COBET EBPA3UICKOM SKOHOMUYECKON KOMUCCUUN

PELLEHUE
ot 10 HoA6pA 2017 r. N 106

O TPEBOBAHUAX
K BHEAPEHUIO, NOAAEPKAHUIO U OLLEHKE
CUCTEMbl MEHEAXMEHTA KAYECTBA MEOULIMHCKUX U3AENUIA
B 3ABUCMMOCTHN OT NOTEHUUAJIbHOIO PUCKA UX MPUMEHEHNA

CNMCOK N3MEHAOLWMX AOKYMEHTOB
(8 pea. peweHunii Coseta EBpasnincKo SKOHOMMUYECKON KOMUCCUN
0112.11.2021 N 131, o7 19.08.2022 N 133)

B cooTBeTcTBMM C NyHKTOM 2 cTaTbu 31 [orosopa o EBpasMiACKOM 3KOHOMUYECKOM COto3e OT 29
maa 2014 ropga, nyHKTom 1 ctatbm 6 CornaweHuss o eauHbIX MPUHUMNAX M npasBuaax obpalieHus
MEANUMHCKUX M3gennn (Msgennii MeguuMHCKOro HasHauyeHUs U MeOMLMHCKOW TEXHWKM) B pPaMKax
EBpasuniicKoro sKOHOMMYECKOro cotosa oT 23 aekabpa 2014 roga, nyHkTom 107 npunoxkenma N 1 K
PernameHTy paboTbl EBpasmiicKoi 3KOHOMUYECKON KOMUCCUM, YTBEP:KAEHHOMY PeweHnem Bbicwero
EBpasuniickoro skoHommyeckoro coseta oT 23 aekabpa 2014 r. N 98, 1 B uensax UcnoaHeHus PeleHuns
Bbicwero EBpasMIMCKOro 3KOHOMMYECKOro coBeTa oT 23 aeKkabpsa 2014 r. N 109 "O peanusauuu
CornaweHns o eauHbIX MNPUHUMNEAX W MpaBunax ob6paLLeHMA MEeOMUMHCKUX usgenvii (mspenuii
MeANUMHCKOro HasHaYeHMA U MegULIMHCKOM TEXHUKM) B paMKax EBpa3niMcCKoro skoHoMmn4eckoro corosa"”
CoBeT EBpa3uniicKo SKOHOMUYECKO KOMUCCUM peLLnA:

1. YtBepauTtb npunaraemble TpeboBaHWS K BHEAPEHWUIO, NMOAAEPXKAHMUIO U OLUEHKE CUCTEMbI
MeHeaKMeHTa KayecTBa MeOMUMHCKMX U34enMh B 3aBUCMMOCTM OT MOTEHLMANIbHOrO pPUCKa UX
npumeHeHun (ganee - TpeboBaHuA).

2. YCTaHOBUTD, 4TO:
a) B TeyeHMe 12 mecAUEB C AaTbl BCTYN/IeHMA HacTosAwero PeweHunna B cuny:

OLEHKa CUCTeMbl MeEHeaXMeHTa KayecTBa MPOM3BOAMTENSA MEAMLMHCKOroO wu3genua Ha
cooTsetcTBue TpeboBaHUAM He NPOBOAUTCS;

npu nogadve 3adBJIEHUA O PErUcTPaLUM MeSULNHCKOTO U3LeNUA Kaacca NOTEHUMANbHOTO PUCKA
npuMeHeHua 2a (gns MeaAnUMHCKUX U34ENUIA, BbINYyCKAaeMbIX B CTEPUIbHOM Buae), 26 nnm 3 B coctase
PEernucTpaunoHHOro A0Cbe NPeacTaBAAITCA OKYMEHTbI, NOATBEPKAAOWME Hanmyme y Nnpoms3soamnTena
MeAUNUMHCKOro U3a4ennsa yYCnoBUIA MNPOM3BOACTBA 3aABAEHHOr0 ANA pPerncrtpaumMm MeamuMHCKOro
n3genuns, COOTBETCTBYIOWMX TpeboBaHMAM 3aKOHOAATENbCTBAa rocyfdapcTtBa - uyneHa EBpasumiickoro
3KOHOMWYECKOro COto3a, B YNOJHOMOYEHHbIM OpraH KOTOPOro ModaeTcA yKasaHHOe 3asBneHue (npu
Ha/IMYNM TaKUX TpeboBaHMUI), N KOMUKN CEPTUDMKATOB COOTBETCTBUA CUCTEMbI MEHEAKMEHTA KayecTBa
TpeboBaHuAM cTaHgapTta FOCT ISO 13485 "Uspgenns meanumHckne. CUCTEMbI MEHEAXKMEHTa KayecTsa.
CuctemHble TpeboBaHuWAa Ans Uenen perynMpoBaHuMa" WAM  COOTBETCTBYHOLWErO HaLMOHa/bHOrO
(rocypapcTBeHHOro) MM MeKAYHAPOAHOro CTaHA4APTa, @ TaKKe KOMuM OTYETOB O paHee NpPoBeAeHHbIX
MHCNeKUMAxX Ha cooTBeTcTBMe cTaHaapTy ISO 13485 (npu Hannuumm);

6) nponsBoOAUTENN MEAULIMHCKUX U3AeNNIA, 3aperncTpMpoBaHHbIX B TeyeHne 12 mecAues ¢ AaThbl
BCTYM/IeHWA HacToslero PeweHna B cuay B cooTBeTcTBuM € MpaBuaamu perucTpauumn U aKkcnepTusbl
6e30nacHOCTU, KayecTBa U 3PPEKTUBHOCTU MEOUUMHCKUX W3LENNi, YTBEPKAEHHbIMM PewweHnem
CoBeTa EBpasuniicKkon sKoHOMMYECKON Komuccum oT 12 dpespana 2016 r. N 46, fonKHbI NoATBEPAMUTD



BHeApeHne CUCTeMbl MeHeaXMeHTa KadeCTBa nytem MNpoxoxaeHunAa BHeNn/1aHOBOro MHCNEKTUPOBaHUA
npon3soacTtea B COOTBETCTBUU C Tpe6OBaHVIF|MM B TeyeHue 2 net ¢ Aathbl perncTtpaunmn meanumHCKOro
n3aenna;

B) ab3aupl TPETUI U YeTBepPTbIM NyHKTa 3 TpeboBaHMIA BCTYNakOT B CUY C AaTbl BCTYMN/IEHUA B CUNY
MONIOKEHUN O BHECEHMM COOTBETCTBYHOLUIMX WM3MeHeHM B [lpaBuia perucTpaumm M 3KCnepTusbl
6e3onacHOCTU, KayecTBa U 3GPEKTUBHOCTU MEANLMHCKUX U3OeNNN, YTBEPKAEHHbIe PeweHnem CoBeTa
EBpasuniickoit aKoHOMUYeCcKo Komuccum oT 12 pespana 2016 r. N 46.

3. HageneHne WMHCNEKTUPYIOWMX OpraHuU3auMii MOAHOMOYMAMU MO MNPOBEAEHUIO MHCMEKUMI
npoussoauTenen MeaMLUMHCKMX W3Oe/NA  OCYLLeCTBAAETCA OPraHomM rocyAapCcTBEHHOM BfacTu
rocyaapcrsa - yneHa EBpasMicKOro sKOHOMMYECKOro COH3a, YNOSIHOMOYEHHbIM Ha OCYLLECTBAEHUE U
(nnn) KoopamHaumio aeaTenbHOCTM B chepe 0bpalleHMa MEANUMHCKMX U3A4ENUI HA TEPPUTOPUMN STOrO
rocyAapcTsa, B COOTBETCTBUM C TPeBOBaHMAMM K TaKMM OpraHUsaumam, yTeepaaembimmn EBpasmitckoit
3KOHOMMYECKOWN KoMUccue.

4. Hactosuwee PelleHWe BCTynaeT B cuAy No ucTedyeHun 10 KaneHAapHbIX AHeW C AaTbl ero
odurumManbHOro onybanKoBaHuUA.

YneHobl CoBeTa EBPasniiCKO SKOHOMMYECKOWM KOMUCCUMU:

Ot Pecnybnnku Ot Pecnybanku Ot Pecnybanku OT Kblprbi3ckol Ot Poccuminckoit
ApmeHusa benapycb KasaxctaH Pecny6vku depepaunm
B.FABPUENAH B.MATOLLUEBCKW A.MAMWH T.ABAbITY/I0B N.LLUYBA/I0OB
7
YTBEpKAEHDI

PeweHunem CoseTta
EBpa3suniicKoi 3KOHOMUYECKOW KOMMUCCUU
oT 10 HosbpAa 2017 r. N 106

TPEBOBAHUA
K BHEAPEHUIO, NOAAEPHAHUIO U OLLEHKE
CUCTEMbIl MEHEOXMEHTA KAYECTBA MEAULMUHCKUX U3AENNIA
B 3ABUCUMOCTU OT NOTEHLUUANBHOIO PUCKA UX NTPUMEHEHUA

CNM1COK U3MEHSAIOLLMX AOKYMEHTOB
(B pea. peweHwnii CoBeTa EBpasniiCKO 3IKOHOMUYECKOW KOMUCCUU
0T112.11.2021 N 131, o7 19.08.2022 N 133)

I. O6wme nonoxkeHma

1. Hactoswme TpeboBaHua pa3paboTaHbl B COOTBETCTBUM C MyHKTOM 2 cTaTbk 31 [dorosopa o
EBpa3suiickom aKoHOMMYecKOM cotoze oT 29 masa 2014 roga u nyHkTom 1 ctatbn 6 CornaweHus o
€OMHbIX MPUHLUMMAAX W npaBuaax obpalleHUs MeAUUMHCKUMX M3gennn (M3penvin MeaMuMHCKOro
Ha3Ha4YeHMA U MeAUUMHCKON TEXHWKKM) B pamKax EBpa3sMIMCKOro aKOHOMMUYECKOro coto3a OT 23 AeKabps
2014 ropga v ycTaHaBAMBalOT B pamKax EBpasuiicKkoro sKoHommuyeckoro cotosa (pganee - Cotos)
TpeboBaHMA K BHEAPEHUIO, NOALEPHKAHUIO U OLUEHKE CUCTEMbI MEHEAKMEHTA KAuecTBa MeANLNHCKUX
n3gennii B 3aBUCMMOCTM OT NMOTEHLMANIBHOTO PUCKA UX NPUMEHEHMUA.



2. Ana ueneit Hactoawmx TpeboBaHMI UCNOJIb3YIOTCA MOHATUA, KOTOPbIE 03HAYaloT C/eayloLLEee:

"VIHCI'IeKTMpOBaHVIe I'IpOVIBBO,D,CTBa" - OUEeHKa YCJ'IOBVIﬁ npon3soAacTea U CUCTEMbI MeHeOXMEHTa
Ka4yecTtBa npounssoauntena meamunHCKOro n3genna Ha CooTBeTCtene HaCtoAlnm TDE6OBaHMﬂM,'

"MHCNEeKTMpYyoLWasa opraHM3auma” - YyNoONHOMOYEHHbI OpraH MAM OpraHM3auma, HAaXo4ALWAACA B
Be4EHUN (MNOAYMHEHMM) YMNOJHOMOYEHHOTO OpraHa W HagefeHHas MOJIHOMOUYMAMM MO MPOBEAEHUI0
WMHCNEKTUPOBAHWUA NPON3BOACTBA MEANUMHCKUX U3AENNIA;

(8 pea. peweHuna CoseTta EBpasmninckoit skoHommueckoin kommnceum ot 19.08.2022 N 133)

"KoppeKTupylolee aeictene" - aeinctsve, NpeanpuHATOE MNPOU3BOAUTENEM MEANLMNHCKUX
M3gennii C Uenblo YCTPaHEHUs NPUYUHbI OBHAPYKEHHOro HECOOTBETCTBUSA WM HEMKenate/lbHoro
cobbITUA;

"Koppekuua" - gencTeme, NpeanpuUHATOE B LENSX YCTPaHEeHUA 06HapyKeHHOro HECOOTBETCTBUSA;

"KPUTUYECKNI NOCTaBLLMK" - MOCTaBLUMK, NPOAYKLMA MAU YCAYTM KOTOPOro OKa3sblBalOT Mpsamoe
BAMAHUE Ha 6e3onacHoCTb U (MK) 3pPeKTUBHOCTb MEAULIMHCKOrO U3aenus;

"HegobOpoKayecTBEHHOE MeAMUMHCKoe wu3genve" - MeAuMUMHCKOe W3Aesive, KOoTopoe He
cooTBeTcTByeT 06wmm TpeboBaHuam 6e3onacHOCTM U 3GOEKTUBHOCTM MEOULMHCKUX U3LENUN,
TpeboBaHMAM K MX MapPKUPOBKE, TEXHUYECKON M IKCM/TYaTaLMOHHON OKYMEHTALLMN HA HUX U HE MOXKET
6bITb 6€30MacHO MCNOb30BaHO MO HAa3HAYEeHWIO, YCTAHOBIEHHOMY NMPOU3BOAMUTENEM;

"OLLeHKa CUCTeMbl MeEHeAXKMeHTa KayecTBa MeAMUMHCKOro wusgenva" - noaTesepaeHue
BHEAPEHMA, NOALEPHKAHUA U PE3YNbTAaTUBHOCTU PYHKLMOHMPOBAHUA CUCTEMbI MEHEAKMEHTA KayecTBa
MeANUMHCKUX M3aennn ana obecnevyeHns cOOTBETCTBUA BbIMyCKAaeMblX B obpalieHne B pamkax Cotosa
MeANUMHCKUX U3LENUNA NPUMEHUMBIM K HUM Obwum TpebosaHuAamM BesonacHocTM M 3PPeKTUBHOCTH
MEANUMHCKUX Un3aenuii, TpeboBaHMAM K WX MapPKUMPOBKE, TEXHWMYECKOM W 3IKCMAyaTalMOHHOM
OOKYMEHTaUMM HA HUX, YyTBEPXKAEHHbIM PelweHnem CoBeTa EBPa3miicKO SKOHOMUYECKON KOMUCCUM OT
12 ¢eBpans 2016 r. N 27;

"MOCTNPOAAXKHbIA  MOHUTOPUHT" - cucTtema cbopa W aHanus3a [AaHHbIX MNPOM3BOAUTENA
MEOVLMHCKMX U3LeNNii O NPUMEHEHUN MEANUMHCKUX W3LEANN, OTCNAEKMBAHUM U  BblABAEHUM
No6OYHbIX AENCTBUI MEAULMHCKUX U3LENNIA B MPOLLECCE UX SKCNAYyaTaLmK;

"npeaynpexgatolulee aenctene" - aOeincteve, NPeanpuUHATOE B LENAX YCTPAHEHUA MPUYMHbI
NoTeHUMaNbHOrO HECOOTBETCTBMA MM NOTEHLMAbHO HEXKENaTeNbHON CUTYaLMK;

"npounsBoacTBeHHas naowagKa" - TeppuUTOpMnanbHO 060c0b61eHHbIM KOMMJIEKC,
npegHasHayeHHbI AN BbIMNOAHEHUA BCEro npouecca Npov3BOACTBA MEAULMHCKOTO U34eNns UAn ero
onpeaenieHHbIX CTaani;

"cuctema MmeHeOKMeEHTa KayecTBa MeAUUMHCKUX u3genvin' - opraHusauuMoHHas CTPYKTYpa,
dYHKLMK, Npoueaypbl, NPOLECcChl U pecypcbl, HeObXxoANMble ANA CKOOPANHUPOBAHHOW AEATENbHOCTU
Mo pPyKOBOACTBY W YNPaBAEHWUIO OpPraHusaumMenr - NPOU3BOAUTENEM MEAULMHCKUX U3LeNnit

NPUMEHNTENbHO K Ka4ecCTBy,

"YNOAHOMOYEHHbIN opraH" - opraH rocyaapcTBeHHOW BAacTM rocydapctsa - uneHa Colo3sa,
YNO/IHOMOYEHHbIN Ha OCyllecTBieHMe U (Man) KoopauHauuilo aeAaTenbHOCTM B chepe obpalleHus
MeANLMHCKUX U34e/INM Ha TEPPUTOPMK 3TOTO roCyAapCTBa;

"ycnosua npomsBoacTBa" - MHOPACTPYKTypa M NMPOM3BOACTBEHHAA cpeda, Heobxoaumble ANA
obecneyeHna COOTBETCTBMA MPOM3BOAMMbBIX MEAMLMHCKMX  u3gennin  Obwmum  TpeboBaHMAM
adPeKTUBHOCTU M 6e30NacHOCTH, TPEBOBAHMAM K MX MapKUPOBKE, TEXHUYECKOM U 3KCMAyaTalMOHHOM
AOKYMEHTaUMM Ha HUX, yTBEpPXKAeHHbIM PelweHnem CoseTa EBpasniMCKo 3IKOHOMMYECKOWM KOMUCCUM OT



12 ¢peBpana 2016 . N 27.

