHEKTHUPYIOUIEH
opranuzanuei. Tapudbl Ha TPOBEICHUE UHCTICKTUPOBAHUS TPOU3BOICTBA YCTAHABIUBAIOTCS
B COOTBETCTBUU C 3aKOHOAATEIHLCTBOM I'OCYAapPCTB-YJIEHOB.

Pacuer HOpMaTuBHOW NPOJOJIKUTEIBHOCTH HWHCIEKTUPOBAHUS NPOU3BOIACTBA
OCYIIECTBIISIETCA MO MPaBUJIaM COTJIACHO MpuiIoxeHuo No 1.

13. MHcnekTupyroIias opraHu3amus He JT0DKHa ObITh 3aMHTEPECOBaHA B Pe3yJIbTaTax
IPOBEAECHUS NHCIIEKTUPOBAHUS TPOU3BOICTBA.

Nucnextupyronias opranusanusi, €€ pyKOBOJACTBO U COTPYAHHKH, YHYaCTBYIOIIUE B
NPOBEJACHUM HWHCIEKTUPOBAHUS TPOU3BOACTBA, HE JOJOKHBI NMPUHUMATh Y4YacTHUE B
NESITECIIbHOCTH, KOTOpPAash MOXET IOBJHATH HA HE3aBUCUMOCTbh HMX CYXICHUN WIH HUX
OeCIpUCTPACTHOCTh B OTHONICHWHU PE3yJIbTaTOB TMPOBEJACHUS HWHCIEKTUPOBAHUSA
MPOM3BOJICTBA, OHU TaKX€ HE JJOJDKHBI OBITh pa3pabOoTYMKAMH, HPOU3BOIUTEISIMH,
MMOCTAaBIIMKAMHU MEIUIUHCKAX W3JCJIUNA, HE [JOJDKHBI OCYIIECTBISTH TEXHUYECKOE
oOcnyxuBaHue (PEMOHT) MEIULIMHCKUX U3JENHM, OLIEHKY KOTOPBIX OHU MPOBOJST, WIH HE
JOJDKHBI OBITh YIOJTHOMOYEHHBIMU TPEICTABUTEISIMH pPa3pad0TUMKa, MPOU3BOJIUTEINS,
MOCTABIIMKA MEAUIIMHCKUX U3JCNUMN, JIUII, OCYHIECTBIISIONUX TEXHUYECKOEe 00CTyKHUBaHUE (
PEMOHT) MEUIIMHCKUX WU3CIIHM.

14. NHcniekTupyrolias opraHu3aius 00s3aHa JOKYMEHTAIbHO 0()OPMIISTh MPOIIECCHI,
OXBATHIBAIOIIHE:

[Ipumeuanue U3I1N!

[TognynkT a) myHkTa 14 mpeaycmaTtpuBaercs u3MeHeHue pemenueM Copeta
EBpasniickoit s3xoHoMHu4ecko koMmuccuu ot 27.04. 2026 Ne 43 (BcTynaer B CHITy 110
ucreueHnu 30 KaJeHIAPHBIX JTHEH ¢ aThl €ro 0(QUIIMAIBHOTO OMYyOJIUKOBAHHSA).

a) 00paboOTKy 3ampoca O MPOBEICHUN UHCIIEKTUPOBAHUS MPOU3BOJICTBA, MOCTYIHUBIIETO
OT MPOU3BOAUTENS MEAULIIUHCKOTO U3EIIHS;



0) mIaHUpOBaHUE, IPOBEIACHUE U COCTABJICHHE OTYETA O MPOBEICHNUN WHCIEKTUPOBAHUS
MIPOU3BO/ICTBA;

B) YCIIOBHS JJOTOBOpa O MPOBEACHUU UHCIIEKTUPOBAHUS IPOU3BO/ICTBA, 3aKJII0YAEMOTO C
POU3BOAUTENIEM MEIUIIMHCKOTO U3CIUS WIH €r0 YIIOJTHOMOUYEHHBIM MTPEICTAaBUTEIICM;

I') ONpeiesieHHe MPOU3BOACTBEHHBIX IUIOMIAJOK, KOTOphle OyAyT MOABEpPraThCs
MHCIIEKTUPOBAHUIO MMPOU3BOICTBA;

1) oOpMIICHHE OTYETOB C 3aKJIFOUEHUEM O COOTBETCTBUHU MIIM HECOOTBETCTBUU CHUCTEMBI
MEHEKMEHTA Ka4eCTBa MEAUIIMHCKOTO U3IETUsl HACTOSIIIUM TpeOOBaHMSIM;

€) KOHTPOJb 32 KOPPEKTUPYIOMIUMH ACHCTBUSAMU IO YCTPAHEHHIO HECOOTBETCTBUA,
BBISIBIICHHBIX B X0JI€ TIPOBEICHHS HHCTICKTUPOBAHUS TIPOU3BOJICTBA;

K) pacripeneneHue 00s13aHHOCTEH 1 MOJTHOMOYUN YJICHOB HHCIIEKIIMOHHOMN TPYMIBI IPU
MPOBEICHUU WHCIEKTUPOBAHUS TMPOU3BOJCTBA (C yYETOM HX KOMIICTCHIIMH) W TIPHU
HEO0OXOIUMOCTH IIPUBJICUCHHUE BHEIIHUX DKCIIEPTOB.

15. NHcnektupyromas opraHu3anus 00si3aHa pazpadoTaTh M BBIIOJHATH MPOLEAYPHI
NEepPBOHAYATILHOIO OMNpEEeNICeHUs] KOMIIETEHIIMU WHCIEKTOPOB IMPU WX HA3HAYCHUU HA
JOJDKHOCTH U HEMIPEPBIBHOTO TOJIZICPKAHUS €€ YPOBHSI.

WNHcnekTopsl AOKHBI UMETh JAMILIOM O BBICIIEM OOpa30BaHMM CO CHelHaln3alueil B
MEIUIMHE, ECTECTBEHHBIX HAyKaX WM WHXCHEPHOM JIeJie, OMBIT padOThl He MeHee 3 JIeT B
00JIaCTH OIIEHKH 0€30MacHOCTH, KauecTBa U A (HEKTUBHOCTH MEAUITMHCKUX U3ICTUHN U (WIIH)
roCyJapCTBEHHOI0 KOHTPOJIS 3a OOpalleHueM MEIUIMHCKUX W3JCNIHMA, a TaKkKe JOJKHBI
o0nanaTh:

3HAHUSAMHU TPOU3BOJICTBEHHBIX MPOIIECCOB U TEXHOJOTUM, KOTOpPHIE MPUMEHSIOTCS
MPOM3BOJUTENSIMUA MEAUIIMHCKHUX U3ICINN;

3HAHUAMHM TpeOoBaHUM >PHEKTUBHOCTH U 0E€30MACHOCTU MEIUIMHCKUX H3JCITHH,
TEXHOJIOTHI U PUCKOB X MEIUIIMHCKOTO MPUMEHEHUS;

3HAHUSAMH CTAHJAPTOB CHUCTEMbl MEHEKMEHTA KaueCcTBa MEJUIIMHCKUX HU3ICTUN U

CHCTEMBI YIIPABJICHUSI PUCKAMH METUITMTHCKUX W3ICIH;

3HAHUAMH OCHOB TEOPHUHM BEPOSITHOCTH U CTATUCTUKU (B TOM YHCJIE METOIUK
OMpeNieNIeHUs] YPOBHEHW JIOBEPUTENIbHOM BEPOSITHOCTH B OTHOIIECHUU pENpe3eHTaTUBHOU
BBIOOPKH M PETPECCHOHHOTO aHAJN3a).

KommneTeHust HHCIIEKTOPOB, yKa3aHHas B ab3alax TPEThbeM M YETBEPTOM HACTOSIIIETO
MyHKTa, JODKHA MOATBEPKAATHCA Ul MOATPYNH MEIUIMHCKUX H3ACNUNA MO TMEepPEeUHI0
cornacHo mpwioxkeHuto Ne 2. MHcnekTupyromas opranu3aius JI0HKHA JOKYMEHTHPOBATh
o0acTH KOMIETEHIIMH CBOMX HWHCIEKTOPOB. 3amucu 00 00JacTAX KOMIIETCHIIUU
WHCIIEKTOPOB JIOJDKHBI MOJACPKUBATHCS B aKTyaJbHOM COCTOSHHHM W YUYUTBHIBATHCS TPHU
HAa3HAUY€HUU HWHCIEKTOPOB ISl MPOBEIEHUS HWHCHEKTUPOBAHUS MPOU3BOJICTBA
COOTBETCTBYIOIINX MEIUIIUHCKUX U3/ICTHIL.



NHcnektupytomasi opranu3aius J0JDKHA MPOBEPITh MPOPeCcCUOHABHBIA YPOBEHD
MHCIEKTOPOB B IMEISAX MOATBEPKICHUS HUX KOMIIETEHIIMM TMOCPEJICTBOM MPOBEICHUS
aTTeCTalluM U MOCIEaYIOIEH repeaTTecTaliuu He pexe 1 pasa B 3 roaa.

16. MucnexkTupyromasi opranu3anus A0JKHA BHEAPUTD IOKYMEHTAIBHO YCTAHOBJICHHBIN
NopsAZ0K obecrneueHus: KOH(GUICHIMATFHOCTA HH(OPMAIIUY, COCTABISIONIEH KOMMEPYECKYIO
TallHy YU MOJyYEHHOH B X0J/i€ IPOBEACHUS NHCIEKIIH, C YUETOM BO3MOXHOCTH MTPUBJICUEHHUS
BHEIIIHUX SKCIIEPTOB U yUACTHUSI UHCIIEKTOPOB (SKCIEPTOB) OT YIOJIHOMOUYEHHBIX OPTaHOB.

Cornamenue 0 KOHPUACHIIUAIBHOCTH, 3aKIIOUYAEMOE MEXIY HHCIEKTUPYIOUIEH
OpraHHU3alHeN U MPOU3BOAUTEIEM MEIULIUHCKAX U3IEIUHN, TOJKHO COAEPKATh MOJ0KEHUS,
MpelyCcMaTPUBAIOIIME BO3MOXXHOCTh TMPEACTABICHUS MaTepuajoB IO pPe3yJibTaTam
MPOBEJCHUSI MHCIEKTUPOBAHUS YMOJHOMOYEHHOMY OpraHy, a TakXe JIIOObIM JIpyTruM
YIIOJTHOMOYEHHBIM OpraHaM, MEXJAYy KOTOPbIMH HMMEIOTCS  COTJIallleHUus o
KOH(UICHIIUATBEHOCTH.

17. UHcniekTupyloliasi opranu3aius J0JbKHA MOAACPKUBAaTh B pab0o4yeM COCTOSSHUHU U
XxpaHuTh He MeHee 10 jeT 3amucu 00 WMHCHEKIUSAX M JPYroll NesSTEeIbHOCTH IO BCEM
NPOU3BOJUTEIISIM MEIUIMHCKUX U3JCIUN, TMOJABIIMM 3aABKU O TMPOBEICHUHU
MHCHEKTUPOBAHUS MPOU3BOJACTBA U (HJIM) MPOLIEAIINM HWHCIEKTUPOBAHUE MPOU3BOJICTBA,
KOTOpbIE JOJHKHBI BKJIIOYATh B Ce0S:

a) MHPOPMAITMIO O 3asiBKE U OTUETHI O pe3yJibTaTaX MPOBEJCHUS WHCICKTUPOBAHMUS
IPOU3BO/ICTBA;

0) JOrOBOp HA MPOBEICHUE NHCIIEKTUPOBAHMS IPOU3BOJICTBA;

B) 000CHOBaHUE MPOJOIIKUTEIIBHOCTA HHCIIEKTUPOBAHUS TPOU3BOICTBA;

') KOHTPOJIb 3@ BBITIOJTHEHUEM KOPPEKTUPYIOUIUX ACHCTBUM MO pe3ysibTaTaM MPOBEICHUS
WHCIICKIINH;

1) 3allUCU O *ajobax M aneuIsilMsIX, a TaKKe MOCIEAYIOUIUX KOPPEKTHUPYIOUIUX
JICUCTBUSX;

€) IOKYMEHTBI, MOITBEPKIAIOIINE KOMIIETCHTHOCTh MHCIIEKTOPOB U BHEIITHUX DKCIIEPTOB.

18. YnosHOMOYMBaHNE MHCHIEKTUPYIOMMNX OPraHU3alMid HAa MPOBEACHUE WHCIECKIIUN
NPOU3BOJUTENIENH MEIUUMHCKUX HW3JIEIUNA, 32 MCKIIYEHUEM CIy4YaeB, Korjaa
MHCIEKTUPYIOIIMMHU OPTraHU3alUAMU SBJISIOTCS YIIOJHOMOYEHHBIE OPTaHbl, OCYIIECTBIISIET
YIIOJJHOMOYEHHBIM OpraH Mo KaKJI0W MOATPYNIEe MEAULUMHCKUX HU3JENIHIl MO MEPEYHIO B
COOTBETCTBUU C npuiioxkeHreMm Ne 2 k HactosiiuM TpeOoBaHUSM Ha OCHOBAHMM OLIEHKU UX
COOTBETCTBHS HACTOAIIUM TpeOoBaHUSIM.

[Ipumeuanne MU3I1!

Ao03an Bropoii myHkTa 18 npenycmarpuBaercs uaMeHeHnue pemienuem CoBera
EBpazniickoil s3xoHoMHu4eckoil komuccuu ot 27.04. 2026 Ne 43 (BcTynaer B CUITy 1O
ucreueHnu 30 KaJleHIapHbIX THEH C 1aThl €ro O(PUIIMATBLHOTO OMyOJIMKOBAHHUS ).

YNOJIHOMOYEHHBI OpraH BIIPAaBE OMNPEAENSATh KOJIMYECTBO MHCIEKTUPYIOLIUX
OpraHv3anuuil JJisi TPOBEACHUS WHCIEKTUPOBAHUS TPOU3BOACTBA IO 3asiBKaM



MPOU3BOIUTENICH MEIUIIMHCKUX U3/1eTUi U (WJIKM) B COOTBETCTBUU € IpadukamMu MpOBEACHUS
MHCIIEKTUPOBAaHUsI IPOU3BOJACTBA B CpPOK, HE MPEBBIMIAOIMNA 3 Mecsila cO JHS
IIPEACTABICHUS IPOU3BOAUTENIEM MEIULMHCKOTO M3AEIUs IOJHOIO0 KOMIUIEKTA
JOKYMEHTAIlMM, B TOM YHCII€ JOKYMEHTOB 00 oOIuiate MpOBEACHUS WHCIEKTHUPOBAHUS
IIPOU3BOJICTBA.

[lepeueHb MHCIEKTUPYIOIIMX OPTaHU3AMN pa3MEIIAETCS HA cailTaX YIOJIHOMOYEHHBIX
OpraHoB B HH(OPMAIIMOHHO-TEICKOMMYHHUKAIIMOHHOU ceTu "WHTepHeT" (manee — ceThb
WNuTepHeT), a Takke omyO0IrMKOBbIBaeTCS HAa MHGOopMaloHHOM noprasie Coro3a.

VYoTHOMOYEHHBIE OpPTraHbl B TEUEHHE 3 pabounX JHEHW CO THA BHECEHHUS U3MEHEHU B
CBEJICHUS, COJEpIKallhecss B MepeyHe WHCIEKTUPYIOUIUX OpraHU3alMi, o0ecrneduBaroT
pa3MelieHne COOTBETCTBYIONIEH WH(OpMalnuu Ha CBOMX O(HUIMATIBHBIX caiiTax B CETH
NnTepHer u ee mnpenacraBiieHHE B EBpa3sMCKyIl) 3KOHOMHUYECKYK) KOMHUCCHIO C
UCII0JIb30BAaHUEM CPEJICTB MHTErPUPOBAHHON MHGOpMAIIMOHHOM cucTeMbl Coro3a.

19. YnomHoMoueHHBIM OpraH He pexe 1 pasa B 2 roma IpoOBOAUT NIPOBEPKY
MHCIIEKTUPYIOUIUX OpraHU3allvii, 3a UCKIIOUYEHUEM CJIy4aeB, KOrJa MHCHEKTUPYIOUIUMHU
OpraHu3alMSIMU SBIIAIOTCS YIOJIHOMOYEHHBIE OPTaHbl, HA MPEAMET COOJIIOICHHS HACTOSIIINX
TpeboBanuii. YIOTHOMOUCHHBIC OPTaHbl HE MO3HEE YeM 3a 3 MecsIla 10 Hayaja IPOBEeACHUS
MPOBEPKHU JOJKHBI pa3MelllaTh Ha CBOMX O(QUIMANIBHBIX caiiTax B cetu MHTepHET rpaduku
MPOBEJICHUS MPOBEPOK MHCIEKTUPYIOUINX OPTaHU3alHi, KOTOPbIE TOJKHBI OBITH TOCTYITHBI
MHCIEKTUPYIOLIIUM OPraHU3alHsIM U YIIOJHOMOYEHHBIM OPTraHaM.

B cnydae ecnu MHCHEKTUPYIOLIEH OpPraHU3alUeN SABISIETCS YIIOJHOMOYEHHBIM OpraH,
KOHTPOJb 3a €€ JACATEIbHOCThIO OCYIIECTBISETCS B TOPAAKE, YCTAaHOBJIECHHOM
3aKOHOAATENBCTBOM I'OCYIapCTBA-YJIEHA.

[TomtHOMOYMS MHCHIEKTUPYIOLIEH OpraHu3aluyd MOTYT ObITh OTO3BAaHbI YIIOJIHOMOUYEHHBIM
OpraHoMm, €clid MO pe3yJbTaTaM MPOBEIACHUS MPOBEPKU OyJeT YCTaHOBJIEHO, YTO
MHCIIEKTUPYIOLIasi OpraHu3alus He coOoiaeT Hactosmue TpeboBaHus.

YOJTHOMOYEHHBIE OPTaHbl BIIPABE 3a CBOW CUET HAIPABUTh CBOMX IPEACTABUTENECH IS
y4acTHsl B IPOBEJEHUN TPOBEPKU MHCIIEKTUPYIOIIEH OPraHU3aliy B Ka4€CTBE NHCIIEKTOPOB (
HKCIIEPTOB), 32 UCKIIOYEHUEM CITy4aeB, KOT/1a MHCIIEKTUPYIOIMMHU OPTaHU3ALMSIMU SBISIOTCS
YIOJIHOMOYEHHBIE opraHbl. [1o pe3ynpTaTaM NpoBeNEeHHs MPOBEPKU MHCIEKTOP (3KCHEPT)
BIIPABE NPEACTaBUTh B YIOJIHOMOYEHHBIA OpPraH, MPOBOMSIINN MPOBEPKY, MUCHbMEHHBIE
3aMeYaHus U MPEJI0KECHHUS.

20. YnoJHOMOYEHHbIE OpraHbl B paMKax KOOpAMHALHMHU padboT B 00JacTH
aJIMUAHUCTPUPOBAHUS WMHCIEKIUN, PAa3BUTHS MEXAHU3MOB B3aUMHOW JKCIEPTHON OLEHKHU
BIIPABE 3a CBOI CUET HAIPAaBUTh CBOMX MHCIEKTOPOB (3KCHEPTOB) AJI YUaCTHs B IPOBEINCHUH
MHCIEKTUPOBAHUS MPOU3BOACTBA B PaMKax OLIEHKM CHCTEMbl MEHEI)KMEHTa KadyecTBa
MEIULIHUHCKOro u3nenud. lIponsBoauTens MEAMIMHCKOrO H3AENHUs 0053aH 00ecneyuThb
JOCTYI WICHOB I'PYIITBI HHCTIEKTOPOB (IKCIEPTOB) K 0OBEKTAM MHCIIEKTUPOBAHUS.