1. TPE6OBaHM'iI K cucteme meHepXmeHta Kavyectsa meguuymnHCKux
MBAEHMVI B 3aBUCUMOCTU OT NOTEHLUMNA/IbHOIO PUCKA UX NPpUMEeHeHUnA

3. MNpousBoauTenn MeAULMHCKMX U34ennit (3a MUCKAoYeHUem Mpou3BoAUTENel MeaULMHCKMX
M3genuii Knacca nNOTEHUMANbHOrO PUCKa MpUMeHeHMA 1 U HecTepUAbHbIX MeAULMHCKUX U3Aenuni
KJacca MNOTEeHUMaNbHOroO pPUCKa MpUMeEHeHWA 2a) 40 npeacTaBleHusa AOKYMEHTOB ANA perncrpaumu
MeANUMHCKUX n3aenmii 06a3aHbl BHEAPUTb CUCTEMY MEHEeAKMEeHTa KauecTsa MeaNLUHCKUX M3gennn B
3aBMCMMOCTM OT KNacca NOTEHLMANbHOIO PUCKA UX MPUMEHEHUA.

MNpoussoauTeNM MEOULMHCKMX WM3LE/NI Knacca MNOTEHLMANbHOrO puUCKa npumeHeHns 1 wm
HECTEPU/IBHBIX MEAMUMHCKUX W3LeNNiA Knacca NOTEeHUMANbHOTO PUCKA NPUMeHeHWss 2a Bnpase
BHEAPUTb M NOAAEPHKMBATL CUCTEMY MEHELMKMEHTA KayecTBa MeANLMHCKUX U34ENUN.

B cnyyae ecnan npowussoauTenn MeguUMHCKUX M3,D,EJ'IM171 KnacCa MNMOTeHLUMaNbHOINO pPUCKa
nNPpUMeHEHNA in HeCTEPUNbHbLIX MegNUNHCKUX M3,D,EJ'IM171 K/1aCcCa NOTEHLMANNbHOIO PUCKa NPUMEHEHNA 2a
npowan OoUueHKY CUCTEMbI MEHEOXMEHTA KayecCTBa MEANUNHCKOINo n3genna, BKAK4Yaowyo npouecchl
NPOEKTUPOBAHNA U pa3pa60TKM, B COOTBETCTBUMU C HaACTOAWMMU Tpe6OBaHVI‘r'IMM, TO B Te4yeHune Cpoka
,D,eVICTBMH 3aKNlo4eHnA, cogepkalweroca B OT4ETE MO pe3ynbTaTam nposeaeHMA UHCNEKTUPOBAHUA
npon3soacTtea, BHeCeHWME U3MEHEHUN B PErNCTPpaULMOHHOE [O0Cbe TakuX MeaAUUNHCKUX M3,D,EJ'IM171
ocyulecTsnAaeTcAa bes nposeaeHMA 3SKCNeEpPTU3bI 6E3OI'IaCHOCTVI, KayectBa U 3¢¢EKTMBHOCTVI B
YBEOOMUTE/IbHOM NMOpAAKE.

MpoussoauTenb MEAUUNHCKOIO U3AENNA B TEYEHME 2 MECALEB CO AHA BHECEHWUS U3MEHEHWUI B
OOKYMEHTbI PerncTpaumMoHHOro Aocbe, NPeACcTaBAEHHOIO AN PerucTpaumMm mMeauuMHCKOro u3aenuvs,
yBe4OMANSAET O BHECEHUWN COOTBETCTBYIOLLNX U3MEHEHMUI MO popme B COOTBETCTBMMU C npuaoxkeHnem N 7
K MpaBunam peructpaumMm m 3KCNepTusbl 6€30MacHOCTU, KayecTBa U 3PPEKTUBHOCTU MeAULMHCKUX
nsgennii, yteepaeHHolMm PeweHnem Coseta EBpasmMincKoi s3KOHOMMYECKON KOMUCcUKM OT 12 deBpana
2016 r. N 46, yNnO/IHOMOYEHHbIN OpraH, BblAABLINN PEFNCTPALMOHHOE YAOCTOBEPEHUE MEANLMHCKOro
nsgenus.

4. MNMpounssognTenn MeauLUNHCKUX 34NN KNacCcoB NOTEHUMANbHOro PUCKa npumeHeHus 2a (gna
MeANLUMHCKUX M34eNNiA, BbIMYCKaeMbIX B CTePpUIbHOM BUAe) n 26 A0 npeacTaBieHMsa AOKYMEHTOB Ans
perucTpaummn  MeaMUMHCKMX  U3genuit  o06s3aHbl  BHEAPUTb CUCTEMY MeHed)KMeHTa KayecTsa
MeANLUMHCKUX U3aeNnii (33 UCKAoUYeHUEM BHeApPeHUA NPOLLEeCCOB NPOEKTUPOBAHNA U pa3paboTku).

5. MponsBogmTenn MeanuUMHCKMX U3LENUA Knacca NOTEHUMANbHOTO PUCKA NpUMEHeHusa 3 [o
npeacTaBAeHUA LOKYMEHTOB AR PErucTpaumm MeguumMHCKMX M3aenmin obA3aHbl BHEAPUTb CUCTEMY
MEHe)KMeHTa KayecTBa MeAULUMHCKUX W3AEeNUNA, BKAIOYAIOLIYIO MPOLLECChl NPOEKTUPOBaHUA U
pa3paboTKku.

6. CUCTeMa MeHeAKMEeHTa KauecTBa MeAULMHCKUX U3LeNni foNKHA obecneynmBaTb COOTBETCTBUE
BbIMyCKaemblx B obpalieHMe B pamkax Coto3a MeAUUMHCKUX U3AENUI NPUMEHUMbIM K HUM O6Lwmm
TpeboBaHMAM 6e30nNacHOCTU N 3GPEKTUBHOCTU MEOULMHCKUX U3AENUIN, TPEOOBAHMAM K MX MAaPKUPOBKE,
TEXHWMYECKOM W IKCMAYaTaUMOHHOM [OKYMEHTAUMM Ha HUX, YTBEPKAEHHbIM PeweHvem CoseTa
EBpasuniickoit aKOHOMMYECcKON Komuccum oT 12 despansa 2016 r. N 27 (nanee - Obwme TpeboBaHmA
6e3onacHOCTU U 3 HEKTUBHOCTH).

7. Ana BHeapeHMA CUCTEMbl MeHeAKMEHTa KayecTBa MeAMUMHCKUX U3Z4enuii npousBoamuTenb
MeaUNLMHCKMX U3aennii obasan:

a) paspaboTtaTb AOKYMEHTMPOBaHHble TpebOoBaHMA K YNpaB/ieHWI0O PUCKaMM Ha BCex 3Tanax
U3HEHHOTO UMKAA MeANLMHCKUX U3OENNNA;



6) onpeaennTb mpouecchbl, HeobXxoAuMble ANA Pe3ynbTaTUBHOIO QYHKUMOHMPOBAHUA CUCTEMDI
MeHeKMeHTa KayecTBa MeAMUMHCKUX u3denunii (ganee - npouecchl), U NpumeHeHWe MpoLeccoB B
opraHu3aumu - npoussoamTene MeanLUNHCKUX U3aenui;

B) onpenennTb nocnenoBaTte/sibHOCTb M B3aMMOCBA3b NPOLUECCOB;

r) onpeaenuntb KpUTEPUM U METOAbl, HeobxoauMble ANnA obecrnedyeHns pesyabTaTUBHOCTU, KaK Npu
OCYLLLECTB/IEHUMN MPOLLECCOB, TaK U NPW yNpaBJeHMUM NPoLEeccamu;

A) obecneymsaTtb HaiMyMe YCNOBMIA NPOU3BOACTBA, PECYPCOB U MHOPMALMM, HEOBXOANMbIX ANA
noaaep*aHuna NpoLEeccoB M OcyLecTBAeHUA MOHUTOPUHTa NPOLLeCCOoB;

€) OCyLLEeCTB/ATb MOHUTOPUHT, U3MePEHUe (rae NPUMEHMMO) M aHaAn3 NPOLLECCOB;

)K) NMPUHUMATb Mepbl, HEO6XO,D,MMbIe ana  OOCTUXEeEHMA 3an/IaHNPOBAHHbLIX pPE3Yy/IbTaTOB U
nogaepxXaHna pesynbtatTMBHOCTU NMPOLLECCOB.

8. Bce anemeHTbl CUCTEMbl MEHEAXMEHTA KayecTBa MeAULMHCKUX M34ennin (opraHusaumoHHan
CTPYKTYpa, METOAMKM W OMNUCaHWe MpPOLEeCCOB) [AOMKHbI [AOKYMEHTaNbHO 0(OPMAATLCA MU
NOAAEP}KMBATLCA B aKTya/lbHOM COCTOAHUM.

[OKyMeHTaumMa CcUCTeMbl MeHeAXMEHTa KadyecTBa MeAMUMHCKMX u3aenuii opopmaserca Ha
6yMa)KHOM HocCuTesle, a B C/Ay4ae eCc/ln 3aKOHOA4aTe/NbCTBOM rocydapctsa - yieHa Cotosa (ganee -
rocy4apcrso-yneH) npeaycMoOTpeHa BO3MOXHOCTb OGOPMAEHMA YKa3aHHOM OOKyYMeHTauuu B
3/1eKTPOHHOM BMAE, - Ha 3NEKTPOHHOM HocuTese. Takasa AOKYMeHTauuA NpeacTaBAseTCA Ha PYyCCKOM
A3bIKE MW C 3aBEPEHHbIM NPOM3BOAMUTEIEM B YCTaHOBNEHHOM 3aKOHOAATENbCTBOM rOCy4apCTBa-ysieHa
nopaaKe ayTEHTUYHbIM MepPeBOAOM Ha PYCCKMIA A3bIK.

9. JOKyMeHTaumMa cucteMbl MeHeg)KMeHTa KadecTBa MeAUUMHCKOro U3fesinAa JOKHA B TOM
yucne cogepatb onncaHue:

a) TpeboBaHUI K TEXHUYECKMM XapaKTepUCTUKAM MeAMLMHCKOro W3Aenus, CTaHZapToB Wu
OTAENbHbIX Pa3faenos (MyHKTOB, MOAMYHKTOB) CTaHAAPTOB, KOTOpble ByayT NPUMEHATLCS, a B C/yvae
€C/IM COOTBETCTBYIOLLME CTaHAAPTbI He ByayT NpMMeHATLCA, cnocoboB, KoTopble ByayT MCMNOb30BaATHCA
Aona Toro, 4rtobbl rapaHTMpoBaTb, 4YTO Ob6wwme TpeboBaHuA 6esonacHocTM U 3PDEKTUBHOCTY,
NPUMEHNMbIE K U3rOTaBANBaEMbIM MEANLIMHCKUM U3aenmam, byayt cobatoaaTbes;

6) meToa0B U rNybUHbI KOHTPOAA TPETbEN CTOPOHbI B CyYae, eciv paspaboTka, NPons3BoACTBO U
(nnn) BbIXOAHOWM KOHTPOb BbINO/HAIOTCA TPETbEN CTOPOHOM’;

B) MPOLLECCOB MNPOM3BOACTBA, KOHTPONA KayecTBa M obecrneyeHMs KayecTBa MeAMUMHCKOro
n3genus, NpoLeccoB U CUCTEMATUYECKUX Mep, KOTopble ByayT MCNOb30BaTbCA A1 KOHTPOIA KayYecTsa
M obecneyeHns KayecTBa MeLUMUMHCKOTO M34enna, B TOM YMCAEe NPOLECCOB KOPPEKTUPYHOLLMX M
npeaynpexaatowmx 4encTBui;

r) LOKYMEHTOB yyeTa rokasaTesiel KayecTBa MeAMUMHCKOro msgenus (oT4eToB O MpoBeaeHUn
BHYTPEHHMX MPOBEPOK, UHCMEKLMI, O pe3ybTaTax UCTIbITaHUI U APYTUX LOKYMEHTOB);

,D,) Cpencrte KOHTPONA 3a AOO0CTUXMEHUEM TDE6YEMOI'O KayectBa MeaUUMHCKOro wusgenna wu
PE3yNbTaTUBHbIM d)YHKLI,MOHVIpOBaHMEM CUCTEMbI Ka4yeCTBa MeEANUNHCKOIoO n3genuna,

e€) nnaHoB, npoueayp W AOKYMEHTOB obpaTHOM CBA3M C noTpebutensmu (B TOmM uucne
MOHUTOPUHra 6€30NacHOCTM N 3GPEKTUBHOCTU MEANLMHCKOTO U341 Ha NOCTNPOAAXKHOM 3Tane).

10. MNpousBoauTenM MeAMUMHCKUX WU3OE/NUN, BHEAPUBLUME CUCTEMY MEHEeAXMEHTa KayecTsa
MEeANLMHCKNX M3LENUNA B COOTBETCTBUM C HacToAWMMM TpeboBaHMAMMU, [ONKHLI NOLLEPKMBATL €e B



dKTya/IbHOM COCTOAHUN U obecneunBaThb ee Pe3yNbTaTUBHOCTb.

lll. TpeboBaHUA K OL,EHKe CUCTeMbl MeHe KMeHTa KauecTBa
MeAULMUHCKUX u3penmuii

11. OueHKy cuCTeMbl MeHedKMeHTa KayecTBa MeAMUMHCKUX  Un3genuii  NposoAasT
MHCNeKTUpYytoLLMe opraHusaummn B Gopme MHCNEKTUPOBaHMA NPON3BOACTBA.

12. Pacxoapl, cBA3aHHble C NpoBeAeHMEM WMHCNEKTUPOBAHUA MPOMU3BOACTBA B PaMKax OLLEHKMU
CUCTEMbI MEHEAMKMEHTA KayecTBa MeAULMHCKUX MU3OEeNUNl, HeceT Nnpou3BoAUTEe/lb MeAULMHCKOro
n3gennsa Ha OCHOBAaHMM [AOrOBOPA, 3aK/KOYAEMOro C WMHCMEKTUpPYOWel opraHusaumen. Tapudbl Ha
npoBeaeHMe MHCNEKTUPOBAHMA NPON3BOACTBA YCTaHAB/IMBAOTCA B COOTBETCTBUM C 3aKOHOAATENBCTBOM
rocyapcTB-4eHOB.

Pacuet HOpMaTMBHOVI NPOAO/TKUTENIbHOCTUN MHCNEKTUPOBAHNA NPOM3BOACTBA OCYLWECTBNAETCA NO
npasBuMaam cOrnacHo npuaoxeHuto N 1.

13. MHCHeKTMpyPOLLI,aH OopraHnsaunAa He O01XKHa 6bITb 3anHTepecCoBaHa B pe3ysibTaTaX NnpoBeaeHnA
MHCNEKTUPOBAHNA NPONU3BOACTBA.

MHcneKkTUpytowana opraHusauma, ee pPyKoBOACTBO WM COTPYAHWKM, yyacTBylOLMe B NpoBeAeHUU
WMHCNEKTUPOBAHUA NPOM3BOACTBA, HE AO0/XKHblI MPUHMMATL y4yacTue B AEATENbHOCTU, KOTOpPas MOXKET
MOB/MATL Ha HE3aBUCUMMOCTb WX CYXAEHWA MAM MX 6ecnpuUcTPacTHOCTb B OTHOLUIEHWW Pe3y/ibTaToB
NnpoBeAeHMA MHCMEKTUPOBAHMA NPOM3BOACTBA, OHWU TaKKe He [A0/KHbl OblTb paspaboTymkamuy,
NpPou3BOANTENAMM, NOCTAaBLMKAMN MEOULMHCKMX U3LENUNA, HE LAOJIKHblI OCYLLECTBNATb TEXHUYECKOE
o6cnyKMBaHME (PEMOHT) MEAUUMHCKUX U3AEAUI, OLUEHKY KOTOPbIX OHM MPOBOAAT, UKW HE [AOJIXKHbI
6biTb  YNO/NHOMOYEHHbIMM  MNpeacTaBuUTenamMmu  paspaboTymMka, npoussBoauTens,  MNOCTaBLUMKA
MEANUMHCKUX U3LEeNNIA, UL, OCYLLECTBAAIOLWMX TEXHUYECKoe 06CNyKMBaHME (PEMOHT) MeaULUMHCKUX
n3genui.

14. WHcnekTMpylowWwaa opraHusauma obs3aHa AOKYMeHTasbHO 0dOpMAATb  MPOLLEeCChI,
OXBaTbIBalOLLME:

a) obpaboTKy 3anpoca O MNPOBEAEHWUM MHCMEKTUPOBAHUA MNPOU3BOACTBA, MOCTYMUBLIETO OT
NpPon3BOAUTENA MEAULMHCKOIO U3AeNNs;

6) nnaHMpoBaHWe, MNpoOBeAeHWE W COCTaB/leHME OT4yeTa O MNPOBEAEHWM WHCMNEKTUPOBaHUA
NpPOM3BOACTBA;

B) YC/l0BMA [0roBopa O MPOBEAEHUWM WHCMEKTUPOBAHMA MPOM3BOACTBA, 3aK/0YaeMOoro ¢
npounsBoauTENEeM MEAULMHCKOIO U3e1A UAKN €ro YNONHOMOYEHHbIM NPeAcTaBUTeNeM;

I') onpegeneHne NnponssBoACTBEHHbIX NOWaA0K, KOTOpblE 6y,u,yT noaBepraTbCA MHCNEKTUPOBAHUIO
npon3soAacTBa,

O) odopmneHne OTYETOB C 3aK/AOYEHMEM O COOTBETCTBMM WM HECOOTBETCTBMM CUCTEMDI
MeHe3KMeHTa KayecTBa MeAULIMHCKOro u3aenuns Hactoawmum TpeboBaHUAM;

€) KOHTPO/1b 33 KOPPEKTUPYIOLLMMWN AENCTBUAMM MO YCTPAHEHMIO HECOOTBETCTBMI, BbIABIEHHbIX B
xo4e nNpoBeAeHNA MHCMEKTMPOBAHMUA NMPOU3BOACTBA;

X) pacnpegeneHne 06s3aHHOCTEM M MOJHOMOYMI UYNEHOB WMHCNEKUMOHHOM rpynnbl npu
npoBegeHUM WMHCNEKTUPOBAHMA MPOM3BOACTBA (C YYETOM WX KOMNETEHUMMU) U NpU HEoBXoAMMOCTU
NpMBEYEHME BHELIHNX 3KCMNEPTOB.

15. WHcnekTupylowaa opraHusauma obsasaHa paspabotatb M BbINOAHATL  MpoOUEAypbI



nepBoHa4aZlbHOro onpeageneHnA KomneteHuMmnm MHCNEeKTopoB Mpun UX Ha3dHa4YeHUMN Ha AO0/IKHOCTU U
HENpepbIBHOIo nogaep*xaHmaAa ee yposHA.

MHCNeKTopbl A0MKHbBI MMETb AUMAOM O Bbicliem 06pa3oBaHMM CO cneumanmnsaumen B meauumnHe,
€CTeCTBEHHbIX HayKax WKW UHMXeHepHOM Aene, onbiT paboTbl He meHee 3 neT B 061aCTU OLEHKM
6e30nacHOCTH, KayecTsa 1 3GGEKTUBHOCTUM MeAMLIMHCKUX U34eNnii U (MNK) rocyaapCcTBEHHOrO KOHTPONA
3a obpalleHnem meanLUMHCKUX U3OENNN, A TaKKe A01XKHbl 061a4aTh:

3HAHWAMM  NPOM3BOACTBEHHbLIX  MPOLLECCOB W TEXHO/OMUIA,  KOTOpble  MPUMEHSIOTCA
NpPou3BOAUTENAMU MEANLMHCKUX U3LENNN;

3HaHMAMM TpeboBaHUN 3PPEKTUBHOCTN U BE30MACHOCTU MEAULMHCKUX U3Oe/NIA, TEXHONOTUIA U
PUCKOB UX MEANLMHCKOIO NPUMEHEHUS;

3HaHUAMWN CTAHOAPTOB CUCTEMbI MEHEOXMEHTA KadeCTtBa MEAUUUNHCKUX M3,D,EJ'IM171 n Cuctembl
ynpasaeHna puckamm meanunHCKmnX VI3,D,EJ'IVII7I,'

3HaHMAMUN OCHOB TeOopuUMU BepPOATHOCTU U CTATUCTUKU (B TOM 4Yucne MeToauK onpeageneHuAa
YPOBHEM A0BEPUTE/IbHOW BEPOATHOCTU B OTHOLLUEHUWN PEnpe3eHTaTUBHOM BbIOOPKM N perpeccuoHHOro
aHanmsa).

KomneTeHUMs MHCNEKTOPOB, yKasaHHasA B ab3auax TpeTbemM M YEeTBEePTOM HACTOALLEro MyHKTa,
OOJIKHA NOATBEPKAATbCA A4 NoArpynn MeANUMHCKUX U34ENNI NO NepPeYHto COrnacHo npuaoxeHno N
2. WHCnekTMpylowasa opraHusauMa [OJIKHA OOKYMEHTMPOBaTb 06/1acTM  KOMMETEHUUU CBOWUX
MHCNeKTopoB. 3anucu 06 061acTAX KOMMETEHUMU WHCMEKTOPOB [AOJ/IXKHbl NoAAepsKUBaTbCA B
aKTya/lbHOM COCTOAHMM M YUYMTbIBATbCA MPU  Ha3HAYEHUN UHCMEKTOPOB AN nposBeaeHus
MHCNEeKTUPOBaHMA NPON3BOACTBA COOTBETCTBYIOLWMUX MEANLUHCKUX U3AENNA.

MHcneKkTupylowas opraHn3auma 4oKHa NPoBepATb NPOodeCcCMOHaNbHbIA YPOBEHb MHCMIEKTOPOB B
Lenax NoAaTBEpPXKAEHUA MX KOMMETEeHUMW MNOCPeACTBOM MPOBEAEHMA aTTecTauum M noc/eapyroLei
nepeatTecTaunm He pexke 1 pasa B 3 roga.

16. MHcneKTMpytlowasn opraHn3auma Ao/1KHa BHEeAPUTb AOKYMEHTA/IbHO YCTaHOBEHHbI NOPAA0K
obecneyeHna KOHOUAEHUMANBHOCTM MHPOPMALMK, COCTABAAIOLLEN KOMMEPYECKYID TalHy W
MONYYEHHON B XOAEe MNPOBEAEHMA WHCNEKUUM, C Y4eTOM BO3MOXKHOCTM TMPUBAEYEHUA BHELIHUX
3KCMepTOB N y4aCTUA MHCMEKTOPOB (3KCMepToB) OT YNOJIHOMOYEHHbIX OPraHoB.

CornalueHne o KOHOUAEHUMANbHOCTM, 3aKN0YaemMoe MeXAy MHCNEKTUPYIOLLEl opraHu3aumen u
npoussoauTenem MeAMUMHCKUX W3AeNNi, AO/KHO COoAeprKaTb MOJIOMEHUA, npeaycmaTtpusatolme
BO3MOXHOCTb NpeAcTaB/feHMs MaTepuanoB MO  pesy/ibTaTaM MPOBeAeHUs  UHCNEKTUPOBaHUA
YNO/IHOMOYEHHOMY OpraHy, a Tak»e No6biM APYrMM YNOAHOMOYEHHbIM OpraHam, mexKay KOTopbiMu
MMeoTCA cornalleHna 0 KOHGUAEHUMANbHOCTY.

17. IHCneKTUpytowan opraHMsaums 40/KHA NOAAEPKMBATb B paboyem COCTOAHMUM U XPaHUTb He
meHee 10 neT 3anucu 06 MHCMEKLMAX U APYroi AeATeIbHOCTM Mo BCeEM NMPOU3BOAUTENAM MEAULIUHCKUX
n3genvii, NofaBlUMM 3asBKM O MPOBEAEHUM MHCNEKTUPOBAHUA NMPOU3BOACTBA M (MAKM) Mpolueswmm
MHCMNEKTUPOBaHWE NMPOU3BOACTBA, KOTOPbIE AOJIXKHbI BK/OYATb B cebA:

a) MHGOPMaLMIO O 3asBKE M OTYETbI O pe3y/ibTaTax NPOBeAEHNA MHCMEKTUPOBAHNA NPOM3BOACTBA;
6) JOroBop Ha NPoBeAEeHNE MHCMEKTUPOBAHUA NPOM3BOACTBA;
8) 060CHOBaHME NPOAO/IKUTENBHOCTU MHCMEKTUPOBAHMA NPOU3BOACTBA;

r) KOHTPO/Ib 33 BbINOJIHEHWMEM KOPPEKTUPYIOWMX AEACTBMIA MO pesy/nbTaTaM NpoBeAeHMUsA
WMHCNEKLUMIA;



[) 3anmcK 0 Kanobax 1 anennaumaAx, a TakKe NocieayoWmnx KOPPEKTUPYIOLLUX AeNCTBUSAX;
€) LOKYMEHTbI, NOATBEPKAAIOLMNE KOMNETEHTHOCTb MHCMEKTOPOB M BHELWHMX 3KCNEPTOB.

18. YnonHomoumMBaHWE WMHCMEKTUPYIOLWMX OpraHusauMii  Ha npoBedeHWe  UHCNeKuui
npoussoauTenen MeaULUHCKUX MW3AENUIA, 3a MUCKAIOYEHMEM C/ly4yaeB, KOrda MHCMEeKTUPYHOLWMUMU
OpraHu3aumMammM ABAAIOTCA YNOJHOMOYEHHbIE OpraHbl, OCYLLECTBASET YNOJAHOMOYEHHbIN OpraH Mo
Kaskaol noAarpynne mMeauvUUMHCKUX W3O4eNnii NOo nepedyHio B COOTBETCTBMU C npunoskeHnem N 2 K
HacToAaWwmUM TpeboBaHUAM Ha OCHOBaHMM OLLEHKN UX COOTBETCTBUA HacToAWMM TpeboBaHMAM.

YNONHOMOUYEHHbIW OpraH BnNpaBe ONpeaenATb KO/AMYECTBO MHCMEKTUPYIOWMX OpraHMsauuii ans
npoBeAeHUA NHCMEKTMPOBAHUA MPON3BOACTBA MO 3aABKam NPoOuU3BOAUTENEN MEANUMHCKUX U3AENNIA U
(vnn) B COOTBETCTBMM C rpaduKamMm NPOBEAEHMA WMHCNEKTUPOBAHWA MPOU3BOACTBA B CPOK, He
npesblWaloWmnn 3 mecAua co gHA NpeacTaBNeHNUA NPOU3BOAUTENEM MEANUMHCKOIO U34e/MA NOJSHOIo
KOMMN/IEKTa AOKYMEHTaUuMM, B TOM 4uCae OOKYMEHTOB 06 oniate NpOBEAEeHWA WMHCNEKTUPOBAHMUA
npoun3BoACTBa.

MepeyeHb MHCMEKTUPYIOWMX OPraHn3aLMii pasmMeLLaeTcsa Ha canTax yrno/JIHOMOYEHHbIX OPraHoB B
NHOOPMALIMOHHO-TENEKOMMYHUKALUMOHHOM ceTn "UHTepHeT" (panee - ceTb WMHTepHeT), a TaKxe
onyb6anKoBbIBaeTcs Ha MHPopmaLmoHHOM nopTane Cotosa.

YNo/HOMOYEHHbIE OpraHbl B TedeHne 3 pabounx gHen co AHS BHECEHUS U3SMEHEHWUI B CBeAEHMA,
cogeprkalmeca B MepeyHe  WHCMEKTUPYIOWUX  opraHusauuii, obecneymBaloT  pasmelleHue
COOTBETCTBYIOLWEN MHPOPMALMM Ha CBOMX O0dULMANbHbBIX CalnTax B ceTU NHTepHET u ee npeacTaBaeHue
B EBPasuiCKyl0 3KOHOMWYECKYID KOMWCCUMIO C WCMNOJIb30BaHUMEM CPeacTB  WMHTErpupoBaHHOM
nHbOpPMaLNOHHOM cuctembl Cotosa.

19. YNonHOMOYEHHbIN opraH He pexe 1 pasa B 2 roga NPoBOAUT MPOBEPKY MHCNEKTUPYIOLWNX
OpraHuMsaumii, 3a WCK/AIOYEHMEM C/y4aeB, KOr4a MWHCNEKTUPYIOWMMW OpPraHM3aumMammn ABNAKOTCA
YNO/NHOMOYEHHbIE OpraHbl, Ha npeameT cobnlogeHUAa HacToAwmx TpeboBaHW. YNONHOMOYEHHbIE
opraHbl He No3gHee Yem 3a 3 MecALa 0 Havyana NPoBeAeHUA MPOBEPKU AONKHbI PasmeLLaTb Ha CBOMX
obuuUManbHbIX caiTax B ceTm WHTepHeT rpaduKM NpPoBeAEeHUA MPOBEPOK WMHCNEKTUPYHOLLMX
OpraHusaumii, KoTopble  AO/KHbl  6bITb  AOCTYMHbl  MHCMEKTUMPYIOWMM  OpraHusaumam wu
YMO/HOMOYEHHbIM OpraHam.

B cnyyae ecnm MHCMEKTUPYIOLWEN opraHusaumeit ABAAETCA YNOAHOMOYEHHbIA OpraH, KOHTPO/Ib 33
ee OeATeNbHOCTbIO OCYLLECTBAAETCA B MOPAAKe, YCTaHOB/MEHHOM 3aKOHOAATeNbCTBOM rOCYyAapcTBa-
uneHa.

MoNHOMOUYMA NHCNEKTUPYIOLLLE OPraHU3aLMM MOTYT BbiTb OTO3BaHbl YNOJHOMOYEHHbIM OPraHoOM,
€c/I1 No pesysibTaTamM NPOBEAEHUS NPOBEPKM ByAeT YCTaHOBAEHO, YTO MHCNEKTUPYIOLWLAA OpraHu3aums
He cobntoaeT HacTosawue TpeboBaHUA.