21. OTyeTsl 0 pe3yJibTaTax NIPOBEICHNS HHCIIEKTUPOBAHUS IIPOU3BOICTBA HAPABIIIOTCS
MHCIIEKTUPYIOLIEH OpraHu3aluMeld B YIIOJHOMOYEHHBIM OpraH Uil BKJIOYEHUS B
PErUCTPALlMOHHOE JOChE MO MOYTE 3aKa3HBIM IIOYTOBBIM OTIPABJICHUEM C YBEIOMIICHUEM O
BpYUYEHUU J1O0 B (POpME FIIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOM MOIUCKIO,
B TeueHue 15 pabouux qHEH cO AHA 3aBepUICHHS] MHCIIEKTUPOBAHMS IPOU3BOJICTBA.

22. HcnekTupyomasi Opranu3aiys, NpoBoAsAIas HHCIIEKTUPOBAHUE TPOU3BOJICTBA, HE
JOJKHA BBIHOCUTH TOJIOKUTEJIBHOTO 3aKJIIOYEHHS, €CIIM CHCTEMA MEHEIKMEHTA KadyecTBa
MEIUIUHCKUX W3JICJUHA HE COOTBETCTBYET HacTosIMM TpeOOBaHHUSM WU HE
MTOAICP/KUBAETCA B AKTYaJIbHOM COCTOSIHUU.

HNuTerpanpHas olleHKa 3HAUYMMOCTH BBIBJICHHBIX B XOJ€E IMPOBEACHUS NHCIIEKTUPOBAHUSA
ITPOU3BOJACTBA HECOOTBETCTBUN CUCTEMBI MEHEP)KMEHTA KAayeCTBa MEAULUHCKUX W3IECITUN
HacTosM TpeOoBaHUSM TTPOBOUTCS COTIACHO MPUIOKEHNIO No 3.

HecooTBeTCTBUSA, BBISBIEHHBIE MO peE3yJbTaTaM MNPOBEICHUS HHCIIEKTUPOBAHUSA
MIPOU3BOACTBA, IOJKHBI ObITh YCTPaHEHBI TPOU3BOAUTEIIEM MEIULIMHCKOTO U3/IENUs B XOJ€
IPOBEICHHS] MHCTIEKTUPOBAHUS MMPOU3BOJICTBA WUJIU B CPOK, HE MpeBbimatonuii 30 padboumnx
JHEW CO JHS 3aBEPIICHUS WHCIIEKTUPOBAHUSI IPOU3BOCTBA.

[Tpumeuanue U3ITN!

AG3a11 nepBbIil MyHKTa 23 mpeycMaTpuBaeTcsl u3MeHenue perienruem Cosera
EBpa3zuiickoii sxoHoMuueckoi komuccuu ot 27.04. 2026 Ne 43 (BcTymaeT B Cuily 1O
ucreueHnu 30 KaJeHIAPHBIX THEH ¢ JaThl €ro 0(QUIMAIBHOTO OMYOJIUKOBAHHA).

23. B cayyae ecnu HPOM3BOAUTENb MEIULHMHCKOTO W3JAEINS HE COIJIACEH C
OTPULATEIbHBIM 3aKJIIOYEHUEM WU BBISIBJCHHBIMU HECOOTBETCTBUSIMHM, OH HaIIPABISET
MPETEH3UI0 B MHCIEKTUPYIOLIYI0 opraHu3anuio B TedeHue 30 pabouyux AHEW co JHSA
IIOJIy4YE€HUsI MHCIEKTUPYIOIIEH OpraHM3alled KONMU OTYeTa O PE3yibTarax IIPOBEICHUSA
MHCIIEKTUPOBaHUs MPOMU3BOJCTBA. MHCHEKTHpYIOlas opraHu3anus o0s3aHa PacCMOTPETh
YKa3aHHYIO TPETEH3WI0 U HANpaBUTh OTBET B TeueHHe 15 paboumx aHeW co AHS ee
noiay4deHus. B cioydae HETOCTHKEHUS COTJIachs MPOU3BOAMTENL MEIHUIMHCKOTO H3IETIUs
BIIpaBe 0OPATUTHCS C Kallo00il B Cy/] IO MECTY HaXOXKACHUS UHCIIEKTUPYIOIIEH OpraHu3aIiu
WIN B YIOJHOMOYEHHBIM OpraH, YIOJHOMOYMBIINN OPraHU3alMI0 Ha MPOBEICHUE OLECHKU
CHUCTEM MEHEIKMEHTAa KayeCcTBa MEIWIMHCKUX M3JIeInui. B ciaydae ecnum mpou3BOAUTEIND
MEJUIMHCKOTO M3JIENIMsS. HE COTJIACEH C PEUICHHUEM YIOJIHOMOYEHHOIO OpraHa, OH BIIPABE
00>anoBaTh IaHHOE PELIEHUE B CY/I€ 10 MECTY HAXO0K/IEHUS YIIOJHOMOUYEHHOTO OpraHa.

Ecnn nmpousBoauTeslb MEAULIMHCKOTO M3JEJIMA HE YCTPaHAECT WIM HApYILIAeT CPOKHU
YCTpaHEHUs 3aMEe4YaHHUM, WHCHEKTUpYIollas opraHu3auus HHPOpPMUPYET 00 3TOM
YIIOJTHOMOYEHHBIM OpPraH, YIIOJIHOMOYMBIIMN OPraHU3alMI0 HA IIPOBEIACHUE OLEHKU CUCTEM
MEHEJKMEHTA KaYeCTBA MEAUIMHCKUX U3AECTUM.

Jlo ycTpaHnenus npon3BOAUTENEM MEAULMHCKOTO U3AENNS 3aMEYaHNN, COIEPKAIIUXCS B
OTYETE O pe3yJbTaTax MPOBEACHUS WMHCHEKTUPOBAHUS MPOU3BOACTBA, YIOJIHOMOYEHHBIN



oprat BIIpaBe MPUOCTAHOBUTH BHITTYCK MEIUITMHCKOTO U3/IENUs B 0OpallieHne Ha TEPPUTOPUN
rocyaapcTBa-4jeHa
B COOTBETCTBUHU C 3aKOHOJIATEIILCTBOM 3TOI0 rocyAapcTBa. B 3ToM cilyuae yrnoaHOMOYEHHBIH
oprad UHGOPMUPYET YIOJTHOMOYEHHBIE OPTraHbl IPYTUX rOCYAapCTB-WICHOB O MPUOCTAHOBKE
BBIITYCKAa MEIUIIMHCKOTO H3JIeJiusi B OOpallleHue Ha TEPPUTOPUU TOCyJapcTBa-wiieHa C
UCIIOJIb30BAaHUEM CPEJICTB MHTErPUPOBAHHON MHGOpMAIIMOHHOM cucTeMbl Coro3a.

24. Ilpu npoBeIEHUN UHCIIEKTUPOBAHUS MPOU3BOACTBA MPOBOJUTCA OLIEHKA CHUCTEMBI
MEHEI)KMEHTa KaueCcTBa MEAUIMHCKUX U3JIETUN IS CIEAYIOIINX MPOLECCOB:

MpOoLIECChl MPOCKTUPOBAHUS U Pa3pabOTKH, €CIM OHU BKIIOYEHBI B CHUCTEMY

MEHEI)KMEHTA KaueCTBa MPOU3BOJUTENSI METULIMHCKOTO U3EIHS;

MPOIIECCHI YIPABIICHUS JOKYMEHTAIUEH U 3alUCIMU;

MPOLIECCHI MPOU3BOACTBA U BHIXOJAHOTO KOHTPOJIS;

MPOLIECCHI KOPPEKTUPYIOIIUX U MPEAYIPEKIAIOINX JEHCTBHIM;

MPOIIECCHI, CBSI3aHHBIE C MOTPEOUTETIEM.

Ecau npou3BoauTeNh MEIULIMHCKOTO U3IETUsI BHEAPHUII CUCTEMY MEHEKMEHTA KaueCTBa
MEIMIIMHCKUX HW3JEIUNA B COOTBETCTBUU C TPEeOOBAHUAMHU CTaHAAPTOB, IKBUBAJICHTHBIX
MexayHapoaHoMy ctangapty ISO 13485, To poka3zaTenbCcTBa COOTBETCTBUS CHUCTEMBI
MEHE)KMEHTa KadecTBa TpeOOBaHUSM JaHHBIX CTaHAAPTOB (CepTU(DHUKAT COOTBETCTBUS,
OTYETHI 00 ay/IUTE CUCTEMbI MEHEPKMEHTA Ka4eCTBa MEAUITMHCKUX U3/IETNI) 00ECIeYBaIOT
€€ COOTBETCTBUE HACTOSIIMM TpeGoBaHUAM B YAaCTHU MPOIECCOB U MPOUETYP, CBSI3aHHBIX C
(YHKIIMOHUPOBAHNEM CUCTEMBI MEHEKMEHTa KadecTBa MEAUIIMHCKUX m3jenuii. B aTom
cllydyae WHCIEKTUPOBAHME OTPAHUYMBAETCS TIPOBEPKOM BBIMOJHEHUS TpeOOBaHUM,
OTHOCSIIIIUXCS K TpolleccaM MPOCKTUPOBAHUS, pa3pabOTKH, MPOU3BOJCTBA U BBIXOJIHOTO
KOHTPOJISI MEUIIMHCKOTO M3JCNIHS U K TMpoIleccaM, CBSI3aHHBIM C MOTpeduteneM (B 4acTH
MOCTIIPOIAKHOTO MOHUTOPUHTA).

[Ipumeuanue U3I1N!

[TynkT 24 mpeaycMmaTpuBaeTcs IOMOJTHUTE a03aliaMu B COOTBETCTBUU C PEIICHUEM
Coseta EBpa3zuiickoii skoHoMuueckoit komuccuu ot 27.04. 2026 Ne 43 (BcTymaer B CUILy IO
uctedeHur 30 KajgeHAapHBIX JHEH C JaThl €r0 OPUIIUATBHOTO OITyOIMKOBAHUS).

25. O1ieHKa MpoueccoB MPOEKTUPOBAHUS U Pa3pabOTKU CUCTEMbI MEHEPKMEHTA KaueCcTBa
MEIUITMHCKUX U3IEIUI BKIIOYAEeT B CeOsl:

a) MOATBEPKACHUE HaIW4us MPOLEAYyp MNPOECKTUPOBAHMUS U Pa3pabOTKH (BKIIOYAsS
YIIpaBJI€HUE PUCKAMU);

0) aHaIM3 JOKYMEHTOB, OMUCHIBAIOIIUX MPOIEAYPY MPOSKTUPOBAHUS U OXBATHIBAIOIIUX
MOJIEIBHBIN Psii MEAUIIUHCKOTO U3/IEIINS;

B) MOATBEP>KJIECHUE HA OCHOBE BBHIOPAHHBIX 3aMUCE MO IPOESKTUPOBAHUIO MEIUIIUHCKOTO
W3JICNIASl TOTO, YTO TPOIEAYPHl MPOCKTUPOBAHUS W pa3pabOTKu OBLIN yCTAHOBICHBI U
PUMEHEHBIL;



I') MOJTBEPXKICHUE TOTO, YTO BXOJHBIC JTAHHBIC IMpoIllecca MPOCKTUPOBAHUS ObLIN
pa3paboTaHbl C Yy4YETOM Ha3HAYCHUS MEIUIIMHCKOTO U3JAEIUS M COOTBETCTBYIOIIUX
nosioxkeHuit O6mux TpedoBanuii 6e3omacHoOCTU U A (HEKTUBHOCTH;

1) aHaJIu3 crienuQpuKauii Ha METUIIMHCKUE U3JIeTUS B LIEJISIX MOJITBEPKICHUS TOTO, YTO
BBIXOJHBIE JaHHBIE MPOEKTa MEIUIMHCKOTO U3JeNus, o0ecreyuBarone 0e30nacHOCTh U
3 PEKTUBHOCT, MEIUIIMHCKOTO HW3JENHs MPU €ro NMPUMEHEHUWU MO HAa3HAYCHMIO, ObLIU
OTpEICNICHBI;

€) MOJATBEPKACHHUE TOTO, YTO JIEATETLHOCTh IO MEHEIPKMEHTY PHCKa Obljia onpe/eneHa 1
OCYIIECTBJICHA, KPUTEPUHU JOMYCTUMOCTH pPHUCKA OBUIM YCTAHOBJICHBI U SIBJISIOTCS
COOTBETCTBYIOIIUMH, OO0 OCTATOYHBIA PUCK OBLIT OIICHEH U TIPH HEOOXOUMOCTH JI0BEICH
70 CBEJCHUS MOTpPeOUTENs B COOTBETCTBUU ¢ OOmUMHU TpeOOBaHUAMHU 0€30MaCHOCTH U
3 PEKTUBHOCTH.

26. O1eHka NpoueccoB YNpaBIeHUS JOKYMEHTAIIMEN U 3aIIUCAMH CUCTEMBI MEHEIKMEHTA
KaueCcTBa MEIMIIMHCKUX U3/CJINM BKIIIOYAET B CEOs:

a) MOATBEPXkKIEHUE TOTO, YTO MPOUEAYPhl UACHTU(DUKANUA, XpAHEHUS U yaaneHus (
YHUYTOXKEHHUS) JOKYMEHTOB M 3amuced (BKJuYas yHpaBJIE€HUE H3MEHEHUSIMU) ObLIH
pa3paboTaHbI;

0) NOATBEPXKACHUE HATMYUS TOKYMEHTOB, HEOOXOAUMBIX JIJIsI TOTO, YTOOBI OpraHU3aIus
MorJia oOecreynBaTh IJIAaHWPOBAHUE, OCYIIECTBICHHE MPOW3BOJCTBEHHBIX IMPOIECCOB U
yIpaBJIEHUE UMH;

B) TIOJITBEPXKACHHUE TOTO, YTO JOKYMEHTAIMS HA MEIUIIMHCKOE M3/CIINE BKITIOYACT B CEOS:

CBUJIETEIIbCTBA COOTBETCTBUS MEAMIIMHCKUX H3JeTUi TpeOoBaHMUSIM (B TOM YHUCIE
TpeOOBAHMIM MPUMEHIEMBIX CTAHAAPTOB);

ONUCAaHWUE MEAUIIMHCKUX U3JIE€TUM, BKIIOYas UHCTPYKIUU 110 TPUMEHEHUIO, MaTEpUAIIbI U
crienuQpuKaIuio;

CBOJHYIO IOKYMEHTAIIUIO TI0 BepU(PHUKAIIMK U BaTUAIIUU TIPOEKTOB (B TOM YHUCJIE TAHHBIC
KJIMHUYECKUX HCCIIeOBAaHUM (MCIBITaHUN) B COOTBETCTBUU ¢ [IpaBuiiamu mnpoBeaeHUs
KIMHUYECKUX M KIWHUKO-TA0OPATOPHBIX HUCHBITAHUNU (MCCIAETOBAHUNA) MEIUIMHCKUX
u3aenui, yreepxkaceHubiMu Pemienuem CoBeta EBpa3nuiickoil 92KOHOMUYECKONH KOMUCCHHU OT
12 peBpans 2016 r. Ne 29);

MapKHUPOBKY MEAULIMHCKUX U3IETUN;

JIOKYMEHTBI TT0 MEHE/IKMEHTY pPHUCKA.

27. OueHka MpoueccoB MPOU3BOJICTBA M BBIXOJHOTO KOHTPOJIS MEIUIIMHCKUX U3ETUN
BKJIIOYAET B ceOs:

a) aHAJIU3 MPOU3BOACTBEHHBIX MTPOIIECCOB M3TOTOBICHUS CEPUINHON MPOAYKIUU (BKIHOYas
yCIJIOBUS NPOU3BOJICTBA);

0) OIIEHKY MPOLIECCOB CTEPUIN3AIMU (JJIsI MEAUIIMHCKUX HU3/ICNINi, BBIMYCKAEMBbIX B
CTEpUJILHOM BHUJIE), B TOM YHCIIE:



OTIpENIeTIEHUE TOTO, YTO MPOIECCHl CTEPUIU3ANNU ObUIM JOKYMEHTHUPOBAHBI, 3aIIUCH
mapaMeTpoB MPOLECCa CTEPUIIU3ALMU TSI KAKIAOW CTEPUIIU3YEMOU MapTUU MEIULIMHCKUAX
U3JIeTTUH TIOJIIEP’KUBAIOTCS B pab0YeM COCTOSHUY;

oTpeJeieHre TOro, YTo MPOLEeCC CTEPHIIU3AIMU ObLT BAIUIUPOBAH;
ONpE/EIEHUE TOr0, YTO IPOLECC CTEPUIM3ALUUUA INPOBOIUTCS B COOTBETCTBHH C
YCTaHOBJICHHBIMU TTapaMeTPaMH;

B) NMOATBEPKJCHUE TOTO, YTO MPOLIECCHl MPOU3BOJCTBA SBJISIOTCA yIPaBIIEMbIMU U
KOHTPOJMPYEMBIMH M (YHKIHOHUPYIOT B YCTAaHOBIEHHBIX TIpefesiax, a TakKke
MOATBEPKIECHUE OOECIeueHUs] HEOOXOUMOT0 YPOBHS KOHTPOJIS MPOAYKIIUU U (WUJIU) YCIyT
KPUTHYECKUX MTOCTaBUIUKOB;

I') TOATBEPKACHUE UISHTU(GUKAIUMU U MPOCICIKUBAEMOCTH MEIUIIMHCKUX W3ACIUN U
MPOIIECCOB UX MPOU3BOJICTBA, & TAKKE UX COOTBETCTBUS YCTAHOBIICHHBIM TPEOOBAHUSIM;

1) TOJITBEP>KIEHUE TOTO, YTO JAEATEIbHOCTh MO BBIXOJHOMY KOHTPOIIO MEIUIUHCKUX
U3/1eNInii 00ecreurnBaeT COOTBETCTBUE MEAUITMHCKUX U3/IETUN YCTAaHOBJIEHHBIM TPEOOBaHUAM
1 ObLUTa IOKYMEHTHUPOBAHA.

28. OueHka MpoueccoB KOPPEKTUPYIOIINUX U MPEAYNPEKAAOMUX JEUCTBUA CUCTEMBI
MEHEKMEHTA Ka4yeCTBa MEAUITMHCKUX U3/ BKIIOUAET B CeOs:

a) MOATBEPKJIECHUE TOT0, UYTO MPOIEAYyPhl KOPPEKTUPYIOMMNX U MPEIyIPERKTAOITUX
JICUCTBUH OBLITN pa3pabOTaHbL;

0) MOATBEPKJEHUE TOTO, YTO CPEACTBA YNPABICHUS MPEMATCTBYIOT PACIIPOCTPAHEHUIO
MEIUIMHCKUX H3JIeNINI, KaueCTBO KOTOPBIX HE COOTBETCTBYyeT OOmMM TpeOOBaHUAM
6e3onacHOCTU U A (HEKTUBHOCTH MEAUIIMHCKUX U3/IEIHIM;

B) MOATBEPKJACHUE TOTO, UTO KOPPEKTUPYIOIIME U MPEeaylpexKIaronue AehHCTBUS
SBJISIFOTCSI PE€3YJIbTATUBHBIMU;

I') MOATBEPKIECHUE TOTO0, YTO MPOU3BOAUTEINL MEIUUMUHCKOTO M3JAENHs pazpadoral
3(deKTUBHYIO TPOIEAYpPY BBIIyCKa W NPUMEHEHUS YBEJIOMIICHHM IO 0€301acHOCTHU
MEIUIMHCKUX W3JeJIUd B COOTBEeTCTBUU C [IpaBuiaMu TpOBEAECHUS MOHUTOPHUHTA
Oe3omacHOCTH, KadecTBa U 3(P(HEKTUBHOCTH MEAWITMHCKUX W3JEIUH, YTBEPKICHHBIMH
Pemennem Komnerunu EBpasuiickoit sSkoHOMHUECKOH KoMuccuu ot 22 aexadpst 2015 r. Ne 174
(manee — IlpaBuna npoBeaeHUs MOHUTOpPUHTA 0€30MACHOCTH, KauecTBa U 3(PHEKTUBHOCTH
MEIUITUTHCKUX U3 ).