YNONHOMOUYEHHbIE OpraHbl BNPaBe 3a CBOW CYET HaMNPaBUTb CBOMX NpeacTaBUTeNeN 41 y4acTus B
npoBegeHUM MPOBEPKU MHCMEKTUMPYIOWEN OpraHM3auMM B KadyecTBe WMHCMNEKTOPOB (3KcnepTos), 3a
WCKNIOYEHNEM CAyYaeB, KOr4a WHCMNEKTUPYIOWMMM OpraHu3aumamm ABAAKOTCA YNOJHOMOYEHHble
opraHbl. o pe3ynbTaTam NpPoOBEAEHUSA MNPOBEPKM WHCMNEKTOp (3KchnepT) BnpaBe npeacTaBuTb B
YNONHOMOYEHHbIW OpraH, NPoBOAALLMIA NPOBEPKY, MMCbMEHHbIE 3aMeYaHNA U NPeasIoKeHMS.

20. YNONHOMOYEHHbIe OpraHbl B pamKax KoopauHauuu paboT B 061acTM agMUHUCTPUPOBAHUA
WMHCMNEKUMNA, Pa3BUTUA MEXaHU3IMOB B3aMMHOM 3KCMEPTHOM OLEHKW BrpaBe 3a CBOW CYET HanpaBUTb
CBOMX MHCMEKTOPOB (3KCNEpTOB) AN y4acTMA B MPOBEAEHUM MHCNEKTUPOBAHMA NPOM3BOACTBA B pamMKax
OUEeHKMN cuctembl meHegXmeHTa KavyeCTtBa MeauUUHCKOro usaenua. |-|p0VI3BO,EI,VITeI'Ib MmegnumHCKoro
nsgennsa ob6s3aH obecneunTb AOCTYN UYJAEHOB TpPynnbl WMHCMEKTOPOB (3KCNEpToB) K 0b6beKTam
MHCNEKTUPOBaHUA.



21. OtyeTbl O pe3ynbTaTax nNpoBeAeHWA WHCMEKTUPOBaHMA MPOU3BOACTBA HaNpaBAAKOTCA
WMHCNEKTUPYIOLWEen opraHmnsaumneit B ynoJHOMOYEHHbIM OpraH /15 BKOYEHUA B PETUCTPALMOHHOE 40Cbe
Mo noyTe 3aKasHbIM MOYTOBbLIM OTNPABAEHMEM C YBEAOMJEHWEM O BpydYeHUM nmbo B dopme
3NEKTPOHHOIO AOKYMEHTa, NOAMNMCAHHOIO 3/1IEKTPOHHOM NOANMUCBIO, B TeyeHUe 15 paboumnx gHen co gHA
3aBepLeHna NHCNEKTUPOBAHMA NPOU3BOACTBA.

22. NHcneKTUpylowaa opraH13auna, nposoaAaLas MHCNEeKTUMpPOBaHMUE NPOM3BOACTBA, HE A0/IKHA
BbIHOCUTb MOJIOXKUTE/NIbHOTO 3aK/IIOYEHUNA, €C/IN CUCTEMA MEHeXKMEHTa KayecTBa MeaUUUHCKUX
n3genuii He COOTBETCTBYeT HacToAwMM TpeboBaHMAM WAW He NOALEP)KMBAETCA B aAKTya/IbHOM
COCTOAHUMN.

MHTeraﬂbHaﬂ OUeHKa 3Ha4YMMOCTU BblABZIEHHbIX B Xo4e npoBegeHnAa WHCNEKTUPOBaHUA
NpPOM3BOACTBA HECOOTBETCTBUIA CUCTEMbI MEHEAKMEHTA KayecTBa MeAULMHCKUX W34/ HAaCTOALWMM
TpeboBaHMAM NPOBOAMUTCA COM/TACHO NpuaoxKeHuto N 3.

HecooTBeTcTBMA, BbiABAEHHbIE MO pe3ynbTataM nposeaeHnAaA UHCNEKTUPOBaAHMA MPOU3BOACTBA,
AOJ/1KHbI 6bITb YCTpaHEHbl npowussogutTenem MeanmunHCKOro wusgenna B Xode nposeneHuA
MHCNEKTUPOBAHNA NpoOn3BoACTBa UIN B CPOK, HE I'IpQBbILLI8I-OLLI,VIVI 30 pa60‘-IVIX ,D,HEI';I CO AHA 3aBeplleHnA
MHCNEKTUPOBAHNA NPONU3BOACTBA.

23. B cnyyae ecan npou3BoamuTesb MEAMLIMHCKOrO M34envA He COrnaceH € oTpuuaTesibHbIM
3aK/I0YEHMEM UAIN BbIABAEHHBIMMU HECOOTBETCTBUAMM, OH HaMNpPaBAAET NPETEH3UIO B MHCMEKTUPYIOLLYIO
opraHusaumio B TeyeHne 30 paboumx gHel co AHA NONYYEHUA NHCNEKTUPYIOLWEN OpraHu3aLumeit Konmm
OoTYeTa O pe3ynbTaTax NpPoBeAeHMA UHCNEKTUPOBAHUA NPOU3BOACTBA. MIHCMEKTMpPYIOLWAsa opraHM3aumns
06M3aHa paccmMoTpeTb YKa3aHHYI0 MPETEH3MI0 U HanpaBUTb OTBET B TeueHuMe 15 pabounx aHel co aHA ee
nonyyeHua. B cnyvae HegoOCTMXKEHMA COrnacMa MNPOM3BOAMTENb MEOMULMHCKOrO MU3L4ennAa Brpase
0bpatntbcAa C Kanobo B cyn MO MECTy HAXOMAEHWUS WHCMEKTUMPYIOWeH opraHuM3aummM wam B
YNOJIHOMOYEHHbIN  OpPraH, YNOJHOMOYMBLUMIA OPraHM3aLMI0 Ha MPOBEAEHME OLEHKM CUCTEM
MeHeKMeHTa KayecTBa MeAMLUMHCKMX u3genvin. B cayyae ecnn npoussBoauTesb MeAMUMHCKOro
M3[eNMA He COrMMaceH C pelleHMem YNOJHOMOYEHHOrO OpraHa, OH BrpaBe 006)KanoBaTb AaHHOE
pelleHne B cyae No MecTy HaXxoXKAeHMA YNOJHOMOYEHHOIO opraHa.

Ecnv npousBoauTeNb MEeOUUMHCKOTO M3LEeNUA He YCTPaHAET WM HapyllaeT CPOKWU YCTPaHeHUs
3aMeyaHuii, MHCMEeKTMpyloWasa opraHuMsauus MuHoopmupyeT 06 3TOM YNOAHOMOYEHHbIA OpraH,
YNOAHOMOUMBLUMI  OpraHM3aumMio Ha NpoBedeHMe OUEHKM CUCTEM MeHeaKMeHTa KauyecTBa
MeAMULNHCKUX U34eNni.

[o ycTpaHeHuA npon3BoanTeieM MeANLMHCKOrO U34enna 3amedaHnii, CoaepKalumxca B otyeTe 0
pe3ynbTatax MNpoBeAEeHUA WHCMEKTUPOBAHMUA MPOM3BOACTBA, YMNOJHOMOYEHHbIW OpraH Brpase
NMPUOCTAaHOBUTb BbIMYCK MEAMLMHCKOrO usgenva B obpalieHne Ha TeppuTOpUM rocyaapcTBa-yieHa B
COOTBETCTBMM C 3aKOHOAATE/NIbCTBOM 3TOFO rocyAapctsa. B 3Tom cayyae ynonHOMOYEHHbIN opraH
MHPOPMUPYET YNOSHOMOYEHHbIE OpraHbl APYrMx rocyAapcTB-4/1€HOB O MNPUOCTAHOBKE BbIMyCKa
MeANUMHCKOro nsaenusa B obpalleHne Ha TeppUTOPUM rocyAapcTBa-4ieHa C UCNO/b30BaHWEM CPeacTB
WMHTErpMpoBaHHON MHPOPMaALMOHHOM cnuctembl Cotosa.

24. TMpu npoBeAeHUM WHCNEKTUPOBAHMA MNPOU3BOACTBA MNPOBOAMTCA OLEHKa CUCTEMbI
MeHeKMeHTa KauecTBa MeANLNHCKUX U34ennin Ana cnefyowmx npoLeccos:

NpoLeccbl NPOEKTUPOBAHUA W pPa3paboTKM, €CNM OHM BKAKOYEHbI B CUCTEMY MEHEAKMEHTA
KayecTBa NPOU3BOAMUTENS MEAVLMHCKOTO U3Lenus;

MPOLLECCb! YNPaBAEHNA AOKYMEHTaUMEN 1 3anmncamm;
npoLecchl NPOMU3BOACTBA U BbIXOAHOrO KOHTPOAS;

NPOLECChl KOPPEKTUPYIOWMX U NpeaynperKaatoWwmx 4eiCTBUiA;



NpoLecchl, CBA3aHHbIE C noTpebutesem.

Echv npowusBoauTenb MEAMUMHCKOrO W34enna BHeAPWST CUCTEMY MeHedXMeHTa KayecTsa
MEANUMHCKMX  U3LeNuiA B COOTBETCTBMM €  TPebOBaHMAMW  CTAHAAPTOB,  3IKBUBANEHTHbIX
MexayHapoaHomy ctaHgapTy ISO 13485, To fOKasaTenbCTBa COOTBETCTBUA CUCTEMbI MEHEeaKMeHTa
KayecTBa TpebOBaHMAM [AHHbIX CTaHAAPTOB (CEPTUPUKAT COOTBETCTBMA, OTYETbI 06 ayauTe cUCTEMBI
MeHe)KMEHTA KayecTBa MEAMUMHCKMX u3aennin) obecneuymBatoT ee COOTBETCTBME HACTOALMM
TpeboBaHMAM B 4YacTWM NPOLLECCOB W MpoLeayp, CBA3aHHbIX C GYHKUMOHWPOBAHMEM CUCTEMBI
MeHeKMEHTa KayecTBa MeAMUMHCKUX U3Lennin. B 3Tom ciydyae MHCNEKTMPOBaHME OrpaHMYMBaeTCA
NPOBEPKOW BbINOAHEHUS TPebOBAHWIA, OTHOCALMXCA K MpOLEeccaM MpPOEeKTUPOBAHUA, pPa3paboTkuy,
NPOM3BOACTBA M BbIXOAHOTO KOHTPO/A MEOMULMHCKOTO M34enns W K MpoLeccam, CBA3AHHbIM C
notpebuTtenem (B 4acTu NOCTNPOAAKHOTO MOHUTOPUHTA).

25. OueHKa nNpoLLeccoB MNPOEKTUPOBAHMA M pPa3pabOTKM CUCTEMbI MeHeaKMeEHTa KayecTBa
MeANUMHCKUX U3aeNniA BKAtOYaET B cebs:

a) NOATBEPNKAEHUE HANNUMA Mpoueayp NPOEKTMPOBaHMA U pa3paboTKu (BKAOYan ynpas/ieHue
pucKkamm);

6) aHanu3 [OOKYMEHTOB, OMNMUCbIBAIOWMX nNpoueaypy NPOEKTUPOBAHUA W  OXBaTbIBaOLWMX
MOAE/IbHbIM pAg MeAULNHCKOTo U3aenus;

B) NoATBEpPKAEHME Ha OCHOBE Bbl6paHHbIX 3anmncei No NPOEKTUPOBAHMUIO MeAULMHCKOro 3aenusa
TOrO, YTO NpoLeAypPbl MPOEKTUPOBAHNA M Pa3PaboTKM BblAN YCTaHOBAEHbI U MTPUMEHEHbI;

r) noATBEpPXKAEHME TOrO, YTO BXOAHbIE AaHHble MPOLLecca NPOEKTMPOBAHNA Bblin paspaboTaHbl C
YYETOM Ha3HAYeHUA MEAMUMHCKOIO M3L4E/MA U COOTBETCTBYIOLUMX MONONKEHUIN O6wnx TpeboBaHWUM
6e3onacHOCTU 1 3 dEeKTUBHOCTY;

A) aHanu3 cneumMduKauMii Ha MeAMUMHCKME u34enusa B Uensx NOATBEPXAEeHUA Toro, 4To
BbIXOAHblIE JaHHble MNpoeKkTa MeAUUMHCKOro wusgenusa, obecneumsatowme 6e30MacHOCTb U
3 dEKTUBHOCTb MeAULMHCKOTo U3AeAUA NPU ero NPUMeHeH1n No HasHavyeHuo, 6bian onpeaeneHsbl;

e) noATBepXKAEHWE TOro, YTO AeATeNbHOCTb MO MEHeAXMEHTY pUcKa bbiia onpegeneHa u
OCYLLLECTB/IEHA, KPUTEPUWN AOMYCTUMOCTU PUCKa BblaN YCTaHOB/EHbI U SBAAIOTCS COOTBETCTBYIOWMMU,
N060MN OCTAaTOYHbIN PUCK Obl/1 OLEHEH M NPU HEOOXOAMMOCTU A0BeAeH A0 CBeAEeHUA notpedburtens B
cooTBeTcTBMM ¢ O6WUMM TpeboBaHMAMM 6e30NacHOCTU U 3OPEKTUBHOCTMU.

26. OueHKa NpPOLECCOB YMNpaB/AeHMA AOKYMEHTAUMEN M 3aNUCAMM CUCTEMbl MEHEeAXMEHTa
KayecTBa MeAULMHCKUX U34ENNI BKAOYAET B cebA:

a) NOATBEPKAEHME TOrO, YTO NpoLeaypbl UAEHTUDUKALMM, XPAaHEHUA U yAANEHUA (YHUUTOXKEHMA)
OOKYMEHTOB M 3anuncei (BKIouan ynpasneHne MsMeHeHuaMn) 6biam paspaboTaHbi;

6) noaTBEpXAEHME HAaNMUMA AOKYMEHTOB, HEOBXOAUMBIX AN TOro, YTobbl opraHM3aLUua Morna
obecneynBaTb N1aHMPOBAHWNE, OCYLLECTB/IEHME MPOU3BOACTBEHHbIX MPOLECCOB U YNpaBAeHNE NMMU;

B) NOATBEPXKAEHME TOr0, YTO AOKYMEHTALMA Ha MeANLMHCKOE U3AeNe BKIOYaET B cebs:

CBMAETENbCTBA COOTBETCTBUA MEAULMHCKUX U34ennii TpeboBaHMAM (B TOM uucie TpeboBaHMAM
NPMMEHSAEMbIX CTaHZAPTOB);

onucaHue MeAMUMHCKUX W34eNNi, BKAYas MHCTPYKUMM MO MPUMEHEHUI0, maTepuanbl U
cneundpmkaumio;

CBOAHYIO [AOKYMEHTaLUMIO Mo BepudpuKauum M BannaauMu MPOEKTOB (B TOM umMcne AaHHble



KJIMHUYECKUX UCCNeaoBaHNin (MCnbiTaHMIA) B COOTBETCTBMM C MpaBuaammu NPoBeneHNn KAUHUYECKUX U
KMHUKO-NAbOPATOPHbIX  UCMbITAaHUIA  (MCCNefoBaHUI) MeAUMUMHCKUX  U3LENNN, YTBEPKAEHHbIMM
PeweHunem CoBeTa EBpasmniickoin 3koHoMUYecKol Komuccum oT 12 despans 2016 r. N 29);

MapKMPOBKY MEANLMHCKUX U34ENNIA;
[OKYMEHTbI MO MEeHEeAXMEHTY PUCKa.