29. O1ieHKa CBSI3aHHBIX C MOTPEOUTENIEM MPOLIECCOB CUCTEMbl MEHEI)KMEHTA KaueCTBa
MEUITMHCKHUX U3JIeTTUI BKIIIOYaeT B ceOsl:

a) MOATBEPKIECHUE TOTO, YTO MPOU3BOJAUTEH MEIUIIMHCKOTO U3JCIUS MPUHSIT MEPHI,
HEOOXOJAUMBbIE IS YCTAaHOBICHHUS CBSI3M C TMOTPEOUTEISAMH, B II€JSAX BBITTOJTHCHUS
HEOOXOIMMBIX KOPPEKTUPYIOIIUX U MPEeaynpexIaolInX AEHCTBUN, pacloiaraeT CUCTEMOM
cobopa ¥ aHanM3a JAaHHBIX O 06e30mMacHOCTH M 3(P(PEKTUBHOCTH MEIUIMHCKUX H3JCIUA Ha
MOCTIPOJAAKHOM JTare U MOJICPKUBAET €€ B aKTyaJIbHOM COCTOSTHUH, a TAK)KE HAMPABIISAET B
YIOJHOMOYEHHBI OpraH OT4YeThl O pe3yJbTaTaX MOCTOPOAAXHOTO MOHUTOPHUHTA



6e3onmacHOCTH U d(PHEKTUBHOCTH MEIUIMHCKUX W3AENUi B cOOTBETCTBHH C [IpaBuimamu
MPOBEJICHUS MOHUTOpPUHIa O€30MacHOCTH, KadecTBa W A(PHEKTUBHOCTH MEIUIMHCKUX
WU31CINM;

0) MOATBEpPKJIEHUE TOr0, 4TO OOpaTHas CBSI3b C MOTpPEOUTENEM aHAIU3UPYETCS
MIPOU3BOJIUTENIEM MEAUIIMHCKOTO U3/CNIHS B X0/I€ MPOIIECCOB )KU3HEHHOTO IIUKJIA MPOYKIIUH
U UCTIOJIB3YETCS JIsl TOBTOPHOM OIEHKH PUCKA W MPU HEOOXOIUMOCTH JJIS aKTyalu3aluu
NEeSATebHOCTU 110 MEHEIPKMEHTY pUCKa.

30. Ouenka cUCTeMbl MEHEPKMEHTAa KauyeCTBa MEIUIIMHCKUX U3ACIUA MPOBOJUTCS B
dbopMax MEPBUYHOIO, MEPUOIUYECKOTO (IMIAHOBOTO) M BHEIJIAHOBOTO HMHCIEKTUPOBAHUS
MIPOU3BO/ICTBA.

31. IlepBuuHOE MHCNIEKTUPOBAHHE IMPOM3BOJICTBA MPOBOJAUTCA B XOJ€ MPOIETYPHI
perucTpanuu MeIMIUHCKOro u3aenus B pamkax Corosa.

32. IIpu npoBEAEHNUN MTEPBUYHOTO UHCIIEKTUPOBAHUS MPOU3BOJACTBA HHCIEKTUPYIOIIAs
OpraHu3alys NPOBOJUT UHCIEKTUPOBAHUE MTPOU3BOJICTBA BCEX 3asBJICHHBIX MTPOU3BOIUTEIIEM
MEIULIUHCKUX U3JIEJINNA MPOU3BOJACTBEHHBIX TUIOMIAIOK.

B cnayuae ecnin Ha OgHOM MPOU3BOJACTBEHHOW IUIOLIAAKE MPOU3BOIATCS MEAULIMHCKUE
M3JENHs, OTHOCAILUECS K HECKOJBKUM rpynnaM (MoArpynmnaM) MEAUIUHCKAX U3JEIUN MO
MIEPEYHIO0 B COOTBETCTBUHU C TIpuiIokeHrueM Ne 2 K HacTosmuM TpeOoBaHUSIM B 3aBUCUMOCTHU
OT KJIacCa MOTEHUHAIbHOIO PUCKA MX MPUMEHEHHUS, MHCIEKTUPOBAHUE IMPOU3BOJICTBA B
paMKax OJHOM MPOBEPKH MOKET OXBAThIBATh HECKOJIBKO TPy (MOATPYIIN) MEIUIIMHCKUX
M3JEIMid B COOTBETCTBUM C 3asBICHHBIMU TMPOU3BOJAUTENIEM MEIUIIMHCKUX U3ACIUN
IPOU3BOICTBEHHBIMU IUIOIIAIKAMHU.

33. Ilo pe3ynbpTaram DPOBEIEHHOTO NEPBUYHOIO MHCIEKTUPOBAHMS IPOU3BOJCTBA
MHCIIEKTUPYIOIasi Opranu3aius oQpopMisieT oTdeT 1o (Gopme cortacHo mpriioxeHuto Ne 4.
VKa3zaHHBINA OTYET AECHUCTBUTEIICH B TEUEHHUE 3 JIET CO IHS €r0 BBIIAUM.

34. Pe3ynbTaThl MHCIEKTUPOBAHUS MPOU3BOJACTBA PACIPOCTPAHSAIOTCA Ha rpynmy (
MOATPYIITY) MEAUIIMHCKUX U3JETUN MO MEPEUYHI0 B COOTBETCTBUM C TMpHiIokeHueM Ne 2 k
HacToAKUM TpeOoBaHUSIM B 3aBUCUMOCTU OT KJiacca MOTEHIMATbHOTO PUCKA MPUMEHEHUS
BBIMIYCKAEMBIX MEAULMHCKUX u3Aenui. JInd MEIUIUHCKAX HW3IENUA  KJIacCoB
MOTEHIIMAIBLHOTO pUCKa MpUMeHeHust 1 u 2a pe3ynabTaThl HHCIIEKTUPOBAHUS MPOU3BOJICTBA
PacIpOCTPAHSIOTCS HA TPYIIbI MEAUIIMHCKUX U3AENHM. J[JI1 MEAUIIMHCKUX U3EIUN KIIaCCOB
MOTEHIIMAIBLHOTO PUCKa MPUMEHEHHUs 20 U 3 pe3yabTaThl MHCIEKTUPOBAHUS MPOU3BOJICTBA
pPacIpOCTPAHSIOTCS HA TOATPYIIBI MEAUIIMHCKUX U3IETUN.

[Ipu mopaue 3asABICHUS O TPOBEACHUU PETUCTPAIlMU HOBBIX HAUMEHOBAHUM
MEIUIMHCKUX  M3JEJUi, TMPOU3BOJAUMBIX Ha MPOU3BOJACTBEHHOW  IUIOMIAJIKE,
MHCIIEKTUPOBAHUE KOTOPOW MPOBOJAUIIOCH PaHee ISl MEIUIIMHCKUX U3EIUN TON e TPYIIIbI
WA TOJArPYIIbl MO MEPEYHIO B COOTBETCTBUU C MHpuiokeHueM No 2 K HacTOAIUM
TpeOGoBanusiM, 3asiBUTENH MPEJCTABISET B COCTABE JOKYMEHTOB PETUCTPAIMOHHOTO JTOCHE
KOIIHMIO OTYETa O pe3ysibTaTax MPOBEICHNS] HHCIEKTUPOBAHUS MPOU3BOJICTBA, TPOBEACHHOTO



HE paHee 3 JeT A0 [HS MPEACTABICHUS 3asBJICHHS O MPOBEACHUU PETUCTPALUU
MEJIUIIMHCKOTO U3ICIHS.

35. Ilepuonnueckoe (T1aHOBOE) MHCIIEKTUPOBAHKUE MTPOU3BOICTBA MPOBOAUTCA 1 pa3 B 3
roja.

[Ipumeuanune U3I1N!

AG3ar1 BTopoii myHkTa 35 npeaycmaTpuBaetcs B peAakiuu pemenus CoBeta
EBpazuiickoit sxoHomMuueckoi komuccuu ot 27.04. 2026 No 43 (BcTymaeT B CUIy 1O
ucreueHnu 30 KaJeHIAPHBIX THEH ¢ JIaThl €ro O(QUIIMAIBHOTO OMyOJIUKOBAHUSA).

[IpousBoauTE b MEAUIIMHCKOIO W3JAENUS BIpaBe OOpaTUTHCI B JIOOYIO
MHCIIEKTUPYIOIIYI0 OPraHU3alUIo0 C 3aBICHUEM O IIPOBEACHUN MEPUOIUUECKOTO (ILJIAHOBOTO
) MHCIIEKTUPOBAHUS MPOU3BOACTBA B T€UCHHE 6 MECSIEB /10 OKOHYAHUS CpOKa JICHCTBUS
OT4YETa O PE3yJbTaTax MPOBEJACHUS MNPEABIAYIIETO HHCIEKTHUPOBAHUS MPOU3BOJCTBA C
PEACTABICHUEM CIIETYIOMNX JOKYMEHTOB:

3asiBKa O MPOBEJCHUU WHCIEKTUPOBAHUS MPOU3BOJICTBA C YKa3aHUEM MEIUIIMHCKUX
U3JIeNIUA U WX Tpynn (MOATPYMI) MO MEPEeYHI0 B COOTBETCTBUM C MpuUiIokeHHeM Ne 2 k
HacTosiUM TpeOoBaHUSIM W MPOU3BOJCTBEHHBIX IUIOMIAOK, BXOJAIIMX B 00J1aCTh
MHCIIEKTUPOBAHMS;

cripaBKka O (paKTUUYECKOW YHCIEHHOCTH COTPYJIHHMKOB, YHYaCTBYIOUIMX B IpoIleccax
OLICHUBAEMOU CUCTEMBI MEHE/IKMEHTA KAYECTBA MEAUIIUHCKUX U3JEITUM;

TeXHUYeCcKue (Qailyibl Ha MEAUIIMHCKUE U3/IEIHUS B COOTBETCTBUM C MpuioxkeHuem Ne 3 k
[IpaBuiiam poBeieHUS KIMHUYECKUX U KIMHUKO-1a00paTOPHBIX UCIBITAHUHN (MCCIEOBAHUIM
) MEIUIIMHCKUX U3JIeNi, yTBepKIeHHbIM Pemennem Coera EBpa3niickoit SKOHOMHUYECKON
komuccuu ot 12 despasst 2016 r. No 29 (nns MEAUIIMHCKUX WU3ACIUN JJIsl AUATHOCTUKH 1n
Vitro — TeXHHUUeCKHuil (paitsi, COOTBETCTBYIONIUN TPEOOBAHUSM COTJIIACHO MPHIIOKEHUIO Ne 5).
Texauyeckue Gailibl TPeACTABISIOTCS HA PYCCKOM SI3BIKE B DJICKTPOHHOM BHUJIE B hopmarte ¢
BO3MO>KHOCTBIO [TOUCKA;

KOIIHS OTYETA O pe3yJibTaTax MPOBEICHUS MOCIEIHET0 NHCTICKTUPOBAHUS TTPOU3BOJICTBA (
[IpU HAJTUYUN);

KOMUSL OTYETa O pe3yjbTaTax MPOBEICHHUS OpPraHoM Mo cepTu@ukauuu (s
CepTUPUUHUPOBAHHBIX CHUCTEM MEHEI)KMEHTa KadyecTBa) IMOCIEIHEro ayauTa CHCTEMBbI
MEHEDKMEHTa KauecTBa MEAUIIMHCKUX U3JEIHM (TIPU HATUYHUN).

B ciyuae ecnu nepuoandeckoe (IiaHOBOE) MHCIIEKTUPOBAHUE MTPOU3BOJICTBA TPOBOAUTCS
VMHCIIEKTUPYIOLIEW OpraHu3alyel He TOro TroCyAapCTBa-4i€HAa, YIIOJHOMOYEHHBIM OpraH
KOTOPOT'O0 OCYIIECTBIISI PETUCTPAIIUI0O MEIUIMHCKOTO H3JEeIus, OTUYEThl O pe3yJbTaTax
MPOBEJICHUS IEPUOANYECKOTO (TUIAHOBOTO) MHCIIEKTUPOBAHUS MIPOU3BOACTBA HATIPABIISIOTCS
YIOJIHOMOYEHHBIM OPraHOM, HMHCIEKTUPYIOIIAasi OpraHu3alus KOTOPOro IPOBOJMIIA
nepuoauyeckoe (TIaHOBOE) MHCIEKTUPOBAHUE MPOU3BOJICTBA, B YIOJHOMOYEHHBIA OpraH,
KOTOPBIM OCYLIECTBIISUI PETUCTPALMI0 MEIULUUHCKOTO W3AENus, IJi BKIKYEHHUS B
perucTpanuoHHoe gocke. OTUeThl 0 pe3yiabTaTax MPOBEACHUS NEPUOANYECKOTO (IJIAHOBOTO)



MHCIEKTUPOBAHUSA TMPOU3BOJACTBA HAMPABJISIOTCS MO TMOYTE 3aKa3HBIM MOYTOBBIM
OTMPABJICHUEM C YBEJOMIIEHHEM O BPYUYEHUHU JUOO mepenarorcs B (GOpMe 3JIEKTPOHHOTO
JOKYMEHTa, MOJMMCAHHOTO 3JICKTPOHHON MOAMHUCHIO, B T€UeHUE 15 pabouux JIHEH co aHs
3aBEPIICHUS NMEPUOIUIECKOrO (IJIAHOBOT'0) MHCIIEKTUPOBAHUS TPOU3BOJICTRA.

[Ipumeuanune U3I1N!

[Tynkt 36 npenycmatpuBaeTca u3MeHenue peuenrueM Coseta EBpasuiickoi
sKoHOMHUEeCcKoi komuccuu ot 27.04. 2026 Ne 43 (Bctynaer B cuity 1o uctedeHuu 30
KaJICHJIApHBIX THEH C 1aThl €ro 0(QOUIIMATBLHOTO OIyOJIUKOBAHNS).

36. UncniekTupytoias opraHu3aiiys MpoBOJUT aHAU3 MPEJCTABICHHBIX JOKYMEHTOB B
teueHue 10 pabounx mHEN co THA MOJAaYl MTPOU3BOAUTENIEM MEIUIIMHCKOTO U3CIUS 3aIBKU
O MPOBEACHUH MEPUOANYECKOTO (IIAHOBOI0) MHCIEKTUPOBAHMS MPOU3BOJCTBA. B ciyuae
€CJIM MHCIEKTUPYIOLas OpraHu3allusl MpUHsIIa PEUICHUE O MPOBEICHUH MEPUOIUUYECKOTO (
IUTAHOBOI'0) MHCTIEKTUPOBAHUS TTPOU3BOICTBA, OHA 3aKIIF0YAET COOTBETCTBYIOIIUI JOTOBOP C
MPOU3BOAUTENEM METULUHCKOTO U3/1EIH.

B cnyyae ecnu mpUHATO OTPHUIIATENbHOE PELICHHE, NWHCIEKTUPYIOIIAsl OpraHu3alus
YBEJIOMJISIET B MUCHMEHHOW (popMe MPOU3BOAUTENST MEIUIIMHCKOTO M3Jeius 00 OTKaze B
MPOBEJICHUH MEPUOINYECKOTO (IJIAHOBOI0) MHCIIEKTUPOBAHUS MPOU3BOACTBA (C yKa3aHUEM
MPUYHH).

OcHOBaHMSAMHU IS OTKa3a B MPOBEJCHUHM NEPUOJUYECKOro (IIaHOBOTO)
MHCIIEKTUPOBAHUS IPOU3BOACTBA SABJISIIOTCS:

HECOOTBETCTBUE MPEJCTABIECHHOTO KOMIUIEKTA JOKYMEHTOB NEPEYHIO JTOKYMEHTOB,
yKa3aHHOMY B ITyHKTe 35 Hactosamux TpeOboBaHuUi;

HECOOTBETCTBUE TEXHUYECKUX (DAilIOB YCTAHOBIIEHHBIM TPEOOBAHUSIM;

OTCYTCTBHE Y HWHCHEKTHPYIOLIEH OpraHu3allu MOJHOMOYHMI MO MPOBEICHUIO
MHCTIEKTUPOBAHMUS 3aIBJICHHBIX TPYN (MOATPYIIN) MEAUITUHCKUX U3ETUH.

['paduk mpoBeneHus nmepuoaUIECKOro (IMIAaHOBOTO) WHCIIEKTUPOBAHUS MPOU3BOJICTBA
pasMenaeTcss Ha OPUIMAIBHBIX CalTaX YIOJHOMOYEHHBIX OpraHoB B cetu MuTepHer, a
Takke omyOIuKoBBIBaeTCsA Ha nH(MopMarmonHoM mopraie Corosa.

VY1onHOMOYEeHHBIE OpPraHbl 00€CTIEUNBAIOT MPEACTABICHUE COOTBETCTBYIOIIUX CBEJICHUN
B EBpa3suiicKyr0 3KOHOMHUYECKYI0 KOMUCCHIO C UCIIOJIBb30BAHUEM CPEICTB MHTETPUPOBAHHOU
nH(popMaloHHoM cuctembl Coro3a.

37. Ilpu npoBeAeHUU MEPUOIUUYECKOTO (TIJIAHOBOT0) MHCIIEKTUPOBAHUS TTPOU3BOICTBA
OLICHUBAIOTCA:

a) moJiJIepKaHue COOTBETCTBUS CUCTEMbI MEHEPKMEHTA KaueCTBA MEIUIIMHCKOTO U3IEITHS
HacTosmuM TpeboBaHUIM;

0) pe3yJIbTaTUBHOCTh CUCTEMbl MEHEI)KMEHTa KadeCTBa MEJAMIIMHCKUX HM3JIeNUi B
oOecrieyeHUH COOTBETCTBUSI BBIMYCKAaeMbIX B oOpaiiieHre B pamkax Coro3a MEIUIIMHCKUX
U3JIeInil MpUMEeHUMBIM K HUM OO1uM TpeboBaHusIM 0€301MacHOCTH U 3P (HEKTUBHOCTH.



38. Ilepuoguueckoe (IJIaHOBOE) MHCIEKTUPOBAHUE MPOU3BOJICTBA MPOBOJAUTCA Ha
BBIOpDAHHBIX HMHCHEKTUPYIOIIEH OpraHu3anueil MNPOU3BOJCTBEHHBIX IUIOMIAKaX B
COOTBETCTBUM C moAmyHKTOoM '"r" myHkTta 14 Hactosmmx TpeOoBaHuil Ha mHpumepe
NPE/ICTABUTEIbHBIX MEIUIMHCKUX W3ICIUN MUl KaXJIOW TPYNIbl WU TOIATPYIIIbI
MPOU3BOIUMBIX MEIUIIMHCKUX U3/ICTUN B 3aBUCMMOCTHU OT KJIacca MOTEHIUATIBHOTO PUCKA UX
IPUMEHEHUS TI0 MIEPEYHIO B COOTBETCTBUU C TpuiioskeHreM Ne 2 k HactosmuM TpeboBaHusIM
MOCPEJICTBOM aHAJIN3a JOKYMEHTOB U 3alMCEH, KOTOPHIE ABUIIUCH PE3YIbTATOM pEAN3aAlUU
COOTBETCTBYIOIIMX JTOKYMEHTUPOBAHHBIX MPOLECCOB U (MJIM) ONEPAMOHHBIX MPOLELYP
CHUCTEMBbl MEHEKMEHTA KaueCcTBa MEIULMHCKUX HW3ICIUN, MPUMEHUTEIbHO K JTaHHBIM
MEIHUIMHCKUM W3AenusM. [ MeIUUMHCKUX M3JETUN KJIACCOB MOTEHUHAIBHOTO PHUCKA
npuMeHeHust 1 U 2a mpeacTaBUTENbHBIN 00pa3el] MEAUIIMHCKUX W3ACIUN BhIOUpaeTcs U3
rpynnbl MEAUUMHCKUX M3JEIUN MO MEePEeYHI0 B COOTBETCTBUM C TpuiioxkeHueM Ne 2 k
HacTosUM TpeOoBaHUsAM, Il MEIUIMHCKUX HM3JIETUH KJIAaCCOB MOTEHIIMAIBHOTO PHUCKa
NpUMEHeHUs 20 U 3 — U3 NOATrPYIIbl MEAUIIMHCKUX U3IEIUNA TI0 IEPEUYHIO B COOTBETCTBUU C
npuiioxeHreM Ne 2 kK HacTosiuM TpeOGoBaHUSIM.

Kputepusimu BbiOOpa MpeCTaBUTEIBHBIX MEIUIIMHCKUX HU3JETUN SIBIISICTCS HOBU3HA
TEXHUYECKUX PEIICHUM, HA3HAYEHUH, TEXHOJIOTUH MPOU3BOACTBA C YYETOM PE3yJbTATOB
MPOBEACHUST TPEeabIAynux uHcnekiuii. OO0oCHOBaHUE BBIOOpA MPEACTABUTEIBHBIX
MEIUIMHCKUX M3JCITUI JODKHO OBITh MPUBEICHO B OTYETE O Pe3yibTaTax IMPOBEICHUS
MHCIIEKTUPOBAHUS IPOU3BOCTBA.

[Ipu nepuoanyeckom (IJIAHOBOM) M BHEIUIAHOBOM HHCIEKTUPOBAHUU MPOU3BOJICTBA
MHCIIEKTUPYIOIIasi OPTraHu3alusi MPOBOJUT OTOOpP 0Opa3oB MEAUIMHCKUX H3AETUN (
MMILUIAHTUPYEMbIX, MHBA3UBHBIX, a TAK)KE MEIUIIMHCKUX U3ACIUI sl TUAarHOCTUKH 1n Vitro)
KJIacCca MOTEHIHAIBHOTO PUCKA MPUMEHEHUA 3 C LIENIbIO MOJATBEPKICHUS COOTBETCTBUS MX
XapaKTepUCTHUK JaHHBIM TEXHUYECKOTo (hailiia, obecriedynBaronuM 0€301acHOe IPUMEHEHUE
TaKUX MEIUIMHCKHX H3JIeNHi. MeIuIMHCKAE H3JIeNIHS OTOHMparoTCs Mo OgHON Mouenu (
BApUAHTy UCTOJHEHUS) U3 KKIOW MOATPYIIBI TPOU3BOJAUMBIX MEIUIIMHCKUX U3ICTUN B
COOTBETCTBUU C mpuioxeHuem Ne 2 Kk HacToAmMUM TpeOoBaHUSIM B KOJHUYECTBE,
HEOOXOIMMOM ISl TPOBEACHUS COOTBETCTBYIOIIUX ucHbITaHuil. Kputepuem orbopa
MPEICTABUTEIbHBIX MEAUIMHCKUX M3JETUNA SIBISETCS OOUIHOCTh TEXHUYECKUX PEIICHUM,
Ha3HAYCHUN U (WJIM) TEXHOJIOTHM Il TaHHOW MOATPYMIBI MPOU3BOJUMBIX MEIUIIMHCKUX
u3nenuid. B ciyyae oTCyTCTBUS yKa3aHHBIX 0OpaslOB MOATpyNIa MEAMIMHCKUX H3IEIUi
UCKITIOYaeTcs U3 chepbl MHCIIEKTUPOBAHUS.

NHcnekTupyolas opraHu3amusi MpOBOAUT HEOOXOIUMbIE UCIBITAHUS yKa3aHHBIX
00pa3IoB MEIUIIMHCKUX W3JEIUi JHOO B CiIydyae OTCYTCTBHUS Y HWHCICKTHPYIOIICH
OpraHU3aliy AKKPEIUTAIIMU Ha MPOBEICHUE COOTBETCTBYIOIIETO BUAA UCIIBITAHUNA B TEYEHUE
3 pabGouux mHEH co AHS O0TOOpa 00pa3loB OGOpPMIISET HAMPABICHUE B COOTBETCTBYIOIINE



OpraHu3alliy, BHECEHHBIE B €JIUHBIM PEECTpP YNOJIHOMOYEHHBIX OpraHHM3allil, UMEIOIINUX
MpaBO MPOBOJAUTH HCCIEAOBAHUS (MCHBITAHUS) MEIUIIMHCKUX HU3JEIUM B LEISIX HX
pErucTpanuu.

Pe3ynbTaThl HCTIBITAHUN OTOOPAHHBIX OOPA3IIOB MEIUIIMHCKUX U3JICIUNA MPEICTABIISIFOTCS
MHCIIEKTUPYIOILLEH OpraHu3alyeil B YIIOJTHOMOYEHHBIM OpraH B T€YEHUE 5 padouux JHEH CO
THS. OOpMJIICHHSI COOTBETCTBYIOIIETO MPOTOKOJIA HMCCleNoBaHui (ucnbiTaHui). B ciyuae
HETMOATBEPKACHUS COOTBETCTBUS XapAKTEPUCTUK OTOOpPAHHBIX 00pPa3LOB MEIULUHCKOTO
M3CNHS TaHHBIM TEXHUYECKOro ¢aia, obecredynBaronuM ero 0e30nacHoe MPUMEHEHHE,
MHCIIEKTUPYIOIIAsi OpraHu3als MPUOCTAHABIMBAET JEWCTBUE OTYETa O PE3yJbTaTax
MPOBEJCHUSI MHCIEKTUPOBAHUS NPOU3BOJACTBA. [0 ycTpaHeHUsS MNPOU3BOJUTEIEM
MEIUITUHCKOTO H3JICJINS BBISBICHHBIX HECOOTBETCTBHMI YIIOJHOMOYEHHBI OpraH BIpaBe
MPUOCTAHOBUTh BBIMYCK MEIUIIMHCKOTO HU3JeJIMs B OOpallleHue Ha TEPPUTOPHUU
roCyJ1apcTBa-4jeHa B COOTBETCTBUU C 3aKOHOJATEIBCTBOM 3TOTO TOCYJapCTBa, a TAKKE
MH(POPMUPYET YIOJTHOMOYEHHBIE OpPraHbl APYTUX TOCYJAPCTB-WICHOB O MPUOCTAHOBKE
BBIITYCKA MEIUIIMHCKOTO H3JENHUs B OoOpalleHue Ha TEPPUTOPUHU TOCYIapCTBa-ujieHa C
MCII0JIb30BAaHUEM CPEJICTB MHTETPUPOBAHHON MH(POPMALIMOHHOM cucTeMbl Coro3a.

39. Ilo pe3ynpraTaM MPOBEACHUS MEPHOJANYECKOTO (TIAHOBOr0) MHCIEKTUPOBAHUS
MPOU3BOJICTBA MHCIEKTUPYIOLAsd opraHusanus odopmiser oT4eT mo (opmMe COracHo
npuioxkeHuto Ne 6. Yka3aHHBIN OTUET JEUCTBUTENIEH B TE€UEHHUE 3 JIET CO JHS €r0 BhIAAUH.

[Tpumeuanne NU3IT!

[Iynkt 40 npegycmarpuBaercs usmeHenue pemenneM Cosera EBpasuiickon
sKoHOMHUYEeCKON kKomuccuu oT 27.04. 2026 Ne 43 (BctymaeT B cwity 1o ucredeHuu 30
KaJICHIAPHBIX JHEH C 1aThl €ro OPUIIMaIbLHOTO OMYyOJIMKOBAHMS).

40. [IpousBoauTens METUIIMHCKUX H3JEINI BIIpaBe 0OPATUTHCS B WHCIIEKTUPYIOIIYIO
OpraHu3alMIoO C 3asBJICHUEM O NMPOBEACHUU BHEIJIAHOBOTO MHCIIEKTUPOBAHUS MTPOU3BOCTBA
B CJIEAYIOIINX LEJISX:

a) BHECEHHE M3MEHEHUM B MEepeueHb MPOU3BOJICTBEHHBIX IUIOIIAIOK, MEPEeUCHb TPyl (
MOATrPYMNN) MEAUIUHCKUX HW3ACIUN, HA KOTOPBIE PaCHpOCTPAHSIETCS NIEHCTBHE OTYETa O
pe3yabTarax MpoBEACHN HHCIIEKTUPOBAHUS;

0) MOATBEpX ICHUE YCTpPaHEHUs HApPyUIEHHH IO pe3yJbTaTaM MpPOBEACHUS
MHCIIEKTUPOBAHUSI IPOU3BOJCTBA;

B) MOJTBEPXJCHUE YCTPAHEHUS MPUYHUH, KOTOPbIE€ MPUBEIU K BBIMYCKY
HEJIOOPOKAYECTBEHHBIX MEIUIMHCKUX U3JCNIHM, MOCPEICTBOM BKIIOYEHHUS] OT4YeTa O
MPOBEJCHUU BHEIUIAHOBOTO HMHCIEKTUPOBAHUS B 3aKJIOUYUTEIbHBIM OTYET O
KOPPEKTUPYIOMIHNX EUCTBUSAX TI0 (opMe B COOTBETCTBUHU C TipmioxeHueM Ne 2 k [IpaBunam
IPOBEJECHUS MOHHUTOPUHIa OE€30MAaCHOCTH, KadecTBa U A(PGPEKTUBHOCTH MEAMIIMHCKUX
WU3CIINII;



I') HOATBEPKICHUE BHEAPEHUS MPOU3BOJMUTEIEM CHCTEMbI MEHEIKMEHTa KaduecTBa
MEIUIIMHCKUX U3JIeNIUM (B cllydae eClid OlEHKa 3TOW CHUCTEMbl MEHE)KMEHTA KauecTBa Ha
COOTBETCTBHE HACTOAITUM TpeOoBaHUAM HE ITPOBOINIIACK).

[Tpumeuanne NU3I1!

[Iynkt 41 npegycmarpuBaercs B penakunu pemenns Cosera EBpazuiickoit
sKoHOMHUYECKON kKomuccuu oT 27.04. 2026 Ne 43 (BctymaeT B cuity 1o ucredeHuu 30
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIMaIBLHOTO OMYyOJIMKOBAHMUS).

41. Ilo pe3ynbTaTaMm MPOBEICHUS BHEILUIAHOBOTO MHCIIEKTHUPOBAHUS MPOU3BOACTBA B

nan nn

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

MHCIEKTUPYIOLIasi OpraHu3anus opopMiIsieT OTUYET MO (GopMe COrIaCHO MpUiIokKeHHIo Ne 7, B
LeNsAX, yKa3aHHbIX B moAanyHkre "r" myHkra 40 nacrosmux TpebGoBanuii, — no ¢opme B
cooTBeTcTBUU ¢ mpmioxkeHnnemM Ne 4 k HacrosuuMm TpeOoBaHusM. YKa3aHHBIA OTYET
NEWCTBUTEJIEH B TEUYEHHE 3 JIeT cO JHA ero BbAaud. I[IpoBegeHME IIAaHOBOTO

MHCIIEKTUPOBAaHMS IIPOBOJIUTCS HE TO3HEE 3 JIET CO JHSA BBIJAYM YKAa3aHHOI'O OTYETA.

42. JlonyckaeTcsi MpOBEJACHUE OLICHKH CUCTEMbI MEHEI)KMEHTA KaueCTBA MEIULIUHCKUX
U3/IeJIM C HCIOJIb30BAHUEM CPEJICTB JUCTAHIIMOHHOTO B3aMMOJACHCTBHS (Hampumep,
IIOCPEACTBOM BHUIEOCBsI3M). Takas OLEHKa MPOBOJIUTCS COIVIACHO MNpUIIOXKEeHUI0O Ne 8 B
ClIy4asx, IPEAYCMOTPEHHBIX YKa3aHHBIM ITPUIIOKEHHUEM.

CHocka. TpeOoBanus qonojHeHbl MyHKTOM 42 B cooTBeTcTBUM ¢ Pemenuem CoBera
EBpazniickoii s3xoHoMuueckoit komuccuu ot 12.11.2021 Ne 131 (BcTynaer B cuiy no

ucreueHnu 30 KaJleHIapHbIX THEH C 1aThl €ro O(PUIIMATBLHOTO OMyOJIUMKOBAHHUS ).

IMPUJIOXEHUME Ne 1

K TpeOoBaHMSIM K BHEAPCHHUIO,
MOAJEPKAHUIO U OLIEHKE
CHCTEMBI MEHEKMEHTA
KayeCTBa MCIUIIMHCKUX
WU3JICNIMI B 3aBUCUMOCTH

OT NOTEHIIMAIBHOTO PUCKA UX

MPUMEHEHHUS

ITIPABAJIA
pacueTa HOPMaTHBHOH MPOJOJDKATEIFHOCTH HHCIICKTHPOBAHHS IIPOM3BOICTBA

1. PacyeT HOpMaTUBHOW NPOJOJKUTENBHOCTH WHCIIEKTHPOBAHUS IMPOU3BOACTBA
OCYUIECTBISAECTCA IIPU ONPENCICHUH CTOMMOCTH HWHCHEKTUPOBAHHUS MPOU3BOJCTBA
HE3aBUCHUMO OT (PaKTUUECKON MPOJOHKUTEIbHOCTH HHCIIEKTUPOBAHUS IPOU3BOICTBA.

2. HopMartuBHas npoJOIKUTEIbHOCTh HHCIIEKTUPOBAHUS MPOU3BOJCTBA UCUUCIISAETCS B
YEJIOBEKO-/IHSIX Ha OCHOBE §-dyacoBoro padbouero aHs. HopmaTuBHasg mpoaoJKATEIBHOCTh
MHCTIEKTUPOBAHUS TMPOU3BOJCTBA BKIIOYAeT B ce0sS Bpems, NPOBEIACHHOE BHE
MHCIIEKTUPYEMOW OPTaHU3AIMU U 3aTPAYCHHOE HA aHAIW3 JOKYMEHTAUWU U IJIAHUPOBAHUE
WHCIIEKTUPOBAHUS IPOU3BOJCTBA, a TAaKKE BpPEMs, NPOBEACHHOE HEINOCPEACTBEHHO B
MHCIIEKTUPYEMOM OpTraHU3alliN U 3aTPAY€HHOE Ha COCTABJIEHUE OTYETOB.



Ecnn 00BbeKThl MHCIIEKTUPOBAHUS IIPOM3BOJICTBA PACTIOJIOKEHBI B JPYTOM TOpOJIE IO
OTHOIIEHUIO K WHCHEKTUPYIOIIEH OpraHu3aiuy, TO HOPMAaTHUBHAas MPOJOKUTEIHHOCTh
MHCTICKTUPOBAHHUS IPOU3BOJICTBA YBEINYUBACTCSA Ha 2 YEIIOBEKO-IHS Ha KaXKIbIH OOBEKT
WHCIICKTUPOBAHUSI.

3. B kauecTBe OCHOBBI JJisI pacueTa HOPMATUBHOW MPOAOIKUTEIbHOCTHU
WHCIICKTUPOBAHUS MPOU3BOJCTBA MCIOJIB3YyeTCs (haKTUUecKash YHMCICHHOCTh COTPYIHHUKOB
WHCIIEKTUPYEMOM OpPTraHMU3alMH, YYACTBYIOIIMX B MPOIECCaX B pPaMKax OICHUBAEMOU
CHUCTEMbl MEHEPKMEHTa KadecTBa. UMCIEHHOCTh COTPYJAHUKOB C YACTUYHOM 3aHSITOCTHIO
YUYUTHIBAETCS MyTEM €€ KOHBEPTAIlMM B DKBUBAJICHTHYH) YHUCICHHOCTh COTPYIHHUKOB C
MOJHOM 3aHITOCTBIO.

4. HopmaTtuBHas IpOI0KUTEILHOCTS MHCIIEKTUPOBAHHUS ITPOU3BOJICTBA B 3aBUCUMOCTH
oT (aKTUIECKOW UYUCICHHOCTH COTPYJIHUKOB OOBEKTAa MHCIEKTHPOBAHUS TMpUBEACHA B
TabuIe.

Tabmuma

HOpMaTI/IBHaSI MMPOAOJKUTCIIBHOCTD
HOpMaTI/IBHaSI MMPOAOJIKUTEIIBHOCTD
dakTudeckas YUCJIICHHOCTb NepuoanICCKOro (HJ'IaHOBOl"O)

MEePBUYHOTO HHCIEKTUPOBAHUS
WHCTIEKTUPOBAHUS MPOMU3BOACTBA (

COTPYAHUKOB (UEIIOBEK) .
IIPOM3BO/ICTBA (UEIOBEKO-IHEH) N
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
6ostee 5000 13 11
I[TPHUJIOXKEHUE Ne 2
K TpeboBaHWSIM K BHEAPCHHUIO,
HOAJEPKAHHIO
Y OIICHKE CUCTEMBI
MEHEe/DKMEHTa KauecTBa
MEIUIMHCKHUX U3JICTNN B
3aBHCUMOCTH
OT MMOTEHIHAIILHOTO PUCKA UX
NPUMEHEHHUS
IIEPEYEHD

TPy ¥ DOATPYTI MeAUIWHCKHUX U3AENIAi

. Iloarpynna MeIUIUMHCKHUX U3AENUH (IS KJIaccoB
I'pyniia MEOUIIMHCKHUX U3ASIIUH
MMOTEHIIUAIFHOTO pUCKa 20 u 3)

1.1. HeakTHBHBIE CEPASYHO-COCYAUCTHIE HMILTAHTATEI



1. HeakTuBHBIC MeaUIIMHCKUE w3aeus (kpome m3enuid 1.2. HeakTHBHBIC OPTONIEANICCKUE UMIIAHTATHI

JUTSL TUATHOCTHUKH in Vitro)

2. AKTHBHBIC HCHMILIAHTUPYEMBIC MEIUITMHCKHE
m3nenus (KpoMe U3IENUi U AMarHOCTHKH in Vitro)

1.3. HeakTHBHBIE HMILUTAHTATHI MATKUX TKaHEH
1.4. HeakTuBHBIE (DYHKIIMOHATbHBIC NMILIAHTATHI

1.5.
CTOMATOJIOTMYECKHE MaTEPHAIIBI

HeakTuBHbIC 3y6HbIe HMIIJIAHTAThI n

1.6. HeakTuBHBIE MEIUIIMHCKUE U3ACINS 111 HHBEKIIAN
, BIIMBaHUs, IEPEIUBAHUS KPOBU U AUATU3A

1.7. HeakTuBHBIE 0PTaTBEMOJIOTHICCKHE MEAUIINHCKUE
n3aciusa

1.8. HeakTuBHBIE OpPTONEIUYECKUE MEIUIMHCKUE
W3MIENUs M MEAUIIMHCKUE U3MISIUS s peaOiInTanu

1.9. MeaumuHCKe U3eTUs JUTsI KOHTpAIeIuu
1.10. MeauuMHCKHE HHCTPYMEHTHI

1.11.
ne3uHpexuy,
CTePWIM3ALMH METUINHCKUX U3ACTHN

HeaxTuBHBIE MEIUIIMHCKHE HW3AEANAS I

TUTHEHUYECKOH 00paboTku U

1.12. IlloBHBIA MaTepual, IEepeBI30YHBIE CPEACTBA U
MpOYHe HEaKTHUBHBIE MEIUIMHCKHE W3NS I
JIeYeHHsI paH

1.13.
BKJIIOYEHHbIE B moArpynmnsl 1.1 —1.12

2.1. Meagunuackue
(hU3MOTIOTHYECKUX TIOKa3aTenen

HeaxTuBubie MCIUIMHCKHUEC H3OCIHUA, HC

u3genus 0 KOHTPOJIS
2.2. MeauuuHCKUE WU3JENUd AJId BU3yalIU3alllH,

HCTIOJNIB3YIOIINE HOHU3NPYIOIIEE U3ITydCHNE

2.3. MenuuuHcKue U3ACIus IS BU3yajn3alnun, HE
HCIOJb3YIOINE NOHU3UPYIOMICC N3JTyYCHUEC

2.4. MeguuuHCKHE W3HETUS UL JIy9eBOW TEparmuw,
UCIIONB3YIOINE HOHU3UPYIOIee H3TyueHUE

2.5. MenuuuHcKUe U3Aenus Ui JIy4eBOH Tepanu, He
HCTIOJNIB3YIOIINE HOHU3NPYIOIIEee U3ITydeHNE

2.6. MenuurHCKHAE W3SVl IS TUTOTPUTICUH

2.7. MEIUIUHCKAE W3IeIus JJIs
3KCTPAKOPIOPATHLHOTO KpOBOOOpaIeHus,
BHYTPUBEHHOTO BIMBaHuUs U Mazmadepesa

2.8.
runepbapudeckue
MEIUIMHCKHIE U3/CNNS TS PECTIMPATOPHON Tepariu

2.9.