27. OueHKa NpoLLeccos NPOM3BOACTBA M BbIXOAHOTO KOHTPONSA MEAULIMHCKUX N3NNI BKAIOYAET B
cebs:

a) aHaM3 NPOU3BOACTBEHHbIX NPOLECCOB U3rOTOBAEHUA CEPUNHON NPOAYKLMM (BKtOYaA ycaoBua
nponsBoacTBa);

6) OUEHKY npoueccos ctepunmnsaumm (,D,J'Iﬂ MegnuUnNHCKnNX M3,£l,el'll/ll7l, BbIMYCKaeMbIX B CTEPUSIBHOM
BM,D,e), B TOM HUcCne:

onpegeneHune TOro, YTo NPOLLECChl CTEPUIM3ALMM BbIIN AOKYMEHTUPOBAHLI, 3aNMUCKM NapaMeTpoB
npouecca CTepUAM3aUMM  OAA  KaXKOOW  CTepUIM3yemMor  napTum  MeauUMHCKUX  M3genuni
nogAep:mBatotcs B paboyem cocToAaHUu;

onpeageneHne Toro, 4YTo npouecc crepnansaumm 6bin BaManpoBaH;

onpeaeneHne TOro, YTo NPOLECC CTePUIM3aLMN NPOBOAUTCA B COOTBETCTBUM C YCTAHOBAEHHbLIMM
napameTpamu;

B) NOATBEPXKAEHME TOro, YTO MPOLLECCbI MNPOM3BOACTBA ABAAKOTCA YNpaBAsemMbiMU U
KOHTPOMPYEMbIMU U OYHKUMOHUPYIOT B YCTAaHOBNEHHbLIX Mpedeniax, a TaKXKe MOoATBep:KAeHue
obecrneyeHns HeEObX0AMMOro YPOBHA KOHTPOJIA NPOAYKLUU U (UNK) YCAYT KPUTUYECKUX NOCTaBLLNKOB;

r) noaTBepXAeHMe MAEHTUOUKALMM U NPOCNEKMBAEMOCTU MEANLMHCKMX U34eMIA U NPOLECCOoB
MX NPOM3BOACTBA, @ TAKXE X COOTBETCTBUA YCTaHOBAEHHbIM TPeboBaHUAM;

) noaTeepXaeHue TOro, YTO AeATe/IbHOCTb MO BbIXOAHOMY KOHTPOIO MEAMUMHCKUX U3Aenni
obecneumBaeT COOTBETCTBME MEAMUMHCKUX W3OENUIA  YCTaHOBAEHHbIM TpeboBaHMAM U  6bina
OOKYMeHTUpOBaHa.

28. OueHKa MNpOLEecCcoB KOPPEKTUPYIOWMX U Npeaynpexaatrowmx AeNCcTBUIA  CUCTEMbI
MeHeKMEeHTa KauyecTBa MeaULMHCKUX U34e/MIA BKKOYAET B cebs:

a) noaTBepXAeHMe TOro, YTo Mnpoueaypbl KOPPEKTUPYIOWMX U npeaynpexaaolimnx AeincTeuii
6b111 pa3paboTaHbl;

6) noaTBep)KAEHME TOro, 4YTO CPeACTBa YMpaB/AeHMSA MPEenATCTBYIOT  PacnpoCTPaHEHUIo
MeANLUMHCKUX U3OEeNNM, Ka4yecTBO KOTOpbIX He cooTBeTcTByeT O6wmum TpeboBaHMAM 6e3onacHoOCTM U
3pPEKTUBHOCTU MEANLIMHCKUX N3AENNN;

B) NoATBEpP)KAEHWE TOro, YTO KOPPEKTMpylolWMe M Npeaynpexgatolme AenUcTBuA ABAAIOTCA
pe3yNbTaTUBHbIMU;

r) noaTBep)KAeHUE TOro, YTO NPOU3BOAUTENb MEANLMHCKOrO U3aenns paspabotan sppeKTnBHYO
npoueaypy BbiMyCKa W MNPUMEHEHMA YyBeAOMAEHWI no 6e30MacHOCTM MeAMUMHCKUX U34enuin B
cooTBeTcTBMM € [lpaBuMnamm npoBeneHMA MOHUTOpPMHIA He30MacHOCTM, KavectBa M 3QPEeKTUBHOCTM
MEOVLMHCKMX UM3aenui, yTeepxaeHHbiIMW PeweHnem Konnermn EBPasMMCKON 3KOHOMUYECKOM
Komuccum oT 22 aekabpsa 2015 r. N 174 (panee - MpaBuna nposBeaeHNa MOHUTOPUHra 6e3onacHoCTy,
KayecTBa 1 3G HEKTUBHOCTU MEANLMHCKUX U3LENNI).



29. OueHKa CBA3aHHbIX C MNOTpebuTesnem MPOLECCOB CUCTEMbI MEHEAKMEHTa KayecTBa
MeOULMHCKUX U34eNNIN BKOYAET B cebs:

a) nNOATBEPXAEHME TOro, 4YTO MNPOM3BOAMTENb MEAMLMHCKOrO W3LeNNs MPUHAN  Mepbl,
HeobxogMmble ANA YCTAaHOB/IEHMA CBA3M C MOTPEOUTENAMWU, B LENAX BbINOJHEHUS HEeobXOoAMMbIX
KOppEeKTUPYIOLWUX M Npeaynpekaatowmx 4enNcTBUK, pacnonaraet cuctemol cbopa M aHanM3a AaHHbIX O
6e3onacHOCTU U 3GDEKTUBHOCTU MEAULMHCKMX U34eNIA Ha NOCTNPOAaXKHOM 3Tane U NoAAEPXKMBAET ee
B aKTya/lbHOM COCTOAHWM, @ TaKKe HanpaBAAeT B YMNOJHOMOYEHHbIA OpraH OT4yeTbl O pesyabTaTax
NMOCTNPOAAXKHOTO MOHUTOPMHra 6e3onacHocTM U 3GGEKTUBHOCTM  MEAUUMHCKUMX U34envMin B
cooTBeTcTBMM € [lpaBuMnamm npoBeneHMA MOHUTOpPMHIA 6e30MacHOCTM, KavectBa M 3QPeKTUBHOCTM
MeaNLMHCKUX U3aennii;

6) noATBepXKAeHMe TOro, YTo obpaTHas cBA3b C NoTpebuTenem aHanM3mMpyeTca NpousBoanTenem
MEANUMHCKOTO M34eNuA B XO4e MPOLECCOB KM3HEHHOro UMKAa MPOAYKUMM U UCMOSb3yeTca ans
NOBTOPHOM OLEHKWN PUCKa U NPU HEOBXOAMMOCTU ANA aKTyanusaumu AeATeNbHOCTU N0 MeHeAKMEHTY
pucka.

30. OueHKa cucTeMbl MeHeXXMeHTa KayecTBa MeAUUMHCKUX u3genuii nposoautca B dopmax
NepBUYHOro, NeprMoamnyeckoro (N1aHOBOro) U BHEMAAHOBOrO MHCMEKTUPOBaHMA NPON3BOACTBA.

31. MepBUYHOE UHCNEKTUPOBAHME NPOM3BOACTBA MPOBOAUTCA B XO4€ Npoueaypbl perncrpauunm
MeauLUNHCKOro nsgenuna B pamrkax Corosa.

32. [pun npoBefeHUM MNEPBUYHOTO MHCMAEKTUMPOBAHMA MNPOMU3BOACTBA WHCMNEKTMpYloLwan
opraHmMsauua npoBOAUT MHCMNEKTUPOBAHWE MNPOM3BOACTBA BCEX 3aABJIEHHbIX MPOU3BOAUTENEM
MeAUNLMHCKUX N34eNNN NPOU3BOACTBEHHbIX M/IOLWAA0K.

B cnyyae ecam Ha O,D,HOVI I'IpOVI3BO,D,CTB€HHOl7I naowagKke nponssogATca meagununHCKMeE nsaenuna,
OoTHOCAWMECA K HECKO/ZIbKMM Tpynnam (no,u,rpynnaM) MegnuUnNHCKnNX VI3,D,EJ'IVII7I no nepevyHw B
COOTBETCTBUM C npunoxkeHnem N 2 K HacToAWwMMm Tpe6OBaHVI‘r'|M B 3aBUCMMOCTU OT KAiacca
NOoTEHUNANbHOIO PUCKa UX NPUMEHEHNA, MHCNEKTUPOBAHUE NMPON3BOACTBA B PaMKax O,D,HOVI npoBepKu
MOXET O0XBaTbiBaTb HECKOJIbKO rpynn (I'IO,D,I'pYI'II'I) MeanUNHCKNX M3,D,EJ'IM171 B COOTBETCTBUMN C
3aAB/IEHHbIMU NponssoanTenem megnuUmMHCKnNX VI3,D,EJ'IVII7I npon3soAaCTBEHHbIMU NAOWAOKaMU.

33. [lo pesyabtaTam nNpoOBeAEHHOr0  NEPBUYHOIO  WMHCMEKTMPOBAHMA  MPOU3BOACTBA
WMHCMEKTMpYoWas opraHnsaumna obopmanet ot4eT no ¢opme cornacHo npusoxkeHutio N 4. YKasaHHbIM
OTYeT AeNCTBUTENIEH B TeYEeHMeE 3 SIeT CO AHA ero Bblaauu.

34. Pe3ynbTaTbl WMHCNEKTUMPOBAHMA NPOWM3BOACTBA PACMPOCTPAHAOTCA Ha rpynny (noarpynny)
MeAUNLIMHCKNX N34eNMni MO NepeyHto B COOTBETCTBUM C npuaoxkeHnem N 2 K HacToAwmm TpeboBaHuam B
33aBMCMMOCTM OT Kaacca MOTEHLMANbHOIO PUCKA NPUMEHEHUA BbIMYCKAaeMbIX MEAULMHCKUX U3LeNni.
Ona MeanUMHCKUX M3OEe/MA  KNAacCoB MNOTEHUMANbHOTO pUCKa npumeHeHuMa 1 u 2a pes3ynbrathbl
WMHCNEKTUPOBAHUA NPOM3BOACTBA PACMPOCTPAHAIOTCA HaA rPynnbl  MeAUUMHCKUMX u3genvid. [na
MEANUMHCKMX  U3OENUA  KNAacCOB MOTEHUMANbHOrO pPUCKA MNpUMeHeHuMa 26 W 3 pesynbTaThl
WMHCNEKTUPOBaHMA NPOU3BOACTBA PACAPOCTPAHAIOTCA HA NOATPYNMbl MEANLUMHCKUX U34ENNNA.

Mpn nopaye 3asBAeHMA O MPOBEAEHUM PErUCTPaLUN HOBbIX HAaMMEHOBAHUIA MeAMLMUHCKUX
n3aenni, Npon3BoAMMbIX Ha NPOU3BOACTBEHHOM NAOLWAAKE, MHCNEKTUPOBAHNE KOTOPOI NPOBOAMIOCH
paHee AnA MeaAUUMHCKUX U3AE/IMA TOM »Ke TPynnbl UAW NOArpynnbl NO MEPEYHIO B COOTBETCTBUM C
npunoxeHnem N 2 K Hactoswmm TpeboBaHUAM, 3anaBUTE/b NPEACTaBAAET B COCTaBe AOKYMEHTOB
perncTpaunoHHOro AOCbe KOMUI0 OTYETa O pe3y/bTaTax NpoBeAeHUA MHCMEKTUPOBAHMA NPOU3BOACTBA,
nposegeHHoOro He paHee 3 neT A0 AHA NpeACTaBieHUA 3aABAEHUA O NPOBeAeHUU perncrpaumu
MeaunLumMHCKOro n3agenuna.

35. Nepuoanyeckoe (N1aHOBOE) MHCNEKTUPOBAHWE NPOM3BOACTBA NpoBoaunTca 1 pa3 B 3 roaa.



MpoussoauTenb MeAMLMHCKOrO M34enus Bnpase o6patMTbCa B 06YI0 WMHCNEKTUPYIOLLYIO
opraHM3aumio c 3asBleHMeM O MNpoBeAeHMM nepuoamnyYeckoro (MNaHOBOro) WMHCMEKTUPOBaHMSA
Npou3BOACTBA B TeYeHUe 6 MecsALLeB A0 OKOHYaHMA CPOKa AeNCTBMA OTYeTa O pesy/bTaTax nposeaeHus
npeablayLiero MHCNEeKTUPOBaHUA NPON3BOACTBA C NpeAcTaBAeHneM CAeyoWmnX AOKYMEHTOB:

3asBKa O NPOBeAEHUM UHCMEKTUPOBAHMA NPOM3BOLCTBA C YKazaHMEM MEANUMHCKUX U3LENNIN U UX
rpynn (moArpynn) no nepeyHio B COOTBETCTBUM C npuaoxkeHnem N 2 K Hactoawmm TpeboBaHUAM U
NPOW3BOACTBEHHbIX MN/IOLWAAOK, BXOAAWMX B 061aCTb MHCMEKTUPOBAHMS;

crnpaBka 0 ¢aKTUYECKOM UYMCNEHHOCTM COTPYAHMKOB, YYaCTBYIOLWMX B MPOLLECCAaX OLEHUBAEMOWM
CUCTembl MeHeaXMeHTa KavyeCTBa MeaULUUHCKNX MSAGI'IVI[/‘I;

TexHn4yeckmne gpansbl Ha MeAULMHCKME N3AENNA B COOTBETCTBUM C NpuaoxkeHmem N 3 K MpaBunam
NPoBeAeHUA KIMHUYECKMX W KAMHWUKO-1abopaTopHbIX MCNbITaHUI (UCCneaoBaHU) MeaULUHCKUX
nsgennii, yteep:aeHHoiMm PeweHnem CoBeTa EBpasmincKoM 3KOHOMMYECKON Komuccum oT 12 despans
2016 r. N 29 (ana MeAMUMHCKUX MW3AENUMA ANA AMArHOCTMKKM in vitro - TexHudeckui daiin,
COOTBETCTBYOWMI TpeboBaHUaM cornacHo npunoxkeHuto N 5). TexHuueckune daiinbl NnpeacTaBaaoTCA Ha
PYCCKOM fA3blKe B 91EKTPOHHOM BUAe B GopmaTe C BO3MOXKHOCTbIO MOUCKa;

KonuA oTyeTa O pesy/sibTaTax MPOBEAEHMA MOCAEAHEr0 MHCNEKTMPOBAHMA MPOM3BOACTBA (Npwu
Hanuumm);

KOMUS OTYETa O pesynbTaTax NpoBeAeHUA OpPraHoM no cepTudukaumm (ana cepTMPrUuUMpoBaHHbIX
CUCTEM MEHeAXMEHTa KayecTBa) NnociegHero ayauta CMCTeMbl MEHEAKMEHTA KauecTBa MeAULNHCKUX
nsgenvii (Npu Haanumm).

B cnyyae ecninm nepuoamueckoe (ni1aHOBOE) MHCMEKTMPOBaHME MPOM3BOACTBA MNPOBOAMTCA
MHCMEKTUPYIOLLEeN opraHM3aumMeit He TOro rocyAapcTBa-y/ieHa, YNoAHOMOYEHHbI OpraH KOTOpOro
OCYLULECTBAAN  Perncrpaumio  MeAWMUMHCKOrO  M34enus, OTdeTbl O pesyabTaTax npoBedeHus
nepuoamnyeckoro (MAaHOBOro) MHCMEKTUPOBAHMA MNPOM3BOACTBA HANPaBAATCA YMNOJAHOMOYEHHbIM
OpraHoOM, WHCMEKTMPYIOLWLaA OpraHMsauMsa KOTOpOro nposoauna nepuogmyeckoe (nnaHosoe)
MHCMEKTMPOBaHME MNPOM3BOACTBA, B YMNO/JHOMOYEHHbIN OpraH, KOTOPbIN OCYWECTBAAN Perncrpaumio
MeOMUMHCKOrO u3A4envs, ANA BKAYEHMA B perucrpauuoHHoe pocbe. OTyeTbl O pesysbTartax
npoBeAeHUsa Nepuoanyeckoro (M1aHoBOro) MHCMEKTMPOBaHMA NPOM3BOACTBa HaNpPas/AOTCA Mo noyte
3aKa3HbIM MOYTOBLIM OTMpPaBJAEHMEM C YBEAOMJIEHMEM O BpydeHUM nnbo nepepaloTca B popme
3/1eKTPOHHOTO AOKYMEHTA, NOAMMCAHHOIO 3/1IeKTPOHHOM NOAMNUCHIO, B TeuyeHme 15 paboumnx aHei co gHa
3aBeplUEHMA NepMoaNYEecKoro (N1aHoBOro) MHCNEKTMPOBAHMA NPOM3BOACTBA.