CTUMY AU U I/IHFI/I6I/IpOBaHI/ISI

AKTHBHBIE

AKTUBHEIE HapKO3HO-AbIXaTCJIbHBIC,

MCOUITUHCKHC n3aciiusa u

AKTUBHBIE MEIMUIHMHCKHE U3NEIUS UISA

2.10. AKTUBHBIE XHUPYPIHUYECKHE MEIULMHCKHE
W3IETHS

2.11. AxTuBHBIE O(QTaTHLMOJIOTHUECKHE MEIUIUHCKHE
U3Jenus

2.12. AKTUBHBIE CTOMATOJIOTHYECKHE MEIUIIMHCKUE
H3IEIus



2.13. AKTHBHBIE MEIWIIMHCKHE U3NCIUS IS
JE3UH(EKINH ¥ CTSPIIIH3ANAN METUIIMHCKAX W3S

2.14. AXTHBHBIE MEOUIMHCKHE U3NCIUS IS
peabMINTAINY ¥ aKTUBHBIC TIPOTE3bI

2.15. AXTUBHBIE MEIULUHCKUE W3OEIUAA IJIA
TTO3UIIMOHUPOBAHUS H MIEPEBO3KU MAIIEHTOB

2.16. CaMoCTOATENIBHOE MEIUIIMHCKOE MPOTrpaMMHOE
obecreueHue

2.17. AXTHBHBIE MEIUIIMHCKUE W3AEIUS IUIS
KCTPAKOPIIOPAIBLHOTO OILJIOOTBOPECHUS "
HCKYCCTBEHHOT'O OILTOIOTBOPEHUS

2.18. AKTHBHBEIE MCIHIMHCKHEC HW3ACIHs, HE
BKJIFOYEHHbIE B moArpymnmsl 2.1 —2.17

3.1. AKXTHUBHBIE UMIUIAHTUPYEMbIE MEIUIIMHCKHE
U3JICTTUS UTSL CTUMYJISIIIAA ¥ HHTUOMPOBAHUS

3.2. AKTHBHBIE WMIUIAHTHPYEMBIE MEIUITHTHCKHE
3. AKTHBHbBIEC UMIUIAHTUPYEMbIE METUIIUHCKUE U3ACTHUS

U3aeans Qi BBOJa JICKAPCTBEHHBIX U WHBIX BEIIECTB

3.3. AKTUBHBIE UMIUIAHTUPYEMbIE MEIUIIMHCKHE
u3genus, MONNEPKUBAIOIINE, 3aMelalolue WIH
3aMeHsIoMe GYHKIUH OpraHu3Ma

3.4. PagnoakTUBHBIC MMITJIAHTATHI AJI1 BHYTPUTKAaHEBOU
JIy4eBOH Teparnuu

3.5. AKTHUBHBIE HUMIUIAHTUPYEMBIE MEIULMHCKHE
W3IeNs, He BKIIFOUeHHBIE B moarpymmsl 3.1 — 3.4

4.1. PeareHTsl, HA0OPHI peareHTOB, KaJHMOPOBOYHBIC

o KOHTPOJIbHBIE MaTE€PHAIIBI
4. MemuuuHCKUe U3eIH s JUIsl TUarHOCTUKH in Vitro i
4.2. Mlpubopsr n 0b6opyaoBaHWE IS AUATHOCTHKHU in

vitro

4.3. CaMOCTOSTENIBHOE MEIUIMHCKOE MIPOrpaMMHOE
oOecrieueHre I JUarHOCTUKH 1n Vitro

4.4. Vluple MEIUIMHCKHUE U3JCTHS I JUATHOCTUKY in
vitro, He BKJIIOYEHHbIE B oArpymnmsl 4.1 — 4.3

IMMPUJIOXXEHHUE Ne 3
K TpeOoBaHUSIM K BHEAPEHUIO,
MOJIIEPKAHHUEO
1 OIICHKE CUCTEMBI
MEHEKMEHTA KauecTBa
MEIUIIMHCKHUX U3JICTHI B
3aBUCHMOCTH
OT MOTEHIMAIBHOTO PHUCKA UX
IMPUMEHCHUA

HUHTEI'PAJIbHA A OLIEHKA

CTEIIeHH 3HAYMMOCTH BHIBICHHBIX B X0JI¢ HHCIIEKTHPOBaHKA IIPOM3BOACTBAa HECOOTBETCTBHIA
CHCTEMEI MEHEeIKMeHTa KadecTBa TpeOoBaHHAM K BHEAPEHHIO, TIOAACPIKAHHUIO H OLEHKE CHCTEMEI
MEHEKMEHTa Ka9eCTBa MEAMIMHCKHUX U3/IE/IHiA B 3aBECAMOCTH OT IOTEHIHAIBHOI0 PACKA MX
OpUMEHESHHA



I. Knaccrukanusa HeCOOTBETCTBHI

Knaccudukanus BbIsIBICHHBIX B X0/1€ HHCIEKTUPOBAHUS MTPOU3BOJICTBA HECOOTBETCTBUI
CUCTEMbl MEHEKMEHTa KadecTBa TpeOOoBaHMSAM K BHEAPEHMIO, MOJAJEPKAHUIO U OLEHKE
CHCTEMBl MEHEJKMEHTAa KadyeCTBa MEIUIMHCKUX W3ACJIUMHA B 3aBUCUMOCTH OT
HNOTEHIMAIBHOTO PUCKA UX MPUMEHEHUS (JJajiee — HECOOTBETCTBUS) IPOBOJUTCS B 2 ATara:

I sran — npuMeHeHHe KJIaCCH(PUKAUMOHHONW MaTpULbl s oOecrneyeHus
[IPEABAPUTEIBLHON OLICHKU CTEIICHU 3HAYMMOCTH HECOOTBETCTBUIA;

Il aTan — npuMeHeHre MOBBIIAIIMX 0aJIOB AJIs ONpPEAeIEeHNs OKOHYATEIbHON OLIEHKU
CTEIIEHU 3HAYUMOCTH HECOOTBETCTBUM.

MHOeCTBEHHBIE ClTy4yal HECOOTBETCTBUSL OJJTHOMY TPEOOBAHUIO pacCMATPUBAIOTCS KaK
OJIHO HECOOTBETCTBHE.

II. KnaccupukxanuoHHas MaTpHLa

CornacHo KiacCU(PUKAIIMOHHON MaTpHUIIE BCE BBISIBJIEHHBIE HECOOTBETCTBUS
NOJIpa3JeNsoTCs Ha 4 TPYIIIIbI.
Kaxpnas rpynna xapakTepusyeTcsi KOJIMY€CTBEHHBIM 3HAUYCHUEM CTETEHU 3HAUMMOCTHU
HECOOTBETCTBHUS J1Jisi 6€30MaCHOCTH, Y(H(PEKTUBHOCTH U KaYECTBA MEIUITUHCKOTO U3/ICITHU:

BiusiHre HECOOTBETCTBUS MPSAMOE 3 4
Ha 0€30MacHOCTD,
3pYeKTUBHOCTL U
Ka4yeCTBO MEIUIITHCKOTO
H3ICTTHSI

HEIpsIMoe 1 2

BIICPBBLIC TIOBTOPHO
HOBTOpHeMOCTI) HCCOOTBCTCTBHUA

Knaccugukannonnas MaTpuia oTpa)kaeT BIHMSHHE HECOOTBETCTBHS HAa 0€30MacHOCTb,
3¢ ()EKTUBHOCTH U KAYECTBO MEAMIIMHCKOTO U3/IEIIN, a TAKKE MOBTOPSIEMOCTb BBISIBICHHOTO
HECOOTBETCTBHUSI.

Bnusinue HecoOTBETCTBUS Ha 0€3011aCHOCTb, 3()(PEKTUBHOCTD U KAUECTBO MEIULIUHCKOTO
U3JENUsl CUUTAETCA HENpPSIMBIM, €CJIM OHO 3aTparuBaeT TpPeOOBaHHs, CBSI3aHHBIE C
(YHKIMOHUPOBAHUEM CUCTEMBI MEHEKMEHTA KaueCTBAa MEUIIMHCKUX U3/ETUl, U NPSIMBIM,
€CJIM OHO KacaeTcsl TpeOOBaHUM, OTHOCAIMXCA K MPOLeccaM IPOEKTUPOBAHUS, pa3padO0TKH,
IIPOU3BOJICTBA U BBIXOJHOI'O KOHTPOJISA MEIULIMHCKOTO U3EIIHS.

[TonsiTue "BuepBbie" 03HAYAET, YTO KOHKPETHOE HECOOTBETCTBUE HE ObUIO BBISIBIECHO B
X0Jle 2 MOCJIENHUX CIIy4YaeB IPOBEIACHUS MHCIEKTUPOBAHUS MPOU3BOACTBA, MPHU KOTOPBIX
IPOBEPSUINCh TE€ JK€ IIPOLECCHl B paMKax CHUCTEMbl MEHEI)KMEHTa KadecTBa Ha
MHCIIEKTUPYEMOM TPOU3BOACTBEHHOM TUIOIIAJIKE.

[TonsiTve "MOBTOPHO" 0O3HAYAET, YTO KOHKPETHOE HECOOTBETCTBUE OBLIIO BHISIBJIEHO B XO/IE
OJHOTO M3 2 TMOCIEIHUX CIy4aeB IPOBEIACHUS HWHCIEKTUPOBAHUs IPOU3BOJCTBA, IPHU



KOTOPBIX IPOBEPSIUCH T€ K€ IPOLECCHl B paMKax CUCTEMbl MEHE)KMEHTAa KayecTBa Ha
MHCIIEKTUPYEMOU MPOU3BOICTBEHHOM TUIOLIA/IKE.

1. TIToBEImaromue 0ayuIhl

[Tonyuyennoe Ha I 3Tane KOJIUYECTBEHHOE 3HAYCHUE CTCTICHM HECOOTBETCTBHS YTOUHACTCS
Ha Il srame myrem mnpuMEHEHHWS MOBBIMIAIOMNUX O0alI0B, HAYUCISIEMBIX 32 HAIHYHE
CJICYIOINX HECOOTBETCTBUI:

OTCYTCTBHE JIOKYMEHTHPOBAHHBIX MPOIEAYpP, OTHOCAIIHMXCS K TpoIeccaM
MPOCKTUPOBAHUS, Pa3pabOTKH, MPOU3BOJCTBA M BBIXOJAHOTO KOHTPOJIS MEIMIIMHCKOTO
U3JIeNHsI, a Tak)Ke K TMOCTIPOJaXKHOMY MOHHTOPHHTY, HEOOXOIUMBIX IJIsi OO0eCIICUCHUS
6e3omacHoCTU U A (HEKTUBHOCTH MEAUIIMHCKOTO U3/IEIHS;

BBIITYCK B OOpalieHne HeJI0OpPOKAYEeCTBEHHOTO MEIHMIIMHCKOTO H3JENHS B TCUCHUE
OTUETHOTO Tepuoja. B ciydae eciim mpou3BOAUTENIEM MEIUIIMHCKOTO HU3ACIHS TIPOBEICHO
BHEIUTAHOBOE MHCIIEKTUPOBAHKE MTPOU3BOJICTBA B IEIISAX MOATBEPKACHHS YCTPaHEHUS IPUINH
, KOTOpBIE MPUBEIH K BBIMYCKY HEIOOPOKAUYECTBEHHOTO W3CNHs, MOBBINIAIONINN 0at He
HAYNCIISICTCA.

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

IV. ®opma npencraBiieHUA pe3yIbTaTOB HHTETPALHON OICHKH CTEIICHH 3HAYUMOCTH
HECOOTBETCTBHI

P€3y.]'IBTaTI>I I/IHTCI‘paHBHOﬁ OOCHKHM CTCIICHU 3HAYHMMOCTH HCCOOTBCTCTBUA

HpeI[CTaBHﬂIOTCH B BUAC Ta6J'II/ILIBII
Ne

/ HecootBercTBHE Fpaz[aunﬂ HCCOOTBETCTBUA
I/m

II
II »tan npwu orait 1pH

BBIMYCKE .
OTCYTCTBHU CyMMapHBIH Oast
HeToOpOKa-4eCcTB
I »Tan, 6amn JIOKYMEHTHUPO-Ba mn o
€HHOTO
HHBIX ITPOIIECCOB, HECOOTBETCTBUIO
MCEOUIITUHCKOTO
Oan

u3enns, 6asmr

HTorossiii Oam:

WHcniekTupyromas opranu3aiis He TOJDKHA BEIHOCUTH MOJOKHUTEIBHOE 3aKITFOUCHHE O
COOJIFOICHUH TTPOU3BOJIUTEIIEM MEIUIIMHCKOTO M3/IeUs HacTosmuX TpeOoBaHMi, €CIu OTHO
WM 0oJiee HapyIIEHUH OLICHEHBI Ha 5 Wiu 6 0ayuIoB WM OoJiee ABYX HApYIICHUHN OICHCHBI
Ha 4 Oamna.

MMPUJIOXEHUE Ne 4



Kk TpeboBaHUSIM K BHEJPCHHUIO,
MOAJEPKAHUIO U OLIEHKE
CHCTEMBI MCHEIKMCHTA
KayecTBa MEIUITMHCKHUX
HU3CIINH B 3aBUCUMOCTH

OT HOTEHLMAIIBHOTO PUCKA UX

MIPUMEHEHHUS

(dopma)
[Tpumeuanne NU3IT!
B npunoxenne 4 npenycmarpuBaercs uaMeHenue permieHueMm Coperta EBpasuiickoit
sKOHOMHUYECKOM komuccuu oT 27.04. 2026 Ne 43 (Bctymaetr B cuiy 1o ucredeHuu 30
KaJICHJIApHBIX THEH C 1aThl ero 0(OUIIMATBLHOTO OIyOJIUKOBAHUS).

OTYET
0 pe3yibTaTax NEPBHYHOI0 HHCIICKTHPOBAHHUA POU3BOJCTBA

1 Howmep oTtuera

OpraHusamnus, OpOBOAUBIIAS
WHCIEKTUPOBAaHUE TIPOM3BOACTBA (
MOJHOE M COKpalieHHoe (Ipu
HaJINYHH) HaMMEHOBaHUSA

2 FOPUIMYECKOTO JINLA
(B TOoM wu4mcie ¢GupMEHHOE
HauMeHOBaHHE),
OpraHM3alMOHHO-TIpaBoBas hopMma U
azapec (MecTo HaXOXKICHHUA))

3 I/IH(I)OpMaHI/IH 0 MPOU3BOAUTEIIC MCIAULIMHCKOT'O U3ACITINA:

[MomHOoe w coxpameHHOe (TIpU
HaJU9IHH) HaWMEHOBaHUs
IOPUIMYECKOrO JIMLA (B TOM YHCIe
3.1 ¢upMeHHOE  HaMMEHOBaHUE),
OpraHH3allMOHHO-TIPaBoOBas Gpopma 1
agpec (MecCTO HaxOXJCHHs),
KOHTaKTHasi HHpopMaIms

OpraHus3anMoHHass CTPYKTypa H
B3aUMOJICUCTBHE C IOPUTUUECKUMU
3.2 JIMIaMd B paMKax CHCTEMBI
MEHEe)KMEHTA KadyecTBa
MEINIMHCKAX U3IeIui

[lepeueHr  NPOM3BOJCTBEHHBIX
TUTOIIAJIOK
(c ykazaHueM WHX aJpecoB U
MPOU3BOJUMBIX  MEIUIIMHCKUX
313 W3eTui, NPUMEPHON YUCIEHHOCTH
' COTPYIHUKOB, YYacTBYIOIIUX B
mpoueccax
B paMKax OLIEHMBAEMOH CHCTEMBI
MEHEJKMEHTa KayecTBa, a TaKKe
KOHTaKTHOH nH(popmannm)
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35

3.6

4.1

4.2

43

5.1

52

53

IIepeueHs IPOU3BOJAUMBIX
MEJUIIUHCKUX u3nenui,
TIpeAHa3HAYCHHBIX ISl 0OpalieHus B
pamkax EBpasuiickoro
9KOHOMHYECKOTO COI03a

[lepedyenp rTpynm (mOATpyIII)
MEIMIIMHCKUX  W3ACIUH, B
OTHOIICHWU KOTOPBIX IPOBOJUTCS
MHCIIEKTHPOBAaHUE IPOU3BOJICTBA,
COTJIACHO 3asBKE MPOM3BOIUTEINSA
MEJIUIIMHCKOTO  m3aenus (c
yKazaHueM HHPOpPMAIUU O
BKJIIOYEHHH  (HEBKJIIOYCHUH)
MIPOLIECCOB MPOEKTHPOBAHHUS U
pa3paboTku B obmacTh
WHCIIEKTHPOBAHMUS IPOU3BOJICTBA)

[lepeuens KPUTHYECKUX
MOCTABIIMKOB (C yKa3aHHEM HX
aJlpecoB, IMOCTABIISAEMBIX H3JCIHH
WIN OKa3bIBaeMbIX YCIYT, a TaKxkKe
KOHTAKTHOM WH(POPMAIINH)

Wudopmanus 06 MHCIEKTUPOBAHUH
TIPOM3BO/ICTBA:

JaTsr NIpOBEACHUS
HWHCIICKTUPOBAHUA ITPOU3BOJACTBA, B
TOM 4HCJIE JaThl BBIE3JHBIX
WHCTICKIIMH TPOU3BOJICTBA KAXOT0
TIPOBEPEHHOT0 00BEKTA

CocTaB MHCIIEKIIMOHHON TPYyMIHI (C
yKazaHueM (QyHKUHM dYJIeHOB
IpYHIBI, a TaKXe CBEJeHHIl 00
y4acTBOBABIINX NEPEBOAYMKAX U 00
WHCIIEKTOpax (IKCIepTax), eclu
TaKOBBIE IPHCYTCTBOBAJIH)

Ilian NIpoBeACHUS
HMHCTIEKTUPOBAHUS IPOU3BOCTBA

Pe3ynbTaThl MHCIEKTHPOBAaHUS Opou3BoicTBa (1O
MIPOBEPEHHOMY OOBEKTY):

OOuiee omnucaHue NPOBEPSIEMOM
JIEATENBHOCTH

u  (MIH) TEXHOJIOTHYCCKUX
MPOIIECCOB

damunuu, UMEHa, oT4ecTBa (TIpu
HaJIWIHUH)

1 JOJLDKHOCTH OITPOIICHHBIX JIMI]

HanMeHOBaHUsS  MeIUIMHCKHUX
W3JIENAi, BEIOPAHHBIX IS TIPOBEPKH
B KauecTBE MPEICTABUTEIHHBIX
00pasIoB, a TakkKe 00OCHOBaHHUE
JTAHHOTO BBIOOpA

KaXXJJOMY



54

5.5

5.6

6.1

Tunel ¥ KOIUYECTBO MMPOBCPCHHBIX
JAOKYMCHTOB U 3armcei

Hepeqem) BBIABJICHHBIX
HECOOTBETCTBUM CUCTEMBI
MEHEIXKMEHTAa KauecTBa
MEAUIUHCKHUX H3OeIui

TpeboBaHusIM K BHEIPEHHUIO,
MOJICP’KAHUIO M OIICHKE CHCTEMBI
MEHEKMEHTA KadyecTBa
MEIUUUHCKUX  HU3IeIUA B
3aBHCUMOCTH OT IMOTEHIHAIHHOIO
pHCKa MX IPUMEHEHUS