36. MIHCneKTupylowasa opraHnsauna NpoBoaMT aHaNM3 NpPeacTaBieHHbIX 4OKYMEHTOB B TeYeHue
10 pabounx gHel co AHA MogayM NPOU3BOAUTENEM MEAMUUHCKOTO M3A4e/InA 3adaBKM O MPOBEAEHUMU
nepuMoamMyeckoro (N1aHoOBOro) MHCMNEKTUPOBAHUA MNPOU3BOACTBA. B cnyyae ecnm MHCNeKTUpyowas
OpraHu3aumMsa MpUHANA pelleHne O MPOBEeAeHUM Mepuoauyeckoro (NNaHoOBOro) WHCNEKTUPOBAHUSA
NpPOM3BOACTBA, OHA 3aK/1t04YaET COOTBETCTBYIOLLNI A0TOBOP C NPOU3BOAMTENEM MEAMNLMHCKOIO U3aeNns.

B cnyyae ecnv NPUHATO OTpULATE/IbHOE PeLleHre, MHCNEKTUPYIOLWAn opraHnu3aumsa yBeaoMNseT B
nUCbMeHHOW ¢GopMe NpPOM3BOAMTENSA MEAMUMHCKOro u3genns o6 oTkase B NpoBeaeHun
nepnoanYecKkoro (N1aHoBOro) MHCNEeKTMPOBaHUA NPOU3BOACTBA (C YKazaHMeM MPUUMH).

OcHoBaHMAIMKM A1 OTKasa B MpoBeAeHWMM MepuoAMYEecKoro (MAaHOBOro) WMHCMNEKTUPOBaHUA
NpPOM3BOACTBA ABNAOTCA:

HEeCOoOTBETCTBME NPEACTaBNEHHOrO KOMIM/IEKTa LOKYMEHTOB MNepeyHio JOKYMEHTOB, YKa3aHHOMY B
nyHKTe 35 HacToAwmx TpeboBaHWiA;

HEeCOoOTBETCTBUNE TEXHUYECKUX ¢a17|nos YCTaHOB/ZIEHHbIM TDE6OBaHMﬂM,'



OTCYTCTBME Y MHCMEKTUPYIOLLEN OpraHM3auMyM NOJHOMOYMIA NO MPOBEAEHMIO UHCMEKTUPOBAHWUA
3asB/IeHHbIX rpynn (NoArpynn) MeauUMHCKUX U3LENNN.

lpaduK npoBedeHMA nepuoanMyeckoro  (NNaHOBOro)  MHCMEKTUPOBAHWMA  MPOM3BOACTBA
pasmewaeTca Ha oduUMaNbHbIX CalTax YMNOJHOMOYEHHbIX OpPraHoB B CeTM WHTepHeT, a TaKke
ony61MKoBbIBaeTcA Ha MHPpopmaumoHHom nopTane Cotosa.

YnonHomoueHHble opraHbl obecneynBaloT npeacTaBAeHWE COOTBETCTBYHOLIMX CBEAEHUA B
EBPa3sUMCKyI0  3KOHOMMWYECKYID  KOMWCCUMIO C  UCNO/Mb30OBaHUEM  CPEACTB  WHTErpMpoBaHHOM
nHbOpPMaLNOHHOM cuctembl Cotosa.

37. MNpu nposBeseHUN nepuoamnyeckoro (N1aHOBOro) WHCNEKTUPOBAHUA NPOU3BOACTBA
oueHmnBaloTCA:

a) noagepXaHuWe COOTBETCTBUA CUCTEMbl MeHed)KMEeHTa KadyecTBa MeAWMUMHCKOro u3genua
HacToAwuMm TpeboBaHUAM;

6) pe3ynbTaTMBHOCTb CUCTEMbI MEHEAKMEHTA KayecTBa MEeAMUMHCKUX U3genuii B obecrnedyeHun
COOTBETCTBMA BbIMYCKAaembix B obpalieHMe B pamkax Coro3a MeAULMHCKUX U3AENNA MPUMEHUMBIM K
HUM O6WKUMm TpeboBaHUAM be3onacHOCTU U 3dPEKTUBHOCTH.

38. Nepuoanyeckoe (NnaHoBOE) UHCNEKTUPOBaHUE NPOM3BOACTBA MPOBOAUTCA HA BblIBPAHHbLIX
WHCMEKTUPYIOLWEN OpraHusauuein NnpoM3BOACTBEHHbIX MJIOWAAKax B COOTBETCTBUM C MmognyHKTom 1"
nyHKkTa 14 HacToAwmx TpeboBaHMIA Ha Npumepe NPencTaBUTENbHbIX MEAUUMHCKUX M34enuMin ons
KaxkgoMn rpynnbl MAM Noarpynnbl NPOU3BOAUMbBIX MEAUUMHCKUX U34ENUN B 3aBMCMMOCTM OT Kiacca
NOTEHLMANBHOIO PUCKA MX NPUMEHEHUA NO NEPEYHIO B COOTBETCTBMU C NpUNoKeHMem N 2 K HaCcToALWMNM
TpeboBaHMAM nNOCPeACTBOM aHa/iM3a [OOKYMEHTOB W 3anucel, KOTopble ABWAWCH Pe3y/bTaTom
peanusaumm COOTBETCTBYIOLWMX AOKYMEHTUPOBAHHbIX MPOLLECCOB M (MAK) onepaumoHHbIX Mpoueayp
CUCTEMbI MEHEKMEHTa KayecTBa MeAUUMHCKUX U3OENNN, NPUMEHUTENBHO K AaHHbIM MEANLMHCKUM
nsgenmam. Ona MeaAUUMHCKUX M3OEeNNIA KNacCoB MOTEHUMANbHOTO PUCKa MNpumeHeHuMa 1 mn 2a
npeacTaBmTebHbIM 06pasel, MeaANUUHCKUX U34enui BbibupaeTca 13 rpynnbl MEAULMHCKUX U34ennii no
NnepeyHto B COOTBETCTBUM C npunoxeHnem N 2 K HacToawmm TpeboBaHUAM, ANA MeOULMHCKUX U3AEeNN
KNaccoB MOTEHUMANbHOIO PUCKA MPUMeEHeHMA 26 M 3 - M3 noarpynnbl MeAULMHCKUX U3aennit no
nepeyHto B cootBeTcTBMU ¢ npuaoxeHnem N 2 K HacToawmm TpeboBaHMAM.

Kputepmamm Bbibopa npeacTtaBUTENbHbIX MEAUUNHCKUX 34NN ABAAETCA HOBM3HA TEXHUYECKUX
peleHnit, HasHAYeHU, TEXHOOMMIN NPOU3BOACTBA C YYETOM Pe3y/bTaTOB MPOBEAEHUSA NPenblayLLnX
nHcnekumin. Ob6oCHOBaHME BbIbOpPa NpPeACTaBUTE/NbHbIX MELULMHCKUX W3LENUA  AOMKHO ObiTb
npuBeAeHO B OTYETE O pe3y/bTaTax NPoBeAEHUA MHCNEKTUPOBAHUA NPON3BOACTBA.

Mpu nepuoguyeckom (NNaHOBOM) W BHEMIAHOBOM  MHCMEKTMPOBAHMM  MNPOM3BOACTBA
MHCNEKTUPYIOLWLAA OpraHn3auma NnpoBoauT oT6op 06pa3LoB MeaNLMHCKUX U3A4EANI (MMNNAHTUPYEMBIX,
WHBA3MBHbIX, @ TAKKE MEeAMLMHCKUX U3LENNI ANA ANArHOCTMKM in vitro) Knacca NoTeHUManbHOro pucka
NpMMeHeHWA 3 C Leblo NoATBEPKAEHNA COOTBETCTBMA UX XapaKTEPUCTUK AaHHbIM TexHMYecKoro daina,
obecneymBaowmm 6e3onacHoe NpUMMeEHEHME TaKUX MEAMUMHCKMX usgenvii. MeguuuHckne usgenvs
oTbupatoTca No oAHOM MoZenu (BapuaHTy MCMONHEHMS) M3 KaxgoW NoArpynnbl MNPOU3BOAMMBIX
MeAMULMHCKNX U3AEANI B COOTBETCTBUM C NpunoKkeHnem N 2 K HacTosalwmMm TpeboBaHMAM B KONNYECTBE,
HeobXoAMMOM A1A NPOBEAEHNA COOTBETCTBYIOLLMX UCMbITaHUI. KpuTepnem oTbopa npeacTaBUTENbHbIX
MEAMULMNHCKUX U3LeNNIi ABNAETCA OBLLHOCTb TEXHUYECKUX PEeLUeHUI, HasHaYeHui 1 (Maun) TeXHoNormi
ANA AaHHOW noArpynnbl NPOM3BOAMMBIX MEAULMHCKUX M34ennid. B ciyyae OTCYTCTBMA YKasaHHbIX
06pasLoB noarpynna MmeanuUMHCKUX 34811 UCKAoYAETCA M3 Chepbl MHCMEKTUPOBAHKA.

MHcnekTUpyolllas opraHM3auusa npoBoAUT HeobXoAuMble MUCMbITaHUSA YKa3aHHbIX 06pa3suos
MeaNLUMHCKUX n3aemin 1nbo B c/iydae OTCYTCTBUS Y MHCMEKTUPYIOLLEN OpraHU3aumnm akkpeauTaumm Ha
npoBeAeHMe COOTBETCTBYIOLLENO BUAA UCMbITaHUI B TeyeHne 3 pabounx aHen co gHA oTbopa obpasuos



odopmaAeT Hanpas/ieHWe B COOTBETCTBYIOLIME OpraHuM3auMM, BHECEeHHble B eAMHbIN peecTp
YNO/MHOMOYEHHbIX ~OpraHu3auMii, WMEKWMX npaso MNPOBOAUTb  MUCCAedoBaHMA  (McnbiTaHWA)
MEAMNLMHCKUX U3OENI B LLeNIAX MX PErNCTPaLLmK.

Pe3synbTaTbl MCMNbITaHUI OTOBpaHHbIX 06pasLOB MeAMUMHCKUX U3Aennii npeacTaBaAoTCA
MHCNEeKTUpYtoLen opraHvsaumelt B YyNOJAHOMOYEHHbIA OpraH B TedeHWe 5 paboynx AHel co AHA
odopmMNeHnsA COOTBETCTBYIOLLLETO NPOTOKO/Ia UCCNea0BaHUN (McnbiTaHM). B cnydae HenoATBep:KAeHUSA
COOTBETCTBUA XapaKTEPUCTUK OTOBPaHHbIX 06pa3LoB MeagULMHCKOTO U3AEeNUsA OAaHHbIM TEXHUYECKOTro
daitna, obecneumBatowmm ero 6esonacHoe MNPMMEHEHME, WHCNEKTUPYOLWAa  OpraHM3aums
NpuWoCTaHaB/MBaET AENCTBME OTYETa O pes3y/bTaTax NMPOBeAEeHUSA UHCMEKTUPOBAHMA Npoun3BoacTBa. [o
yCTpaHeHun npounssoauTenem MeANUMNHCKOTo nsgenusa BbIAB/IEHHbIX HEeCOOTBETCTBUI
YNOJIHOMOYEHHbIN OpraH BrnpasBe MPUOCTAHOBUTbL BbIMYCK MEeAUUMHCKOro usgenva B obpaljeHue Ha
TEPPUTOPUN TOCYAAPCTBA-Y/ieHa B COOTBETCTBMM C 3aKOHOAATENbCTBOM 3TOrO rOCYAapCTBa, a TaKkKe
MHPOPMMPYET YNOSHOMOYEHHbIE OpraHbl APYrux rocyAapcTB-4/IEHOB O MNPUOCTAHOBKE BbIMyCKa
MeANUMHCKOro nsaenus B obpalleHne Ha TeppuUTOpUM rocy4apcTBa-yjieHa C UCMO/Ib30BaHUEM CpeacTB
WHTErpupoBaHHOM NHPOPMaLIMOHHOM cucTembl Coto3a.

39. Mo pe3ynbTaTam NPOBEAEHUA NEPUOLNYECKOTO (N1AHOBOr0) MHCMEKTMPOBAHMA NPON3BOACTBA
MHCNEKTUPYIOLWan opraHnsaumsa opopmaseT oT4yeT no Gopme COracHo NpunoxKeHunto N 6. YKasaHHbI
OTYET AENCTBUTE/IEH B TEeYEHME 3 NeT CO AHA ero Bblaauu.

40. MpowusBoauTesb MEAULUMHCKUMX WU3OAENMA  BnpaBe o0b6paTtUTbCA B MHCNEKTUPYIOLLYIO
OpraHuM3aumilo C 3adABfeHMeM O MNpPOBeAEHUM BHEMJAHOBOINO MHCMNEKTUPOBAHMA MNPOU3BOACTBA B
creayowmx Luenax:

a) BHECEHME U3MEHEHWI B NepeyeHb NPomn3BOACTBEHHbIX NAOWAA0K, NepeyeHb rpynn (nogrpynmn)
MeAMULMHCKUX U3LEeNIMIA, Ha KOTOPblE PAcNpPOCTPAHAETCs AeicTBME OTYETa O pesy/ibTaTax NpoBefeHus
MHCNEKTUPOBaHUA,

6) noaTBeprKAEHWE YCTPaHEeHMA HapyLeHW Mo pesy/ibTaTam MNPOBEeAEHWUA WMHCMNEKTUPOBAHUA
NpPo13BOACTBA;

B) NOATBEPNKAEHWE YCTPAHEHUA MPUYMH, KOTOpble MPUBEAN K BbINYyCKY Heg06pOoKayecTBEHHbIX
MeAMUMHCKUX  U34eNni, MOCPeACTBOM  BK/OYEHMA OT4eTa O MPOBEAEHMM  BHEMAAaHOBOrO
MHCNEKTUPOBAHUA B 3aK/IIOYMTE/IbHbIN OTYET O KOPPEKTUPYIOLLMX AeMCTBMAX NO GOpMe B COOTBETCTBUU
¢ npunoxexHvem N 2 K NpaBunam NpoBeseHNA MOHUTOPUHIa 6e3onacHoCTH, KayecTBa U 3G HEeKTUBHOCTU
MeAMNLUNHCKUX U34eNni;

r) noaTsepXaeHue BHeAPEHUA NPOU3BOAUTENEM CUCTEMbI MEHEAXMEHTA KauyecTBa MeAULIMHCKUX
n3gennin (B cyyae ecnm OLEHKA 3TOW CUCTEMbI MEHEAXMEHTa KayecTBa Ha COOTBETCTBME HACTOALLUM
TpeboBaHMAM He NPOBOAMANACD).

41. No pe3ynbTatamM nposeaeHnA BHENJ/IAHOBOTO WMHCNEKTUPOBaAaHMA Npon3BoACTBa B LUENAX,

YyKasaHHbIX B noAnyHkKTax "a" - "B" nyHkTa 40 HacToawmx TpeboBaHUIM, MHCNEKTMPYIOLWAs opraHn3aums
odopmnneT oTyeT No Gopme cornacHo npunoxeHuto N 7, B Lensx, ykasaHHbIX B nognyHKTe "r' nyHKTa
40 HacToAwmx TpeboBaHWMi, - No ¢opme B COOTBETCTBUM C NpuaoxeHnem N 4 K HacToAWMM
TpeboBaHMAM. YKasaHHbIN OTYET AeiCTBUTENeH B TeyeHWe 3 fiIeT cO AHA ero Bblgauu. MNposeaeHue

N1aHOBOINro MHCNEKTUPOBAHMA NPOBOANTCA HE NO3gHEE 3 neT co gHA BblAAYN YKa3aHHOro oTt4yeTa.