Wndopmarus 0 HECOOTBETCTBHIAX,
yCTpaHEHHBIX B  IIpolecce
HMHCIIEKTUPOBAHUS IPOU3BOJICTBA, a
TaKkXKe€ O CpOKaxX HpPOBEACHUS
KOPPEKTUPYIOIIUX JEeUCTBUM B
OTHONIICHWW  HEYCTPaHCHHBIX
HECOOTBETCTBUH W  (opmax
MTOITBEPKACHUS POBEICHUS TaKUX
NEeUCTBUMI (mpencraBieHue
MOATBEPKAIOIIEH TOKYMEHTAIH
WM TIPOBEPKa Ha MECTaX)

BriBoabr:

3aKJIOUEHHE O COOTBETCTBUHU (
HECOOTBETCTBUH) CHCTEMBI
MEHEI)KMECHTA KavyecTBa
MEIHINHCKHX 17631 (3197071
TpebOBaHUSAM K ee BHEAPEHHUIo (C
yKazaHueM HHGPOpPMAIUU O
BKJIIOYEHUN (HEBKIIOYEHHH) B
o0JlacTb ~ MHCHEKTHPOBAHUS
MIPOU3BOJCTBA IPOLIECCOB
NPOCKTHPOBAHUS M Pa3padOTKH IS
MPOBEPEHHBIX TPy (TOATPYIII)
MEIULHCKUX U3SIHH)

damunuu, UMEHa, oT4ecTBa (TIpU
HaJIMY1HN)
1 JIOJDKHOCTH WHCIIEKTOPOB

[Moamucu, nedats (pY HATUYIUH )

IMMPUJIOKEHMUE Ne 5
K TpeOoBaHWSIM K BHEAPECHHUIO,
HOAJEPKAHHIO
Y OIIEHKE CUCTEMBI
MEHEe/KMEHTa KauecTBa
MEIUIMHCKHUX U3JICTNN B
3aBHCUMOCTH
OT MMOTEHIHAIILHOTO PHCKA UX
NPUMEHEHHUS



TPEBOBAHUA
K COZIepXKaHUIO TEXHUIECKOro (haiina Ha MEIUIIMHCKOE H3AENHE I JUarHOCTHKY in vitro

I. O6mue TpeGoBaHMA K COASPIKAHUIO TEXHHIECKOTO (haiiia Ha MEIUITMHCKOE H3Ie/INe 1A
JUArHOCTHUKM in Vitro

1. Texunueckuil aitst TOIKEH COAEPHkKaTh CIACTYIOUTYI0 HHPOPMALIUIO O MEIULIMHCKOM
A30EIINU U1 JUArHOCTUKY 1n Vitro:

a) HaMMEHOBaHUE U3JICIINS,

0) BUJ uU3AEAUS B COOTBETCTBUM C HOMEHKJIATYpPOl MEIUIIMHCKUX H3JEIUN,
npuMeHseMoi B pamMkax EBpa3uiickoro 3KoHOMHYECKOTO CO03a;

B) KJIaCC MOTEHIUAIIBHOTO PUCKA MPUMEHEHUSI U MPUMEHUMBIE KIacCU(PUKAIMOHHbIC
npaBwia B COOTBeTCTBUM ¢ IlpaBuiiamu kiaccu@uKanuu MEIUIMHCKUX H3JETUd B
3aBUCUMOCTH OT TOTEHIIMAJbHOTO pHUCKAa MPUMEHEHUs, YTBEPXKICHHBIMU PerieHuem
Komnerun EBpazuiickoif s5koHOMUYecKON kKomuccuu ot 22 nekadbps 2015 r. Ne 173;

') HA3HAYCHUE U3JIETUs, B TOM YHUCJIE (€CJIM MPUMEHUMO):

ONKMCAaHUE LEJIEeBOr0 aHalWTa, BKJIIOYAash YKAa3aHUE Ha KAa4E€CTBEHHBIH,
MOJIYKOJIMYECTBEHHBIN WJIM KOJIMYECTBEHHBIN BUJI OTIPEICICHUS;
(GyHKIIMOHATBHOE HA3HAYCHHUE;
crienrduyuecKasl MaToJIorus, COCTOSHHE WM (PaKTop pHUCKa, NI OOHApy>KeHUs,
onpeneneHus Wik 1udhepeHInpoBaHusl KOTOPOTo MpeAHaA3HAUCHO U3/ICIINE;

THUII aHATU3UPYEMOT0 00pasiia;

MOTEHIIUAJIbHBIC TTOJI30BATEIH;

) ONMCaHKe TIPUHITUIIA AHATUTUYECKOTO METOIa WIIA MIPUHITUIIA AEUCTBUS TPHOOPa;

[Tpumeuanne MU3IT!

B noanyHKT €) npeaycmarpuBaeTcst uameHnenue peumenueMm Cosera EBpazuiickoit
sKoHOMHUYEeCcKON Komuccuu oT 27.04. 2026 Ne 43 (BctymaeT B cuity 1o ucredeHuu 30
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIMaILHOTO OMYyOJIMKOBAHMUS).

€) ONHUCaHHE COCTAaBHBIX YACTEil, B TOM YMCIIE€ MEPeYeHb BO3MOXKHBIX BapUAHTOB
WCIIOJTHEHHUS pacCcMaTpUBAEMOT0 U3/EIus;

) OMHMCaHUE MPUHAIIICHKHOCTEN, APYTUX U3AEIUN (B TOM YHCIIE MEIUIIMHCKHUX ), KOTOPBIE
MIpPEANosaraeTcs UCroiab30BaTh B COYETAHUU C U3/ICIIUEM;

3) ONMHCAHUE MAaTEepPUaJIOB JJISl B3ATHUS M TPAHCIOPTHPOBKU 0OPA3IOB HIIM OnmucaHue (
XapaKTePUCTUKHN) MATEpUaAJIOB, PEKOMEHTyEMbIX JJI 3TOU 11eJu;

1) JJIsl aHATUTUYECKOTO 000PYIOBAHUSI — TEXHUUYECKUE XapPAKTEPUCTUKHU.

2. B caydae ucnoyib30BaHus WHPOpPMAIMU O MOJAOOHBIX HIM MPEABIAYIIHX
MoOU(DUKALMAX MEIUIIMHCKOTO U3EIUs JJI JUArHOCTUKH 1In Vitro B IENsAX 0Ka3aTelbCTBa
cooTBeTcTBUA ero OOmuM TpeboBaHUSIM 0€30MacHOCTH U I(P(HEKTUBHOCTA METUIIMHCKUX
W3, TpeOOBaHUSIM K WX MapKUPOBKE U AKCIUTyaTallUOHHOW JOKYMEHTAIlMM Ha HUX,
yTBepxkneHHbpM Pemennem CoBera EBpasuiickoit skOoHOMUYECKO KoMuccuu oT 12 ¢eBpas



2016 1. Ne 27 (manee — O6mue TpeboBanus 6e30macHOCTH U YPHEKTUBHOCTH ), TEXHUUECKUN
(haiis1 JoJDKEH coaiepykaTh KpaTKoe ONKUCAHUE:
a) MPEBIIYIIIX MOAU(PUKAIIMA PACCMATPUBAEMOTO U3IEHs (TIPU HATTMYHH);
0) mog00HBIX MOAMGMUKAIIMN MEAUIIMHCKUX U3JICNIUM, HaXOAIUXCS B OOpallleHUU B
paMkax EBpa3uiickoro 5JKOHOMHUYECKOIO COI03a U Ha MEKITYHAPOIHBIX PHIHKAX.

1. ConpoBoawrenbHas HHEGopMams

3. TexHU4eCKUil (ailsl TOJKEH COolepKaTh:
a) JJaHHBIC O MApPKUPOBKE MEAUIIMHCKOTO M3JCNUs I JUATHOCTUKHU 1N Vitro U ero
YIIaKOBKH;
0) HHCTPYKIIUIO TI0 MMPUMEHEHHUIO (IKCIUTYaTal[MOHHYIO JOKYMEHTAINIO) MEIUITMHCKOTO
W3JENUSL U1 TUarHOCTUKH 1n Vitro (Ipy HaJTU4KK).

IT. Ceenerus o coorBercTBHY O6muUM Tpe6oBaHWIM 6e30macHOCTH U 3 PexkTHBHOCTH

4. Texaudeckuii ¢aitn T0JDKEH BKIIIOYATh B ce0sl KOHTPOJIBHBIN MepeYeHbh COOTBETCTBUS
O6mum TpeboBaHUsIM 0€30MacHOCTH U 3(P(HEKTUBHOCTH COTIACHO MpUIIOKEeHHI0 Ne 2 k
OO6mumM TpedboBaHusIM 6e30macHOCTU U 3D (PEKTUBHOCTH.

IV. Pe3ynbpTaThl aHAIN3a U YIIPABJICHHA PHCKOM

5. Texuuveckuil ¢Gain AOMKEH COAEPkKAaTh KPATKUM TEepedYeHb PHUCKOB,
UJICHTU(GUIIMPOBAHHBIX B MPOIECCE aHaIu3a PUCKOB, M OMHCAHUE CIOCOOOB YIMPaBJICHUS
ATUMH PUCKAMHU B LEJSAX CHUXKEHUS UX J0 JIOIYCTUMOI'O YPOBHS.

V. IIpoexTHpoBaHme 1 pa3paboTka MEAUIIMHCKOTO U3AEIHA AJIA QUarHOCTHKH in Vitro

6. Texauueckuit aitn JOIDKEH coaepkaTh MHPOPMAIUIO 00 OCHOBHBIX CTaIUSIX
NPOEKTUPOBAHUSL PACCMATPUBAEMOr0 MEIUIIMHCKOTO W3JENus Il JUArHOCTHKHU In Vitro.
Jannas nHpopManys MOKeT ObITh MPEACTaBICHA B BUIE OJIOK-CXEMBI MPOIIECCOB.

VL. IIpon3BoACTBEHHEIE IPOLIECCH

7. Texuuueckuid (aill JOJDKEH coaepk aTh MHPOPMAUUIO O MPOHU3BOJCTBEHHBIX
mpoleccax, B TOM YHCIE€ O NPOU3BOACTBE, COOpKE, 3aKIIOUUTEIbHBIX MCIBITAHUIX
MEIUIIMHCKOTO M3AENHUs 7S TUArHOCTUKH in Vitro ¥ OKOHYATeIbHOW YMaKOBKE TOTOBOTO
MEIMIIMHCKOTO W3JENUs JUIsl TUAarHOCTUKH in vitro. J[anHas wHbOpMAIUsS MOXKET OBITh
MpeJICTaBICHa B BUJE OJIOK-CXEMBI ITPOIIECCOB.

VII. IIpou3BOACTBEHHEIE IUIOMAAKA

8. Texuuueckuii a1 T0HKEH CoAepKaTh CBEJEHUS O IPOU3BOICTBEHHBIX TIIONIAIKAX,
Ha KOTOPBIX OCYILIECTBIISIETCSI MPOU3BOACTBO PACCMATPUBAEMOTO MEIUIIMHCKOTO U3IEIHUS 1JIs



JUAarHOCTHKH in Vitro. EciiM B OTHOIICHWH JaHHBIX IUIOMIAJIOK MUMEIOTCS CepTU(PHUKATHI
CHUCTEMBI MCHEDKMEHTA KaueCTBa WU PaBHOIICHHBIE JOKYMEHTHI, TO UX KOTTUHU TPHUJIAraroTCs
K TEXHHYECKOMY (aiiy.

VIII. [esTensHOCTH N0 BepuHKAMMH 1 BaTHIAIAN

9. Texunueckuii ¢paiia AOKEH COAEpPKATh CIACAYIOIINE CBEACHUS U JTOKYMEHTHI IO
Bepu(UKAIMU U BAJIUJALUUA, KOTOPbIE UCIOIB30BAIUCH ISl IOKA3aTENbCTBA COOTBETCTBUSA
MEIULMUHCKOTO M3JeNus s IUarHOCTUKHU in vitro OOummMm TpeboBaHUsM O€30MACHOCTH U
3¢ HEeKTUBHOCTH:

a) epeyeHb MPUMEHSIEMBIX TIPOU3BOAUTEIEM MEIUITMHCKOTO H3ACTUs CTAaHIaPTOB;
0) pe3ybTaThl UCIIBITAHUIA B UCTIBITATEIBHBIX JJA0OpATOpHsX (LIEHTpax);
B) pe3yJIbTaThI JIAOOPATOPHBIX U (MJIH) 3aBOJCKUX UCTIBITAHUH;

) JAeKJapalid O COOTBETCTBHM CTAHIAPTaM W3 MEPEUYHS CTAaHAApTOB, B PE3yJIbTATE
NPUMEHEHUS] KOTOPBIX Ha TOOPOBOJIBHONM OCHOBE MOJHOCTHIO MM YACTUYHO 00eCIIeYynBaeTCs
COOJIFO/ICHUE COOTBETCTBUS MEIUMLMHCKOTO M3JENus JJIsl TUAarHOCTUKH In vitro O0mmum
TpeboBaHUSIM 06€301aCHOCTH U A(DPEKTUBHOCTH;

1) JeKJIapalii O COOTBETCTBUHU CTaHAapTaM, KOTOPhIE HE BKJIIOYCHBI B YKa3aHHBINA B
MOAMYHKTE "T" HACTOSIIETO MyHKTa MepeyeHb (C 000CHOBAHHEM MX MTPUMEHEHU);

€) 0030p OmyOJMKOBAHHBIX JUTEPATYPHBIX MCTOYHUKOB B YaCTH, Kacarolleucs
paccMaTpuBaEMOTr0 MEIMIIMHCKOTO W3JENus JUIs JAUATHOCTHKU In Vitro Wid MOJ00HBIX
MEIUITUHCKHUX U3JICTUH;

) KIMHUYECKOE JOKa3aTeIhCTBO I(MPEKTHBHOCTH U OE€30MACHOCTH MEIUIIMHCKOTO
W3NS JUIL JUAarHOCTHUKY 1n Vitro.

10. Texuuueckuid (aitn TOMKEH COAEPKATh CIECAYIONINE CBEICHUSI 00 aHAIUTUYECKOU
3 (HEKTUBHOCTH MEAUIIMHCKOTO U3IETHS I JUATHOCTUKH in Vitro (€Ciu MpUMEHHUMO):

a) aHAJIMTUYECKasl YyBCTBUTEIBHOCTD (ITOPOT OOHAPYKEHUS);
0) aHanuTHYECKas CeIu(pUIHOCTD;
B) IPABWJIBHOCTH ONPEIETICHUM;
T) cay4aiiHast ommoKa;
1) JaHHBIE O METPOJOTMYECKOM MPOCIEKUBAEMOCTH 3HAUYCHUN KaluOpaTopoB U
KOHTPOJIbHBIX MaTEPHaJIOB;

€) JaHHbIE 00 aHAJTUTUYECKOM AMana3oHe (JAuamna3oHe JIMHEHHOCTH —IJisl TUHEHHBIX
aHAJIMTUYECKUX CUCTEM), a TAK)KE OMHMCAHNE METOJIOB OMPEICICHUS XapaKTePUCTHK;

) naHHbIe 00 ompeneneHun "Touku orceuku” (cut-off), Bkiroyas omucaHnue aeraiei
METO/1a ONPENIETICHUS XapaKTEePUCTHUK;

3) MOMYJISIMOHHBIE (IeMorpaduIecKre) aceKThl MTPUMEHEHUS MEAUITTHCKOTO U3/EIHs
JUISL TMArHOCTHUKH 1n VItro.

11. Texanueckuii (haity1 TOMKEH COMEPKATh CBEICHUS O Hay4YHON OOOCHOBAHHOCTHU

aHanuTa (€CIM IPUMEHHMO).



12. Texuuueckuii aitsn J0MKEH COAEpKaTh CBEIEHUS O KIMHUYECKOU 2 (PEeKTUBHOCTU
MEJIUIIMHCKOTO W3JCNIHs JUIsl TUarHOCTUKH In Vitro, B TOM 4yucie (€l MPUMEHUMO) JTaHHbIS
0 TUArHOCTUYECKON YYBCTBUTEIHHOCTU U JUATHOCTUYECKOMN CICTIM(UIHOCTH.

13. Texuuyeckuit aiin JOJDKEH coAepKaTh JaHHBIE O CTAOMIBLHOCTH MEIUIIMHCKOTO
W3JIeTUS U TUarHOCTHUKH 1N Vitro.

14. B cnyyae ecnu MEIUIIMHCKOE W3JENIHE NI TUArHOCTUKH 1N Vitro BBITYCKAeTCs B
CTEpUJIbHOM BHJE, MPUBOJAUTCS OMUCAHUE METOAAa CTEPUIIM3AIUMU, BKJIIOYAs OTYET O
BAJIUJIALIMM B OTHOILLIEHUH TIPOLiecca CTEPUIN3ALINH.

[Tpumeuanne NU3I1!

B nyskT 15 npenycmatpuaercs uameHenue peunienueM Cosera EBpasuiickoit
sKOHOMHYECKO komuccuu ot 27.04. 2026 Ne 43 (Bctynaer B cuity 1o uctedeHuu 30
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIMATIBLHOTO OMYyOJINKOBAHMS).

15. Texuuueckuit aitn momkeH BKIKOYATh B Ce0Sl KPATKOE M3JIOKEHUE Pe3yJIbTaTOB
JEATEeNbHOCTU 10 BepU(PUKAIIUU U BAIMIAIIMU TPOTPAMMHOTO 00€CTIEUeHUS!, BHITTOJTHEHHOM B

OpraHu3aluu-IIpou3BOIUTCIIC.

ITPMJIOXEHUE Ne 6
K TpeOoBaHMsIM K BHEAPCHHUIO,
MOIZICPIKAHUIO
U OLICHKE CHCTEMBI
MEHEIKMEHTA KauecTBa
MEIUITUHCKUX U3ETHI B
3aBHCHUMOCTH
OT NOTEHIIMAIBHOTO PHUCKA UX
MIPUMEHCHUS

(hopma)
[Ipumeuanne NU3I1!
B npunoxenne 6 npeaycmarpuBaercs uaMeHeHue pemenneM Coseta EBpasuiickoit
sKOHOMHUYECKOU kKomuccuu oT 27.04. 2026 Ne 43 (Bcrynmaer B cuiy 1o ucredeHuu 30
KaJICHIAPHBIX JHEH C AaThl €ro OPUIIUAIBLHOTO OMYyOINKOBAHMS).

OTYET
0 pe3y/IbTaTax NEPHOANIECKOTO (IUIAHOBOT'O) MHCIIEKTHPOBAHAS IIPOM3BO/ICTBA

1 Howmep otuera

Oprasusanusi, MPOBOAMBINAS
WHCIICKTHPOBaHUE MPOU3BOICTBA (
MOJHOE M COKpameHHoe (Ipu
HaJIMYHH) HauMEHOBaHUS

2 FOPUIMYECKOTO JINLA
(B ToM duucie QuUpMEHHOE
HauMeEeHOBaHHUE),
OpraHH3allMOHHO-TIPaBoOBas Gopma 1
azapec (MecTo HaXOXKICHHA))

3 Wudopmanus 0 mpou3BOAUTENE MEIUIIMHCKOTO U3ISITHS:



3.1

32

33

34

3.5

3.6

4.1

4.2

IlonHoe u coxkpamieHHOe (TIpu
HaJINYHH) HanMMEHOBaHUSA
IOPUIMYECKOTO JIMIA (B TOM YHCIE
(¢bupMeHHOE  HaMMEHOBaHMNE),
OpraHN3alMOHHO-TIPaBoBas hopMma
ampec (MECTO HaxXOXIECHUSA),
KOHTaKTHasi HH(pOpMaIHs

OpraHuzalluoHHas CTPYKTypa H
B3aUMOJIEUCTBHE C IOPUIUUECKUMU
JUIaMUd B paMKax CHCTEMBI
MEHEI)KMEHTAa KadecTBa
MEJIUIMHCKUX U3CTINI

IlepeueHr TPOM3BOICTBEHHBIX
TUTOIIAIOK

(c ykazaHWeM WX aIpecos,
MPOU3BOJUMBIX  MEIUIIMHCKUX
W3AENHH, TIPUMEPHOU YHUCIEHHOCTH
COTPY/IHUKOB, YYacTBYIOIIUX B
Iporeccax B paMKax OIEHHBAeMOM
CHCTEMBI MEHE/KMEHTA Ka4ecTBa, a
Tak)Ke KOHTAKTHOHM WH(pOpMAIIHN)

IIepeueHs IPOU3BOAUMBIX
MEJIUIIUHCKUX u3nenui,
HaxoJsIIMXCA B OOpameHUu B
pamkax EBpasuiickoro
9KOHOMHYECKOTO COI03a

Ilepeuens rpynn (MOATpyIHH)
MEIMLIMHCKUX H3JIEJINH COTJIacHO
paHee BBIIAHHOMY 3aKIJIIOYEHHUIO O
COOTBETCTBHH (C yKa3aHHEM
nHQOpMAIIUA O BKIOYCHUH (
HEBKJIIOUECHUH ) MPOIECCOB
MPOEKTHPOBAHUSI M Pa3pabOTKH B
00JlacTh ~ MHCHEKTHPOBAHUS
MIPOU3BOJICTBA)

Ilepeuenn KPUTHYECKHUX
MIOCTABUIUKOB

(c ykazaHWeM WUX aJpecos,
IIOCTaBJIACMbIX I/ISI[eJ'[I/Iﬁ 501076
OKa3bIBa€MBIX YCIYyr, a TakKxke
KOHTaKTHOH nH(popmannm)

Wudopmarnms 00 HHCIEKTUPOBAHUH
IPOU3BOACTBA!

Hdatsr NpoBegCHUS
WHCIEKTUPOBAHUS MPOU3BOJICTBA, B
TOM 4YHCJIE JaThl BBIE3JHBIX
WHCHEKIHH IPOM3BOACTBA KAXKIOTO
IIPOBEPEHHOI0 OOBEKTA

CocraB MHCTIEKIIMOHHOM TPyNIIHI (C
yKa3zaHWeM (QYHKIUH YICHOB

TPYHIBI, a TaKXe CBEOCHUH 00
Y4acTBOBABIIMX NEPEBOJUUKAX U 00



43

5.1

5.2

53

54

5.5

5.6

5.7

6.1

WHCIIEKTOpax (dKCIeprax), eciu
TAKOBbIE TIPHCYTCTBOBAIIH)

IInan NpOBEACHUS
HMHCTIEKTUPOBAHUS IIPOU3BOJICTBA

Pe3ynpTaTel MHCIEKTHPOBAaHUS MPOM3BOACTBA (IO
MIPOBEPEHHOMY OOBEKTY):

OOuiee omnucaHue NPOBEPSIEMOM
deATenbHOCTH U (HMJIH)
TEXHOJIOTHYECKHX IPOLIECCOB

@damMunuu, uMeHa, oTdecTBa (TIpU
HaJIWIHUN)

1 JOJDKHOCTH OITPOIICHHBIX JIMI]

HaunmeHoBaHus  MeIUIMHCKHX
U3JIeTHiA, BEIOPAHHBIX IS IPOBEPKH
B KauecTBE NPEACTABUTEIbHBIX
00pa3ioB, a Takxke 00OCHOBaHHE
JTAHHOTO BBIOOpA

Tunel 1 KOIHYECTBO MMPOBCPECHHBIX
AOKYMEHTOB 1 3aImcei

ITepeuensn BEISIBJIEHHBIX
HECOOTBETCTBUM CUCTEMEI
MEHEIKMEHTAa KayecTBa
MEIHMIIUMHCKUX H3aenui

TpeOoBaHHUSIM K BHEAPCHHUIO,
MOAJICPIKAHHUIO M OLCHKE CHCTEMEI
MEHEJKMEHTa Ka4yecTBa
MEAMIMHCKUX  H3JEJIHUH B
3aBHCUMOCTH OT ITOTCHIUAIHHOTO
pHCKa MX IPUMEHEHUS

Wudopmaiusi 0 HECOOTBETCTBHSX,
yCTpaHEHHBIX B  Ipoliecce
HMHCIIEKTUPOBAHUS [IPOU3BOJICTBA,

a TaKke O CpOoKax IPOBEICHHUS
KOPPEKTUPYIOIHUX JEeUCTBUM B
OTHOLIEHUHU  HEYCTPAHEHHBIX
HECOOTBETCTBUH W  (opmax
TTOITBEPKACHUS TIPOBECHUS TaKUX
nercTBuit (mpeacraBieHue
MOATBEPKIAIONIEH JTIOKYMEHTaIUU
WJIM TIPOBEPKA HA MECTax)

Wudopmanust o paHee BBISIBICHHBIX
HECOOTBETCTBUAX U pe3yJsbTaTax
MPOBEACHUS KOPPEKTUPYIOMUX U (
WJIN) TIPeAYIPEKIAIOMINX AeUCTBUN

BriBoasr:

3aKIOUYeHHEe O COOTBETCTBUHU (
HECOOTBETCTBUH) CHCTEMBI
MEHEJKMEHTa KayecTBa
MEIHUIUHCKHX 17631 (R1070%1
TpeOOBaHMAM K e¢ MOAJICPIKaHUIO B
aKTyaJbHOM COCTOSTHHU

KaxxaomMy



damunuu, UMeHa, oT4ecTBa (TIpU
7 HAIAYHN)

1 JOJLKHOCTHU MHCIICKTOPOB

8 [onmucu, meyats (TIpH HAJTHMIUH)

ITPUJIOXXEHUE Ne 7
Kk TpeOoBaHMAM K BHEAPEHUIO,
MOAJIEP>KAHUIO U OLIEHKE
CHUCTEMBl MEHEIKMEHTA
KayecTBa MEIUIIMHCKUX
U3AEIINH B 3aBUCUMOCTH
OT MOTEHIIMAILHOTO PUCKA UX
HpI/IMeHeHI/IH

(hopma)
[Ipumeuanune U3I1N!
B npunoxkenune 7 npeaycmarpuBaeTcs uamMeHeHue penieHuem CoBera EBpaszuiickoii
sKOHOMHUYECcKOU komuccuu oT 27.04. 2026 No 43 (Bcrymaer B cuily 1o ucreueHuu 30
KaJICHJIApHBIX THEW C 1aThl €ro 0(hUIMaTbLHOTO OMyOJIMKOBAHUS).

OTYET
0 pe3y/IbTaTax BHEILUIAHOBOTO HHCIEKTHPOBAHHA IPOA3BOACTBA

1 Howmep oTtuera

Opranusamnus, MPOBOJUBIIAS
WHCIEKTUPOBAHUE MPOU3BOACTBA (
MOJTHOE ¥ COKpalleHHoe (mpu
HaJTUYUH ) HauMCHOBAHHUS

2 FOPHUIMYECKOTO JINLA
(B ToM duyumcie QupMeHHOE
HamMeHOBaHUEC),
OpTraHMU3aMOHHO-TIPaBOBas GpopMa 1
agpec (MECTO HaX0XKICHHS))

3 I/IH(I)OpMaHI/IH O IIPOU3BOAUTEIC MEIUIITUHCKOT'O U3JACIINUA:

[MoxHO® ™ cokpameHHOe (TIpH

HAJU9IHH) HaWMEHOBaHUs
IOPUIMYECKOro JHIa (B TOM 4YUCIIe
3.1 ¢upMeHHOE  HaMMEHOBaHUE),

OpraHU3alMOHHO-TIPaBOBas GopMa 1
agpec  (MecTo HaXOXIEHUS),
KOHTaKTHasi HH(POPMAIHs

OpraHus3anMoHHast CTPYKTypa H
B3aUMOJICUCTBHE C IOPUAUYECKUMHU
3.2 JMIaMd B paMKax CHCTEMBI
MEHEe)KMEHTA KadyecTBa
MEIUIMHCKUAX U3IeIuii

HepequL MMPOU3BOACTBECHHBIX
IJI0IIaA0K

(C YKazaHuemM HuX aJApecCoB,
MMPOU3BOAUMBIX MCOIUIIMHCKHX



33

34

3.5

3.6

4.1

4.2

43

4.4

5.1

5.2

U3enui, TPUMEPHON YKCICHHOCTH
COTPYIOHUKOB, YYaCTBYIOIIUX B
mporieccax

B paMKaxX OIICHMBACMON CHCTEMEI
MEHE)KMEHTa KadecTBa, a TaKKe
KOHTAKTHOM HH(pOPMALIUH)

Ilepeuens MPOU3BOJUMBIX
MEAUIHHCKUAX u3aenui,
HaxoJsimuxcs B oOOpalieHnu B
paMmkax EBpasuiickoro
9KOHOMHYECKOI'0 COI03a

[Tepedens Tpynn (moxarpymm)
MEIUIMHCKUX W3IEIHH COTJIAaCHO
paHee BEIJAHHOMY 3aKJIIOYEHHIO O
COOTBETCTBUHM (C yKa3aHHEM
nndpopmanuu o BKIOYEHUU (
HEBKJIIOUECHUN) IIpOLIECCOB
IIPOCKTHPOBAHUS M DPa3pabOTKH B
005acTh  HMHCIEKTUPOBaHHUSA
TIPOU3BOJICTBA)

[Mepeuenp KPUTHYECKUX
MIOCTAaBIINKOB

(c ykazaHMeM UX aapECcoB,
MOCTAaBISIEMBIX HW3JIEIUH  WIH
OKa3bIBACMBIX YCIYT, a TaKxKe
KOHTAKTHOW WH(POPMALINH)

WNudopmanus 06 MHCIEKTUPOBAHUH TPOU3BO/ICTBA:

JlaTsr NpoOBEACHUS
WHCTICKTUPOBAHUS IPOM3BOJICTBA, B
TOM YHucCcie JaaThbl BBIC3IHBIX
MHCIIEKIINI MPOU3BOACTBA KaXI0TO
MPOBEPEHHOI'0 0OBEKTA

CocTaB MHCHEKIIMOHHOW TPYMITHI (C
ykazaHueM (QYHKIUH YJIEeHOB

IpyHIbl, a TakXe CBeJeHUH 00
y4YacTBOBABIINX MEPEBOAYUKAX 1 00
MHCIIEKTOpax (9KCIepTax), eciu
TaKOBBIE IPHCYTCTBOBAIIH)

Ilenp u 3ajayu MHCIEKTUPOBAHMS
MIPOU3BO/ICTBA

ConepxaHnue u 00BeM
MHCIEKTHPOBAHUS IIPOM3BOCTBA

Pe3y.]'H)TaTI)I HWHCHICKTUPOBAHUA IMTPOU3BOACTBA UIA KaXXAOT'O IPOBEPEHHOT'O

oObekTa:

OOmiee omnmcaHue MpPoBepSIeMOit
JIeSITEIEHOCTH

n  (MIM) TEXHOJOTHYECKHX
MIPOLIECCOB

®dammimu, UMEHa, OoT4ecTBa (IIPH
HaJIMY1H)

1 JIOJDKHOCTH OTIPOIICHHBIX JTUI]



53

54

5.5

5.6

6.1

[Ipumeuanne NU3IT!

HauMmeHoBaHHS  MEAULIMHCKHX
U3JIeMi, BRIOPAHHBIX JUIS POBEPKH
B Ka4decTBE MPEJCTAaBUTEIbHBIX
o0pasnoB, a Takke 000CHOBaHHE
JIAaHHOTO BBIOOpA C yYETOM IIEeNIH
HMHCIICKTUPOBAHUS TPOU3BOJICTBA

THUNBl ¥ KONMWYECTBO MPOBEPEHHBIX
JIOKyMEHTOB U 3aIuceil

[lepeueHb BBISIBICHHBIX HApYIICHUH
U  HECOOTBETCTBUH CHCTEMEI
MEHEI)KMEHTA KavyecTBa
MEIHUINHCKHX U3Ienni
TpebGoBaHHsIM K BHEIPEHUIO,
MOJICPKAHUIO U OLEHKE CHUCTEMBI
MEHeJKMEeHTa Ka4yecTBa
MEIWIMHCKUX  HM3IeNud B
3aBHCUMOCTH OT MOTEHIHUAILHOTO
pHCKa UX IPUMCHEHUS

Wndopmanus o HapyumieHUsX,
yCTpaHEHHBIX B  IIpolecce
WHCTIEKTHPOBAHUSI ITPOM3BOJICTBA, A
TaKXXe O CpOKax IPOBEACHUS
KOPPEKTUPYIOIUX JEUCTBUM B
OTHOLIEHUU  HEYCTPAaHEHHBIX
HapymeHuu U bopmax
TOJTBEPKACHUS TPOBEIICHUST TAKUX
JEeUCcTBUH ¢ ydyeToM Lenu
MHCIICKTHPOBAHMS IIPOU3BO/ICTBA

BriBoabr:

3aKII0YeHHEe O COOTBETCTBHM (
HECOOTBETCTBHH) CHCTEMBI
MEHEIKMEHTA KadyecTBa
MEIUIIMHCKHAX n3genuit
TpeOOBaHHUAM K €€ BHEAPEHHIO U
MOJMCPKAHUIO B aKTyaJlbHOM
COCTOSIHHU C Yy4YETOM IEJIU
MHCIIEKTHPOBAHMUS POU3BO/ICTBA

®dammwiny, UMEeHa, OTYecTBa (TpHU
HaJINIHHN)

" JOJLDKHOCTHU MHCIICKTOPOB

[onmucu, meyats (TIpU HATTHYIUH)
ITPUJIOXXEHUME Ne 8
K TpeOoBaHMsIM K BHEAPCHHUIO,
MTOIICPYKAHUIO M OIICHKE CUCTEMBI
MEHEIKMEHTA KaueCTBa MEIUIIMHCKUX
H3IETUi B 3aBUCHUMOCTH OT
MOTEHIUATIBHOTO PUCKA UX TIPUMEHEHUS



B npunoxenne 8 npeaycmarpuBaercs uaMeHeHue peumenrneM Copeta EBpasuiickoit
sKOHOMHUYECKOU kKomuccuu oT 27.04. 2026 No 43 (Bcrymaer B cuiy 1o ucreueHuu 30
KaJICHJIapHBIX THEH C 1aThl €ro 0(hUIMaIbLHOTO OIyOJIMKOBAHUS).

OIIEHKA
CHCTEMEI MEHEIPKMEHTA Ka9€CTBA MEUIIMHCKAX H3/IC]HH, IIPOBOAMUMAs C HCIIONE30BAHAEM
CPEICTB JUCTAHIIMOHHOTO B3aUMOICHCTBHS

Caocka. TpeboBanus JonojaHeHbl TpuioxkeHueM Ne 8 B cooTBeTCTBUU ¢ Periennem
Coseta EBpasuiickoii s3xoHoMuueckoit komuccuu ot 12.11.2021 Ne 131 (BcTynaer B cuiy mo
ucreueHuu 30 KaJeHJAPHBIX JTHEH ¢ JaThl €ro 0(QUIIMAIBHOTO OMYOJIUKOBAHUSA).

1. Jomyckaercst Mo PEMICHUIO YIIOJTHOMOYEHHOTO OpraHa MpOBEJCHUE OLIEHKU CUCTEMBI
MEHE/KMEHTa KadecTBa MEIUIMHCKOTO H3JE€NUs C HCHOJIb30BAHUEM CpPEICTB
JMCTAHIIMOHHOTO B3aUMOJIEHCTBUS (HAIIpUMEp, MOCPEACTBOM BUACOCBS3U) B COOTBETCTBUU C
aKTaMH, BXOASIIMMHU B paBo EBpa3zniicKOro 3KOHOMHUYECKOI0 COI03a, B CIEAYIOIINX CIIydasiX

a) yrpo3a BO3HUKHOBEHHUS, BOSHUKHOBEHHUE U JIMKBUAALNS Ype3BbIYaiHON cUTyaruu U (
WIW) BO3HUKHOBEHHE YTpO3bl pPACHpOCTpaHEHUS JNUAEMUYECKUX 3a00JeBaHUM,
MPEJICTABISIONINX OMACHOCTh AJISi OKPYXKAIOUINX, 3a00JIEBaHNN U MOPAXKECHHM, MOJTYYCHHBIX B
pe3yJabTaTe BO3ACUCTBUS HEOIAroNpHUsATHBIX XUMUYECKHX, OMOIOTUYECKUX, PaJUallMOHHBIX
(akTopoB;

0) BO3HMKHOBEHHE OOCTOSITENHCTB HEMPEOAOTUMON CHUIIBI WU OOCTOSTENBCTB,
HE3aBUCAIIUX OT BOJM CTOPOH, KOTOPBIE HECYT YIrpo3y MNPUYUHEHHUS Bpena >XU3HU U
3I0POBBIO HHCIIEKTOPOB.

2. [lepen Ha4amOM OIICHKM CHCTEMBI MEHEDKMEHTA KaueCcTBa MEAUIIMHCKOTO W3/eTusl,
MIPOBOJAMMOM C HCTIOIb30BAaHUEM CPEICTB TUCTAHIIMOHHOTO B3aUMOJICHCTBUS, MPOU3BOAUTEND
JOJKEH TIOJATBEPIUTh JaHHBIE T€OJIOKAMHU (IIUPOTa, JOJTOTAa) MECTa HaXOXKICHUS
MIPOM3BOJICTBEHHOM TUIOIIAIKH.