42. lonycKaeTtca NpoBeAeHME OLEHKM CUCTEMbI MEHEAKMEHTA KayecTBa MeANLUMHCKUX U34eNni C
NCMNO/Ib30BaHNEM CPEACTB AMCTAaHUMOHHOIO B3aMMOAEencTBMA (Hanpumep, NocpeacTBOM BUAEOCBA3MN).
Takaa oueHKa NPOBOAUTCA COFNAcHO npuaoxKeHuto N 8 B cay4vasx, NPenyCMOTPEHHbIX YKa3aHHbIM
npunoxXeHnem.

(n. 42 BBepeH pewerHnem CoseTa EBpasmiickoit akoHOMUYECKOM Komuccum oT 12.11.2021 N 131)



MpunnoxkeHne N 1

K TpeboBaHMAM K BHEAPEHUIO, NOALEPHKAHNIO
W OLEHKEe CUCTEMbI MEeHeaKMeHTa

KayecTBa MeANUNHCKUX U34enuni

B 3aBMCMMOCTM OT NOTEHLMANBHOTO

pUCKa UX NPUMEHEHUA

NPABUNA
PACYETA HOPMATUBHOM NPOAO/IKUTE/IBHOCTU
MHCNEKTUPOBAHUA NPOU3BOACTBA

1. PacyeT HOpPMaTUBHOM NPOAOC/IKUTENBHOCTU MHCMEKTUPOBAHMA NPON3BOACTBA OCYLLECTBAAETCA
npuv onpeaeseHnn CTOMMOCTM MHCMEKTUPOBaHMA MPOM3BOACTBA HE3aBUCMMO OT  QaKTUYecKom
NPOAO/IKNUTEIbHOCTM MHCNEKTUPOBAaHNA NPON3BOACTBA.

2. HOpMaTMBHaﬂ NPOoAONTKUTENIbHOCTb MHCNEKTUPOBAaHNA NpPON3BOACTBA NCHUCNAETCA B YE/NNOBEKO-
OHAX Ha OcCHOBe 8-4acoBOro pa6oqero AHA. HOpMaTMBHaH npoAOo/IKUTENNIbHOCTL MHCNEKTUPOBAHUA
npon3soAacTBa BKJ/IKOYAET B cebs BpemAa, nposeaeHHOE BHe MHCI'IEKTVIpYEMOﬁ opraHnsaumMn u
3aTpayYyeHHOE Ha aHaNn3 OOKYMEHTauun U naaHnpoBaHMe MHCNEKTUPOBAHUNA MPOU3BOACTBA, @ TAKXKeE
Bpema, nposegeHHoe HenocpeacTtBeHHO B VIHCI'IEKTMpyeMOVI opraHnsaumm wn 3aTpavyeHHOE Ha
COCTaB/1eHME OTHETOB.

Ecnn 06beKTbI MHCNEKTUPOBAHMA NPOU3BOACTBA PACNONIOKEHbI B APYrOM ropoe No OTHOLWEHUIO
K WHCMEKTUPYIOWeEeNn OpraHnsauum, TO HOPMATUBHAA MPOAO/IKUTENbHOCTb  MHCMNEKTUPOBAHUA
NpPOoV3BOACTBA YBE/IMYMBAETCA Ha 2 YE/IOBEKO-AHA Ha KaXKablii 0ObEKT MHCMEKTUPOBAHMA.

3. B KauyecTBe OCHOBbI ANs pacyeTa HOPMATUBHOM MNPOAO/IKUTENBHOCTU WHCNEKTUPOBaHUA
Npou3BOACTBA MCMONb3YeTCA PaKTUYECKasa UNCEHHOCTb COTPYAHUKOB MHCMEKTUPYEMOM opraHu3aLmu,
YUacTBYIOLWMX B NPOLIECCaX B PaMKax OLEHMBAEMOW CUCTEMbl MEHeAMKMeHTa KayecTBa. YMCNeHHOCTb
COTPYAHUKOB C YaCTMYHOW 3aHATOCTbIO Y4YMUTbIBAETCA MyTEM €e KOHBepTauuW B 3SKBUBANEHTHYIO
YNCNEHHOCTb COTPYAHUKOB C NOMIHOW 3aHATOCTbIO.

4, HOpMaTMBHaﬂ npoAO/IKUTE/IbHOCTL MHCNEKTUPOBAHMA Npoun3sBoacTBa B 3aBUCMMOCTU OT
d)aKTVIHECKOVI YNCNEHHOCTU COTPYOAHUKOB obbeKkTa MHCNEKTUPOBAHNA NpuBegeHa B Ta6m4u,e.

Tabnvua
dakTuueckasn HopmaTtusHas NpoaoNKNTENbHOCTb HopmaTtusHaa NPoOAONKUTENbHOCTb
YNCNEHHOCTb NepBUYHOIO MHCNEKTUPOBAHMA nepuoanyeckoro (N1aHoBoro)
COTPYAHUKOB npou3BoAcTBa (YeNoBeKo-aAHeN) WMHCNEeKTUPOBaHMA NPOU3BOACTBA

(4yenosek) (4enoseko-aHen)
5-49 6 4
50-99 7 5

100 - 199 8 6

200 - 499 9 7

500 - 999 10 8



1000 - 1999

2000 - 4999

6onee 5000

11 9
12 10
13 11

MpunnoxkeHue N 2

K TpeboBaHMAM K BHEAPEHUIO, NOALEPHKAHMIO
M OLLEeHKE CUCTeMbI MEHEeXKMEHTa

KayecTBa MeAMNUNHCKUX U34enuni

B 3aBMCUMOCTM OT NOTEHUMANBHOIO

pUCKa UX NpUMEHeHUA

NEPEYEHb rPYNM U MNOATPYNN MEAULMHCKUX U3AENUIA

Mpynna MmeanunHCKUX U3aenni

Moarpynna MeauUMHCKUX U34ennit (ana Knaccos
NoTeHLUManbHOro puUcka 26 u 3)

1. HeakTuBHbIE MeANLIMHCKME
nsgenva (Kpome msgenu ans
AVMarHOCTUKM in vitro)

1.1. HeaKTMBHble cepaevyHO-CoCyamUCTble UMNIAHTATbI

1.2. HeakTuBHble opTOneanveckme MMNAAHTaThbI

1.3. HeaKTMBHble MMMNIAHTaTbl MATKUX TKaHeMn

1.4. HeaKTuBHble PYHKUMOHAIbHbIE UMMAAHTATbI

1.5. HeakTuBHble 3yHHble MMNAAHTaTbl U CTOMAaTONIOTMYEeCcKMe
marepuanbl

1.6. HeaKTUBHble MeAULMHCKUE U3AENUA ANA UHDBEKLUMNA,
BUBaHUA, NepenmBaHusa KpoBu U Ananunsa

1.7. HeaKkTuBHble 0pTa/IbMOJIOTUYECKNE MEANLIMHCKME U3OeNNA

1.8. HeakTuBHbIe opToneanyeckme meguumMHCKMe nsgenmna u
MeANUNHCKNE usgenusa ansa peabunamtaumm

1.9. MeAnUMHCKME M3aenna ANa KoHTpaLuenumm

1.10. MeaNLNHCKMUE UHCTPYMEHTDI

1.11. HeaKTUBHblE MEANLMHCKME U3AENNA ANA Ae3UHPEKLNM,
rMrMeHnYeckom obpaboTkun 1 cTepmuansaumm MmeanuLmMHCKNX
nsgenni

1.12. LLloBHbI maTepuran, nepesa3oYHble cpeacTsa 1 npoyne
HEeaKTMBHble MeaNUMHCKME n3aenna gna nevyeHuna paH

1.13. HeaKTnBHble MeANUNHCKUE U3AENNSA, HE BK/IIOYEHHbIE B
nogrpynnel 1.1 -1.12




2. AKTUBHbIe
HEMMNIAHTUPYEMbIE
MeANUMHCKNE nsgenus (Kpome
n3gennit pns AUarHoCTmMKM in
vitro)

2.1. MeguuMHCKMe n3genma gas KOHTPoas GpuUsnonormyeckmnx
nokasatenew

2.2. MeguumMHCKMe U3aenuns gns Bu3yanmsaumu,
NCNONb3YIOLIME NOHU3UPYIOLLEE U3NTyYeHune

2.3. MeguuuHCcKne nsgenna gna Busyanmsaunm, He
NCNo/b3ylowme MOHU3MpYoLee n3nydyeHne

2.4. MeguumMHCKMe U3aenuns gns Ny4eBon Tepanuu,
NCNONb3YIOLINE NOHU3NPYIOLLEE U3yYeHune

2.5. MeguuMHCKue nsgenma gas ay4eson Tepanum, He
NCNo/b3ylowme MOHU3MpYoLee n3nydyeHne

2.6. MeguumMHCKMe U3aenuns gnsa NUToTpUncum

2.7. AKTUBHbIEe MeaUUVHCKWe n3genna gna
3KCTPaKopnopasibHOro KpoBoobpalLeHMA, BHYTPUBEHHOIO
B/IBaHMA U Nna3madepesa

2.8. AKTMBHble HapPKO3HO-AbIXaTe/bHble, rMnepbapuyeckmne
MeaUNLMNHCKNE U3aenma u MeauunHCcKue nsgenma ons
pecnupaTopHOM Tepanuu

2.9. AKTMBHbIE MegUUVHCKWe n3genna gna CTUMyIaunm n
NMHIMBMpoBaHUA

2.10. AKTMBHbIE XMpPYypruyeckne meamumHCKue nsgenma

2.11. AKTMBHbIe odTaNbMOIOTMYECKME MEAULIMHCKNE U3aenuns

2.12. AKTMBHbIE CTOMATON0OrMYECKME MeANLMHCKUE N3aenms

2.13. AKTMBHblE MEANLMHCKNE U34EeNNA ANA Ae3NHDEKLMN U
CTepUAN3aLUU MEAULIMHCKUX U3LeNNit

2.14. AKTUBHblE MEANLMHCKNE U3AENMA ANA peabunnTaumm u
aKTMBHbIE NPOTE3bI

2.15. AKTMBHbIEe MeaUUNHCKMeE nsgenna gna
NO3MLWOHUPOBAHMUA U NepeBO3KM NALMEHTOB

2.16. CamocToaTenbHOE MeaNLIMHCKOE NPOrpaMmmHoe
obecneuyeHne

2.17. AKTMBHbIe MeaUUNHCKMe n3genna gna
9KCTPaKopPNopanbHOro oNA0A0TBOPEHMA U UCKYCCTBEHHOIO
0ona040TBOpPEeHUA

2.18. AKTMBHbIE MeANLNHCKNE U34eNNA, HE BKAOYEHHDbIE B
nogrpynnel 2.1 -2.17

3. AKTMBHbIE UMNNAHTUPYEMBIE
MeaVLMHCKWe n3genua

3.1. AKTUBHbIE MMNNAHTUpyemble MeAUUNHCKNE N3OeENNA ANA
cTmMmynaumnum mn MHI'M6MpOBaHMﬂ

3.2. AKTUBHbIE UMNNTAHTUPYEMbIE MEeAULMHCKME U3Jenma ona




BBO/Ja /IEKAPCTBEHHbIX U UHbIX BELLECTB

3.3. AKTUBHbIE MUMMNNAHTUPYEMbIE MEeAULMHCKUE M3aenus,
nogaepkusatoline, 3amelliatolme Uam sameHaowme GyHKUUn
opraHusma

3.4. PagnoaKkTMBHblE MMNAAHTATbI AN1A BHYTPUTKAaHEBOW
Jly4eBOl Tepanmm

3.5. AKTMBHbIE UMNAAHTMPYEMbIE MEANLMHCKNE U3AEeNNA, HE
BKAOYEHHbIe B noarpynnbl 3.1-3.4

4. MegyuMHCKMe nsgenuna ana
OMArHOCTUKM in vitro

4.1. PeareHTbl, HabOpbI peareHToB, KaIMOBPOBOYHbIE U
KOHTPO/IbHble MaTepuansl

4.2. Mpnbopsbl M 060pyAOBaHNE ANA ANATHOCTUKM in vitro

4.3. CamocToATeNnbHOE MeAULLMHCKOE NporpammHoe
obecneyeHune gaa MarHOCTUMKM in vitro

4.4. UHble megUUNHCKNE U3aenua ana oMarHocTuKK in vitro, He
BKAOYEHHble B noarpynnel 4.1 -4.3

MpunnoxkeHne N 3

K TpeboBaHMAM K BHEAPEHUIO, NOALEPHKAHMIO
W OLEHKEe CUCTEMBI MEeHeXMeHTa

KayecTBa MeAMNLUNHCKUX U34enuni

B 3aBUCUMMOCTM OT NOTEHLMANBbHOTO

pUCKa UX NPUMEHEHUA

UHTEFPAZIbHAA OLLEHKA

CTENEHN 3HAYMMOCTU BbIAB/IEHHbIX B XOAE MHCNEKTUPOBAHUA
NPOWU3BOACTBA HECOOTBETCTBMA CUCTEMbI MEHEAXXMEHTA KAYECTBA
TPEBOBAHMAM K BHEAPEHUIO, NOAAEPAHUIO U OLLEHKE CUCTEMDbI
MEHEAXMEHTA KAYECTBA MEAULMHCKUX U3AENUNA
B 3ABUCUMOCTU OT NOTEHLUA/IbHOIO PUCKA

Knaccmd)mxau,m BbIAB/IEHHbIX B XO04€e NHCNEKTUPOBAHNA NPONU3BOLACTBA HECOOTBETCTBUIN CUCTEMDI
MeHeaXMeHTa KavecCTBa TDE6OBaHMﬂM K BHEAPEHUIO, NOAAEPKAHUIO N OLUEHKE CUCTEMbBI MEHEOKMEHTA
Ka4yectBa MeANUNHCKUX VI3,£I,eI'IVIl7I B 3@aBUCMMOCTU OT NOTEHUMNANIbBHOIO PUCKa NX NPUMEHEHUNA (,u,anee -

UX NPUMEHEHUA

I. Knaccupukauma HecooTBeTcTBUMA

HeCOOTBETCTBMﬂ) nposoauTCA B 2 3Tana:

| 3Tan - npumeHeHMe KnaccuPpuKauMoHHOM MaTPULLbl 418 obecneyeHna NpeaBapUTENbHON OLLEHKK

crteneHn 3Ha4YnMmoCTn HeECOOTBETCTBU [/'I;

Il 3Tan - npuMeHeHne NoBbIWaloWMX 6anIoB AN1A onpeaeneHUA OKOHYaTEIbHOW OLEHKU CTeneHu

3HAaYMMOCTUN HECOOTBETCTBUN.




MHOeCTBEHHbIE C/ly4an HECOOTBETCTBUA OAHOMY TpebOoBaHMIO PacCMaTPUBAlOTCA KaK OAHO
HecooTBEeTCTBUE.

Il. KnaccupmkaumoHHan matpuua

CornacHo KnaccudpuKaumoHHOW MaTpULLE BCE BblABNEHHbIE HECOOTBETCTBMA NOAPA3AENAOTCA Ha 4
rpynneoi.

Karkpgaa rpynna XapaKTepusyeTcA  KOJMYECTBEHHbIM  3HA4YeHMem CTeneHu  3HAYMMOCTU
HEeCoOTBETCTBUA A5 6e30nacHOCTH, 3GEKTUBHOCTU U KavyecTBa MEAULIMHCKOTO U3AENNA:

BaunsHMe HecooTBeTCTBUA npsmoe 3 4
Ha 6e30MacHOCTb,
3pPeKTUBHOCTb U

KayecTBO MegULUUHCKOTo Henpamoe 1 2

m3aenuns

Brnepsble NOBTOPHO

lNoBTOPAEMOCTb HECOOTBETCTBUA

KnaccuomkaumoHHas MmaTpuua OTpa)kaeT BAWAHME HECOOTBETCTBMA Ha  6e30MacHoCTb,
3GPEKTUBHOCTb M KAyecTBO MEOMUUMHCKOrO M34enus, a TaKKe MOBTOPAEMOCTb BbIIBIEHHOIO
HecooTBeTCTBUA.