3. [l mpoBeieHMs OLIEHKH CHCTEMBl MEHEPKMEHTA KaueCTBA MEAUIIMHCKOTO M3/EINus,
MPOBOJAMMOM C HCTIOIH30BAHUEM CPEACTB TUCTAHIIMOHHOTO B3aUMOJICHCTBUS, TPOU3BOAUTEN

HpCI[OCTaBJ'ISICT I[OKYMGHTBI U CBCIACHMNA, YKa3aHHBI€ B Ta6J'II/II_[C.
Tabmuma

I[Ipn mneprnoamueckom (

TpeboBanus (o6ocHoBanue [Ipu HEePBUYHOM
MIaHOBOM)

) HMHCIIEKTHPOBAaHUU
WMHCTIEKTHPOBAaHUN

1. Omnmcanue CHCTEMBI
MEHEPKMEHTA KadecTBa
MEIUIUHCKUX U3IEIUA B

3aBUCUMOCTH OoT
TIOTCHIIUAJIIBHOI'O PUCKa UX
NPUMCHCHUA B
COOTBCTCTBUH C

TpeboBanusMuU K



BHEAPEHHUIO,
MOJACPKAHUIO U OLICHKE
CHCTEMBI MCHEIKMCHTA
KadecTBa MEIUITUHCKUX
W3S B 3aBUCUMOCTH OT
MOTEHIIUAJILHOTO PUCKA UX
NpUMEHEHUS,
yTBEpKJIeHHbIMU Pemenue
m Cosera EBpasuiickoi
9KOHOMHYECKONH KOMHCCHUU
oT 10 HOs6ps 2017 1. Ne
106

2. Hanuuue pa3peweHus
MPOU3BOJICTBO (
JTUIICH3UH), BBIJAHHOTO

KOMIIETEHTHBIM OpPTraHoM (

Ha

B cilyuae
COOTBETCTBYIOIINX
TpeOoBaHUH
3aKOHOJATEIIbCTBE)

HaJIu4duAa

B

3. CBenenus o
COTPYIHHKAX,
YYaCTBYIOIIHAX B
mporeccax OLEHHUBaEMOU
CHCTEMBI MEHEIKMEHTA
Ka4ecTBa MEIUIIHHCKUX

156631 (070

4. CBenmenus 0
MEIUIUHCKAX H3IEIUsX,
MIPOHU3BOIUMBIX (
MIAHUPYEMBIX K
NpOMU3BOJACTBY)  Ha
MPOU3BOJICTBCHHOMN
TJIOMIAKE

5. Haanune TeXHHYECKHX
(haitimoB Ha MEIUIIMHCKHE
H3JEIUs

6. Hammume otdera o
pe3ynpTaTax MPOBEICHUS
OpraHoOM
cepruduKanuu ayauTa
CHCTEMBl MEHEIKMCHTa
KayecTBa MEIUIUHCKUX
H3JEIHA MU OTYeTa O
pe3ynpTaTax MPOBENCHU
WHCIEKTUPOBAHUS
MIPOM3BO/ICTBA,

Imo

IIOJIHOC OIMHCAHUC CUCTCMBbI
MCHCIPKMCHTa KaydycCTBa
MCEIUIMHCKHUX I/I3Z[6J'II/II>1

KONHUHU pa3pelieHUud Ha
MIPOU3BOJICTBO (JIUIICH3UM)
U BHECEHHBIX B HHUX
U3MEHEHUH

cnpaBka 0 (akTuyeckoi
YHUCIIEHHOCTH COTPYHUKOB
, YJacTBYIOIIUX B
mporeccax OIEHHBAaEMOM
CHUCTEMbBI MEHE)KMEHTa
KayecTBa MEIULMHCKUX
H3JICITUH

nepevyeHb HaMMEHOBaHUU
MEIUIIMHCKAX U30EIUN

TeXHUYECKHE (ailibl
B JICKTPOHHOM BHJIE
C BO3MOYKHOCTBIO TIOHCKA

KOMUH  OT4YeTa O
pe3yJbTaTax MpOBEACHHs
OpraHoMm

cepTUPUKAUU
MOCIEIHET0  aylIuTa
CHUCTEMbI MEHEDKMEHTa
Ka4yecTBa MEIMIIMHCKUX

HU30EIINH U OTUETA

mo

0 pe3yJabTaTax MpPOBEACHHS
MoCJIeAHETr O
UHCIICKTUPOBAHUA
MpPOU3BOJCTBA (c
HOTapHaabHO 3aBEPECHHBIM
MepeBoOM npu
HEOOXOJAUMOCTH),

KpaTkas HHQOopMaIus

0 BHECEHHBIX M3MEHEHHIX
cCO JOHS TIOCIeaHEeH
HMHCIICKIINH

KONMH pa3pelicHuil Ha

TIPOU3BOJICTBO (JTUIICH3HIA)
BHECEHHBIX B HHX

H3MEHEHHI

(3a mocnegame 3 roma)

cnpaBka 0 (akTHyecKoi
YHCIIEHHOCTH COTPY/JHHUKOB
, Y4acTBYIOIIMX
mporieccax OLEHUBAEMOH
CHCTEMBI MEHEIKMEHTA
KauecTBa MEIUIIMHCKUX
151631 (N 1071

B

nepeyeHb HauMEHOBAaHUM
MEIUIMHCKUX U3IEINA

TEeXHUYECKHe (aiiibl
B 2JICKTPOHHOM BH[C
C BO3MOXKHOCTBIO ITOUCKA

KOIInu o
pe3yibTaTtax NpOBEACHUS
OpTraHOM mno
cepTuPHUKATUHI
MOCIEHEr0  ayAuTa
CHCTEMBl MEHEIKMEHTa
KayeCcTBa MCIOUIIMHCKUX
U3JEIUd U OT4YeTa o
pe3yibTaTax NpOBEACHUS
MOCIEJHEr0
WHCIEKTHPOBAHUSA
MIPOU3BOJICTBA (c
HOTapHaJIbHO 3aBEPEHHBIM

OoT4ycCTa

HEpEeBOJOM npu



ceprudukara
COOTBETCTBHSI CTaHAAPTY
ISO 13485 (mpn Hamuum)

7. TpeboBaHus X
npoimeccam
NPOCKTUPOBAHUS  H
pa3paboOTKH  CHCTEMBI

MEHEPKMEHTa KauyecTBa

MEIUIIMHCKUX u3nenuit (
KJacc TOTEHIMAIBHOTO

pHCKa IpUMEHEHUS 3)

ceprudukara
COOTBETCTBHSI CTAHIAPTY
ISO 13485 (mpu namunm)

ClIeAyIOIIUE TOKYMEHTHI U
CBEJICHHS, Kacarouuecs
MEIUIUHCKUX U3ICITHH,

B OTHOIICHHH KOTOPBIX
MPOBOMHUTCSA
HHCIICKTHPOBAHNE
MIPOU3BOJICTBA!

a) CBEJICHHS O TPoIleIypax
MPOEKTHUPOBAHUS
paspaboTku (BKJIOYAs
yIpaBJICHUE PUCKAMH);
6)
OIMCBHIBAIOIIUE MPOLEAYPY
MPOCKTUPOBAHUS
OXBaTHIBAIOIINE
MOJIENbHBIHA pan
MEAULTHCKOTO U3ICIIHS;
B)

MPOEKTUPOBAHUIO

nu

NOKYMEHTHI,

u

3aIIUCH

mo

MEJIUIIMHCKOTO H3IENIHs,

MOATBEPKIAIONINE, YTO
npoueaypsl
MpPOCKTUPOBAHUSI |

pa3pabOTKH yCTaHOBIIECHBI
Y IPUMEHEHBI;

I) BXOJHBIC JaHHBIC
mporecca MpOSKTUPOBAHUS
, pa3paboTaHHbBIE C YUCTOM
Ha3HAaYCHUS
MEAUIUHCKOTO H3JICTHS U
COOTBETCTBYIOLIUX
nmoyioxkeHud  OO0mux
TpeOoBaHM 0€30MacHOCTH
u  3bPEeKTUBHOCTHU
MEIUITMHCKUX H3JICIUHA,

TpeOOBaHU K HX
MapKHUpPOBKE u
JKCITyaTalMOHHOMN

JOKYMEHTallUH Ha HHUX,
YTBEpKACHHBIX Peniennem
Cosera Espasuiickoit
HKOHOMHUYECKOH KOMHCCUH
ot 12 ¢espans 2016 r. Ne
27
(mamee
TpeOoBaHMs);

Oo6mue

n) cuenuuUKaUu Ha
MEIUIMHCKHAE H3JENNs B
HEIAX TMOATBEPIKICHUS

HEOO0XOUMOCTH),
ceprudukara
COOTBETCTBHSI CTAHIAPTY
ISO 13485 (mpwm Hammaum)

JIOKYMEHTBl U 3aIHUCH,
KacawIuecs

MEIUIMHCKUX H3JCITUH,
BBEIOPaHHBIX B KaueCTBE



8. TpeboBanusa k
npolieccaM yIpaBJieHUs
JOKyMEHTaIueu 31

TOTO, YTO BBIXOJHEIE
JAHHEIE npoeKTa
MEIUIIMHCKOTO W3IEIH,
oOecreunBamIIne
6€30MacHOCTh u

MPEICTABUTEIBHBIX
00pa3moB

3¢ PeKTUBHOCTH
MEIUIUHCKOTO H3JeNUs
IIPA €ro MPHUMEHEHUH T10
Ha3HAYCHUIO, OIPEICIICHBI;
e) JOKYMEHTHI,
MOJTBEPKAAIOLINE,
IesITeIbHOCTD o
MEHEIDKMEHTY pHCKa
ompejeneHa u

4qTo

OCYIIECTBJICHA, KPUTEPUU
JIOITYCTUMOCTH ~ PHCKa
YCTaHOBJICHBI H SIBIISIOTCS
COOTBETCTBYIOIUMH,
000N OCTAaTOYHBIN PHUCK
OILlEHEH |
HEoOXO0IUMOCTH JOBEICH
JI0 CBEAEHUS TIOTPEOUTEIS
B cooTBeTcTBUH ¢ O0mmmu
TpeOOBaHUAMHU

npu

CIEeIYyONUe JOKYMCHTHI U
CBEJIICHUS, KaCaIOIIHecs
MEIWIMHCKAX U3JCINH, B
OTHOIICHUU  KOTOPBIX
NPOBOAMUTCS
WHCHEKTHPOBAaHUE
MIPOU3BOJICTRA!

a) CBEJICHHUS O TPOIIeIypax
UICHTUDUKALUH,
XpaHeHUs W yjaieHus (
YHHUUYTOXCHUS)
MOKyMEHTOB W 3amuceil (
BKJIIOYasi yMpaBlieHUE
HM3MEHEHHSMN);

0) JTOKYMEHTHI,
HEOOXOQUMEBIE IJIs TOTO,
YTOOBI OpraHU3aIys MOTJIa
obecneuynBaTh
MIaHUPOBAHHUE,
OCYIIECTBICHHUE
MPOU3BOJICTBEHHBIX
MPOIECCOB M YIMpaBJICHUE
HUMH;

B) JOKyMEHTalus Ha
MEIUITUHCKAC W3JICIHs,
BKITIOYAFOINAs B ceOs:
CBUJICTENBCTBA
COOTBETCTBUS
MEAMIUHCKUAX H3JCTHi
TpeOoBaHUSAM (B TOM YHCIE



3aMUCAMU  CHCTEMBI
MCHE/DKMCHTA KadecTBa
MEIUIINHCKUX M3IEIIHH
(ecmm  OTCYTCTBYIOT
IO0Ka3aTelbCcTBa
COOTBETCTBHUS CHCTEMBI
MEHEePKMEHTa KauecTBa
TpeOOBaHMSIM CTaHIAPTOB,
SKBHBAJICHTHBIX CTaHIAPTY
ISO 13485)

TpeOOBaHUIM JOKYMGHTBI M 3aIlHCH,
MPUMEHSIEMBIX CTaHIAPTOB KacaIo [ eC s

) MEAMINHCKUX HW3JENNH,
OMHCAaHHE MEJUIUHCKUX BBIOPAHHBIX B KaueCTBE
W3JeIul,  BKIOYas MpeICTaBUTEIbHBIX
HHCTPYKIUH mno 00pasioB
NPUMEHEHUIO (

PYKOBOJICTBA no

JKCIIyaTalun),

MaTepHuaybl u

crenu(uKaImio;

CBOJIHYIO JOKYMEHTAIIHIO
Mo BepUPUKAIUHA H
BaTUAAIIMM TIPOCKTOB (B
TOM 4YHCJIE JIaHHBIE

KIUHHYECKUX
ucciegoBaHuN (
HCTBITAHHUH) B
COOTBETCTBUHU c

[IpaBunamu npoBeaeHUs

KIHHUYECKUX u
KIIMHUKO-J1a00paTOPHBIX
HCOBITAHUN (
HCCIeIOBaHUI)

MEAWLIUHCKUX H3JIENNH,
YTBEp)KACHHBIMH Pemenne
M Cosera Eppaswmiickoii
SKOHOMMYECKOH KOMUCCUU
ot 12 ¢espans 2016 r. Ne

29);

MapKUPOBKY MEJIULIUHCKUAX
H3STIUH;

JOKYMEHTBI mo

MEHEPKMEHTY pUCKa

clenyIoIne JOKYMEHTHI,
KacawIiuecs
MEIUIMHCKUX H3JIeNNii, B
OTHOLICHUH KOTOPBIX
NPOBOAHUTCS
WHCIEKTUPOBAaHUE
MIPOU3BOJICTBA;

a) JOKYMEHTHI,
Kacampiuecs
MPOM3BOJICTBEHHBIX
MPOLECCOB U3TOTOBJIECHUS
cepuitHol mpoaykmum (
BKJIOYasg  YCIOBHS
MIPOU3BOJICTBA);

0) JTOKYMEHTHI,
Kacaromgecs: Ipoiiecca
crepunuzanuu  (and
MEIMLIUHCKUX HU3JIENNH,
BBINIYCKaeMBIX B



9. TpeboBaHus K
npoleccaM MpoU3BOJCTBA
U BBIXOJHOTO KOHTPOJIS
METUIUHCKHX U3IENHi

CTEpUIBHOM BHUJE), B TOM
qucIe:

MOJTBEPKACHUE TOrO, 4TO
MIPOIECCH CTEPHIN3ALNT
JIOKyMEHTHPOBAHBl U1

3allUCH  TapaMeTpOB
mpoiiecca CTepUIU3aIuu
nns KaXIou

CTepWIIN3YEMOH TapTHH
MEIUIMHCKAX HU3JeNUil
NOANCPKUBAIOTCS B
pabouem coCTOSTHHM;
HOATBEP)KACHHE TOTO, YTO
MpoIEeCcC CTePUITM3AINN
BaJIMUPOBaH,
MMOATBEPKACHUE TOT'O, YTO
MpOIECC CTePUIIH3ALNN
MPOBOUTCS B
COOTBETCTBHUHU c
YCTaHOBJICHHBIMH
napameTpamu;

B)
MOJTBEPKAAIOLINE,
IPOLIECCHl MTPOMU3BOJCTBA
SABJIAIOTCA YIIPaBJIACMbIMU
U KOHTPOJHPYEMBIMH H
(GYHKIIHOHUPYIOT B
YCTaHOBJICGHHBIX IIpejienax,
a TaKKe MOITBEPXKACHHE
obecmedeHud

AOKYMCHTHI,
4qTo

HEOOXOIMMOTO ypOBHS
KOHTPOJIS IPOLYKIUN

u (nnn) ycayr
KPUTHUYECKHUX
MTOCTABIIUKOB;

r)
MOATBEPKIAOIINE
UACHTUDUKAIUIO |
MPOCIICIKUBAEMOCTD
MEIUIMHCKAX W3JICITHi U
MpoImeccoB
MPOU3BOJICTBA, & TAKKE HX
COOTBETCTBHE
YCTaHOBIEHHBIM
TpeOOBAHUSM;

) TOKYMEHTHI,
MOJITBEPKIAOIINE,
JeSITeTbHOCTD
BBIXOOAHOMY KOHTPOJIIO
MEIUIIUHCKUX H3ACIUN
obecmeuuBaet
COOTBETCTBUE

JOKYMCHTHI,

nx

4qTo
mo

MEIUIMHCKAX H3IETNN
YCTaHOBJIECHHBIM

JIOKYMEHTBI
KacamIuecs

MEIHUIIUHCKUAX W3JCIIHH,
BBHIOpDAaHHBIX B KadecTBe

U 3alucH,



10.
npomeccam
KOPPEKTUPYIOLIHUX
npeaynpexaarouux
IEeUCTBUH
MCHE/DKMEHTa KauecTBa
MEIUIMHCKUX U3ICTUi

TpeboBanus K

u

CHUCTCMBI

(ecmm  OTCYTCTBYIOT
J0Ka3aTelbCcTBa
COOTBETCTBHS CHUCTEMBI
MEHEIKMEHTa KadecTBa
TpeOOBaHMSIM CTaHIAPTOB,
9KBHBAJICHTHBIX CTaHIAPTY
ISO 13485)

TpeOoOBaHUAM u

JOKYMCHTHUPOBAHA

CleAyomue A0KyMEHTHI,
Kacawomuecs
MEIUIMHCKUX M3JIeNNii, B
OTHOIIEHUU KOTOPBIX
NPOBOAMUTCS
WHCIEKTHPOBAaHUE
MIPOU3BOACTBA:

a) JOKYMEHTHI,
MOJITBEPKIAIOIINE,
NpoIeaypsl
KOPPEKTUPYIOMIUX
MpeayIpPesKIaoINuX
neficTBHI pa3paboTaHBL;
0)
MOTBEPKAAIOIINE,
CpencTBa  YIpaBJICHUA
NPEensATCTBYIOT
pacnpocTpaHEHUIO
MEIMIUHCKUX H3JICNNH,
Ka4eCcTBO KOTOPBIX HeE
COOTBETCTBYET
TpeOOBaHHUAM,
MPEABSBISIEMBIM

qTo

u

JAOKYMCHTHI,
4qTo

npu
9KCNEPTU3E METUIIMHCKUX
U3CIMH B TOpSKE,
ycraHoBiIeHHOM OO0mumu
TpeOOBaHUAMY;

B)
MOTBEPKAAIOIINE,
KOpPPEKTHPYIOIHE
MpeaynpexIaminmue
JNeUCTBUSA

AOKYMCHTHI,
4qTo
n

ABJIAKOTCA
Ppe3yJIbTaTUBHBIMH;

r)
MOJITBEPIKAIOIIHE,
NPOHU3BOIHUTEINb
MEIUIMHCKOTO H3JEIH
pa3paboran 3¢ eKTHBHYIO
NpOLEAYyPY BBINYyCKa U
MIPUMEHEHHS YBEIOMJICHUH
no Oe3omacHoCTH
MEINIMHCKUX H3JENUN B
COOTBETCTBHUHU c

JOKYMCHTHI,
qTo

[IpaBunamMu mnpoBeneHUs
MOHUTOPHUHTA
06e30MacHOCTH, KauecTBa U
3G PEeKTUBHOCTH
MEAMIUHCKUX HU3JIENNH,
yTBEep)KAEeHHBIMH Pemenne
M Konnernu EBpasuiickoit

MPEICTABUTEIBHBIX
00pa3moB

JIOKyMEHTBI
Kacaomuecs

MEAULUHCKUX HU3JeNuH,
BBIOpAaHHBIX B KauecTBe

n 3alucu,
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CIeAYIOIINe JTOKYMEHTHI,
Kacawimuecs
MEIULMHCKUX H3JICNNi, B
OTHONIICHUH KOTOPHBIX
MPOBONHUTCHA
WHCTIEKTUPOBAHUE
MIPOU3BOJICTBA!

NIOKYMEHTBl U 3aIluCH,
Kacalwliuecs
MEIUIIMHCKUX H3ACINM,

a) JOKYMEHTHI,
MOATBEPKIAAIONINE, YTO
MPOU3BOUTEIH
MEJIHUIIMHCKOTO H3ICIHS
TMPHUHSIT MEpHI,
HEOOXOANMBIE TS
YCTaHOBJICHUSI CBSI3H C
HOTpe6I/IT€H)IMI/I, B LCIAX
BBITOJTHEHUS
HEOOXOJUMBIX
KOPPEeKTHPYIOIIUX U
MpenyIpesKTat0InX
JIeWCTBUHM, pacmoJiaraer
CHUCTEMOi1 cOopa 1 aHan3a
11. OueHka CBSI3aHHBIX C JAHHBIX O O€30IACHOCTH U
notpebureneM npoueccos 3PHEKTUBHOCTH
CHUCTEMBl MEHEIKMEHTa MEIUIIMHCKHUX U3JICITUN Ha
KauyecTBa MEIMIIMHCKMX I[OCTIPOJAXHOM 3Tane U
HU3IETUH MIOJEPKUBAET €€ B
(ecamu  OTCYTCTBYIOT AKTYaJIbHOM COCTOSIHWH, a
IO0Ka3aTreiabCTBa TAaKXC HaNpasJIid€T B
COOTBETCTBHS CHCTEMEI  YIOJIHOMOYCHHBIH Opra
MEHEKMEHTa KadecTBa OTHYETBL O pPE3yJbTaTax
TpeOOBaHUsAM CTaHAApPTOB, ITOCTIPOIAKHOTO
SKBUBAJICHTHBIX CTaHgapTy MOHUTOpPHUHTA
ISO 13485, B uHOM ciiyyae 0e30macHOCTH u
omenka ocymectaisercs O dexTuBHOCTH
B YACTH MOCTIPOJ@XHOro MEIMIMHCKUX W3NEIni B

MOHHUTOPHUHTA) COOTBETCTBUHU c
IlpaBunamMu mpoBecHUS
MOHHUTOpPUHTA

0€30I1aCHOCTH, Ka4YeCcTBa 1
3G PeKTUBHOCTH
MEIUIMHCKUX U3JICIIHIL;
0) JOKYMEHTHI,
MOATBEPKIAIOIINE, YTO
obOpaTHas CBsA3b C
noTpeduTeIeM
aHaJIU3UPYETCH
MPOU3BOJHUTEIEM
MEIMIIMHCKOTO U3JCIUs B
xoJe MpOIEeCcCOB
JKH3HCHHOTO  IMKJIa
NPOAYKIUU u



HCTONB3yeTCs s BBHIOpDAHHBIX B KaudeCTBE
MOBTOPHOM OIIEHKU PUCKA MPEJACTABUTEIbHBIX

IIpH HEOOXOIUMOCTH I  00pa3IoB
aKTyallu3amnuu

ACATCIABHOCTHU o

MEHEIKMEHTY PHCKa
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