BanaHue HecooTBEeTCTBMA Ha 6€30MacHOCTb, 3PPEKTUBHOCTb M KaYeCcTBO MeAMLMHCKOro Usaenms
CYMTAETCA HEMPSAMbIM, EC/IM OHO 3aTparnsaeT TpeboBaHUs, CBA3aHHbIE C PYHKLMOHMPOBAHNEM CUCTEMDbI
MeHeOKMEeHTa KayecTBa MeAMLUMHCKUX W3L4E/NK, M NpAMbIM, €CIM OHO KacaeTca TpeboBaHuWiA,
OTHOCALMXCA K MPOLECcCaM MNPOEKTUPOBaHMA, pPa3paboTKM, NMPOU3BOACTBA WM BbIXOLHOTO KOHTPOJIA
MeANLMHCKOro u3genuma.

MoHATMe "BnepBsble" 03HaYaeT, YTO KOHKPETHOe HecooTBEeTCTBME He BblNo BbIABAEHO B Xode 2
nocneaHnx cnyvyaes nNposeAeHUA MHCMEKTUPOBAHMA NMPOU3BOACTBA, MPM KOTOPbIX NMPOBEPANUCH TE e
npoueccbl B paMKax CUCTEMbl MeHe)KMeHTa KayecTBa Ha WHCMEKTUPYyeMoW Npou3BOACTBEHHOM
naouiaaKe.

MoHATME "NOBTOPHO" O3HAYAET, YTO KOHKPETHOE HECOOTBETCTBUE ObINIO BbISAB/IEHO B X04€ O4HOr0
n3 2 nocnegHux Ciy4yaeB NPoOBEAEHWNS NHCMEKTUPOBAHMA NPON3BOLCTBA, NPU KOTOPbIX NPOBEPAIUCH TE
K€ NpoLeccbl B paMKax CUCTEMbl MEHEAKMEHTa KayecTBa Ha WMHCMEKTUPYEMOM MPOU3BOLCTBEHHOM
naoLwagkKe.

Ill. NoBblwatowme 6annbl

NMonyyeHHoe Ha | 3Tane Ko/nn4yecTBEHHOE 3HAayeHWe CTeneHW HecoOoTBETCTBMA yTouyHAeTcA Ha |l
9Tane nytem nNpumeHeHuA NoBbiWaloWwnx 6ann03, HayucnaemblX 3a Haanuume cnegyrowmx
HECOOTBETCTBUM:

OTCYTCTBME OOKYMEHTUPOBAHHbLIX nNpoueayp, OTHOCAWMUXCA K MNpouecCam MNpPoOeKTUpoBaHUA,
pa3pa60TKM, npon3soacTBa W BbIXOAHONO KOHTpPO/A MeOUUMHCKOro wusaennAa, a TaKiKe K
nocTnpoaa*KHOMYy MOHUTOPUHTY, HEO6XO,D,MMbIX anAa obecnevyeHus b6esonacHoCcTn “ 3d)¢eKTVIBHOCTM
MeanUMHCKOro n3genunsa;

BbIMNYCK B OBpalleHne Heg0bpPOKaYeCTBEHHOro MeAMLMHCKOrO U34eAnA B TeYyeHWe OTYETHOro
nepuoga. B caydae ecan npousBoguTENieM MEAMUMHCKOrO W34enns npoBeAeHO BHennaHoBoe



WMHCMEKTUPOBAHME NMPOU3BOACTBA B LLENAX NOATBEPXKAEHUA YCTPAHEHUA MPUYMH, KOTOPbIE MPUBEAU K
BbINYCKY He40bpOKauyeCcTBEHHOro U3Aenuns, NoBbILWAOWMKM 6ana He HauncNneTcs.

Mpwn aTOM K ougeHKe, I'IOI'Iy‘-IeHHOVI Ha | aTane, 4NA KaxK40ro HeCOOTBETCTBMA Hauncnaetca 1 6ann.

IV. ®opma npeacTaBaeHUA Pe3ybTaTOB UHTErPaIbHON OLLEHKU
cTeneHu 3HaYMMOCTM HECOOTBETCTBUM

Pe3ynbTaTbl MHTErPaIbHOM OLEHKM CTEMEHU 3HAYMMOCTU HECOOTBETCTBUA NPEACTABAAIOTCA B BUAE
Tabanupl:



N n/n

HecootseTcTBME

Mpagaumna HecooTBETCTBUA

| aTan,
6ann

Il atan npu
OTCYTCTBUU
LOKYMEHTUPOBAHH
bIX NPOLLECCOB,
6ann

Il aTan npm
BbIMyCKe
HegobpokayecTse
HHOro
MeANUMHCKOro
usaenus, ann

CYMMapHbI 6ann
No HECOOTBETCTBUIO

UTorosbint 6ann:




MHCI'IEKTMperLLI,aﬂ OopraHnsaumAa He AOO0NXKHa BbIHOCUTb MONOKUTENbHOE

3aKno4yeHne o

cobnogeHnn npousBoguTeNemMm MeAMLUMHCKOrO M3aenusa HactoAawmux TpeboBaHWiA, eciv O4HO MAM
601ee HapyLeHUIt oLeHeHbl Ha 5 nan 6 6annos namn 6onee AByX HapyLWeEHUI oLeHeHbl Ha 4 6anna.

MpunoxkeHue N 4

K TpeboBaHMAM K BHEAPEHMIO, NOALEPKAHNIO
M OLLEHKE CUCTEMbI MEHEAKMEHTA

KayecTBa MegMLUMHCKUX U3Lenni

B 3aBMCMMOCTU OT NOTEHLMAIbHOTO

OTYET

O pe3yibTaTaX NepBUYHOIO MHCNEKTUPOBAHNA NPONU3BOACTBA

PUCKa nx npumeHeHunA

(popma)

Homep otyeTa

OpraHu1saums, NpoBOAMBLIAA MHCNEKTMPOBAHME NPOU3BOACTBA
(nonHoe u cokpalleHHoe (MPY HaNMYUKU) HAMMEHOBAHMUSA
topUANYECKOro Anua (B Tom uncne dUpMeHHOEe HaMMeHOBaHME),
OpraHM3auMoHHO-NpaBoBasa popma 1 agpec (MecTo HaxoKaeHusa))

NHbopmauusa o npoussoanTene MeanLMHCKOro nsgenusa:

3.1

MonHoe M coKpaleHHoe (NPY HaNNYMK) HAMMEHOBaHUA
HopPUAMYECKOro mua (B ToM Ymcie pupmeHHoe HaMMeHoBaHWE),
OpraHu3aLnoHHO-NpaBoBan popma u agpec (MecTo HaxoxaeHusa),
KOHTAKTHas nHbopmaums

3.2

OpraHu3alUMOHHasA CTPYKTYpa 1 B3aUMOAENCTBUE C IOPUANUYECKUMU
NMLAMM B paMKax CUCTEMbI MeHeAXMeHTa KadecTBa MeANLMHCKUX
nspenni

3.3

MepeyeHb NPOU3BOACTBEHHbIX MIOLWAAO0K (C YKazaHUeM UX
a[pecoB U NPOU3BOAUMBIX MEAULMHCKUX U34Ee/UA, NPUMEPHO
YMCIEHHOCTU COTPYAHWUKOB, YHACTBYIOLLMX B MPOLLECCaX B pamKax
OLEHMBAEMOW CUCTEMbI MEHEKMEHTA KauecTBa, a TaKxke
KOHTaKTHOW UHbOopMaumm)

34

MepeyeHb NPOM3BOANMbIX MEANLMHCKUX U3AeNNNA,
npeaHasHavyeHHbIX Ana obpalleHns B pamkax EBpasuiickoro
3KOHOMWYECKOro coto3a

3.5

MepeyeHb rpynn (noarpynn) MeAULMHCKUX U3AEMIA, B OTHOLLEHMM
KOTOpPbIX NPOBOAMTCA MHCNEKTUPOBAHWE NPON3BOACTBA, COMTacHO
3aABKe NPOM3BOAUTENA MEANLMHCKOTO U34e/uaA (C yKasaHuem
MHPOPMaLMKN O BKAOYEHUMN (HEBKNHOUEHMM) NPOLLECCOB
NPOEKTUPOBaHUA N Pa3pPaboTKM B 061aCTb MHCNEKTUPOBAHMUSA




npou13BoACTBa)

3.6

MepeyeHb KPUTUYECKMX NMOCTABLLMKOB (C YKazaHWEM UX a4pecos,
NOCTaBAAEMbBIX U3LENNI NN OKa3biBAaEMbIX YCAYT, @ TAKXKe
KOHTaKTHOW MHpopmaLmn)

NHbopmaumsa 06 MHCNEKTUPOBAHUM NPOU3BOACTBA:

4.1

[aTbl NnpoBeAeHNA MHCMEKTMPOBAHMA NPOM3BOACTBA, B TOM Yncie
[0aTbl Bble34HbIX MHCMEKLMI NPON3BOACTBA KaXK40ro
NPOBEPEHHOrO 06bEKTA

4.2

CocCTaB MHCMNEKUMOHHOM rpynnbl (¢ yKaszaHeM GYHKUNIN YneHoB
rpynnbl, @ Tak¥Ke cBeAgeHNn 06 y4acTBOBABLUNX NepeBoaYmnKax n ob
MHCNeKTopax (3KcnepTax), ec/iv TaKoBble NPUCYTCTBOBANM)

4.3

MNnaH npoBefeHNA NHCNEKTUPOBAHMA NPOU3BOACTBA

Pe3ynbTaTbl MHCMIEKTMPOBAHMA NMPOU3BOACTBA (MO KaXKA0MY NPOBEPEHHOMY 06BHEKTY):

51

Ob6uiee onncaHMe NpoBepsieMon AeaTeNbHOCTU U (UnK)
TEXHO/I0rMYECKUX NPOLLECCOB

5.2

damnnnn, nmeHa, otyectsa (NPU HaAMUUK) U JOKHOCTU
OMPOLLEHHbIX 1L,

53

HaumeHOBaHUA MeAULMHCKUX U3AeNNiA, BbIBPaHHbIX ANA
NPOBEPKN B KayecTse NpeacTaBuTeNbHbIX 06pa3LoB, a TakKe
obocHoBaHMe gaHHOro Bbibopa

5.4

TuUnbl U KOMYECTBO NPOBEPEHHbIX JOKYMEHTOB U 3anucei

55

MepeyeHb BbiABAEHHbIX HECOOTBETCTBUN CUCTEMbI MEHEAXKMEHTA
KayecTBa MeANUMHCKUX n3aenmii TpeboBaHUAM K BHEAPEHMIO,
NoAAEPKAHUIO U OLEHKE CUCTEMbI MEeHEeKMEHTA KayecTBa
MeAMLMHCKUX U346 B 3aBUCMMOCTM OT NOTEHLMA/IbHOrO PUCKA
UX NPUMeEHeHNA

5.6

MHbopmMaLma 0 HECOOTBETCTBUAX, YCTPAHEHHbIX B NpoLiecce
WMHCNEKTUPOBaHMA NPOU3BOACTBA, a TAKXKe O CPOKax NpoBeaeHUs
KOPPEKTUPYIOLNX AeMCTBUIA B OTHOLLIEHUU HeYCTPaHEHHbIX
HEeCcoOoTBEeTCTBMIA U popMmax NOATBEPKAEHNA NPOBEAEHUA TaKNX
OencTBuii (NnpeacTtaBieHMe NoATBEPKAAIOWEN AOKYMEHTALUN NN
npoBepKa Ha mecTax)

BbiBOAbI:

6.1

3aKnto4YeHne 0 COOTBETCTBMM (HECOOTBETCTBUN) CUCTEMB
MeHeAXMeHTa KayecTBa MeANLNHCKUX U3aennin TpeboBaHUAM K
ee BHeApeHMIo (C yKazaHnem MHPOPMaLIMKN O BKAOYEHUM
(HeBKNtOUEHMN) B 06NACTb MHCNEKTUPOBAHUA NPOM3BOACTBA
NpPoOLLECccoB NPOEKTUPOBAHUA U Pa3pPaboTKM AR NPOBEPEHHbIX
rpynn (moarpynn) MeauuMHCKUX U3LeNni)

damunmn, nmeHa, oT4ecTea (I'IpM HaJ'IM‘-IMM) N AO1KHOCTHN
MHCNEKTOPOB




8 Moanucuy, neyatb (MpY HaAUYUK)

MpunoxkeHue N 5

K TpeboBaHMAM K BHEAPEHUIO, NOALEPHKAHNIO
M OLLEHKE CUCTEMbI MEHEKMEHTA

KayecTBa MeAMUNHCKUX U34enuni

B 3aBMCMMOCTM OT NOTEHLMANBHOTO

pUCKa UX NPUMEHEHUA

TPEBOBAHMA
K COAEPYXAHUIO TEXHUWYECKOIO ®AUNIA HA MEAULMHCKOE U3AENUE
ANnAa ANATHOCTUKMU IN VITRO

I. O6wue TpeboBaHUA K cogepKaHUIO TeXHUUYeckoro ¢aiina
Ha MegULUMHCKOe usgenue Ana oUarHoCTMKM in vitro

1. TexHnyeckuin Gann JoMmKeH copepXaTtb caeayowyo MHPOPMaLMIO 0 MEOULIMHCKOM U34Ee1UN
ONA ANArHOCTUKM in vitro:

a) HaMmeHoBaHuWe n3aenns;

6) BUA U3aenus B COOTBETCTBUM C HOMEHKNATYPOW MEAULMHCKUX U3AeNUNi, NPUMEHSEMON B
pamKax EBpa3uniiCKOro sSKOHOMMYECKOrO COt03a;

B) K/lacC MOTEHUMANbHOIO pMUCKa NPUMEHEHUS U NPUMEHUMbIE KnaccudUKaUNOHHbIe NpaBuna B
cooTBeTcTBMU C [lpaBunamum  KnaccuPuKaumm  MeaAMUMHCKUX  U34enMhn B 3aBUCMMOCTM  OT
MOTEHLUMANbHOIO PUCKA MPUMEHEHUs, YTBepXKAeHHbIMU PeweHnem Konnermn EBpasmincKoit
3KOHOMWYECKOM Komuccum ot 22 aekabpa 2015 r. N 173;

r) Ha3HauYeHWe usgennn, B TOM Yncae (ecim NPUMeEHUMO):

onuncaHuWe LEeNeBoro aHanuTa, BKAOYAA YKa3aHWe Ha KauyeCTBEHHbIW, NOMYKOANYECTBEHHbIN MK
KO/IMYECTBEHHbIN BUA onpeaeneHus;

d)yHKLI,VIOHaJ'IbHOQ Ha3Ha4YeHwune;

cneundunyecKan natoNorns, CocTosHme uam GakTop PUCKa, ANa 06HapPYKeHUA, onpeaeneHns uam
andodepeHUMpoBaHUA KOTOPOTo NpeaHasHavYeHo Usaenme;

TN aHanAusupyemoro obpasua;
noTeHUManbHble NoJIb30BaTeNN;
) onucaHne NpMHUMNa aHaIMTUYECKOro MeToZa UM NpUHUMNa aericTeusa npnbopa;

e) OMMCaHWe COCTaBHbIX YacTenl, B TOM 4ucie nepeyeHb BO3MOXKHbIX BAapPMaHTOB UCMNOJIHEHUA
paccmaTpmnBaemoro n3genna;

) onucaHuWe NPUHAANEKHOCTEN, APYrUX u3genuin (B TOM uucCie MefUUMHCKKX), KoTopble
npeanosaraeTca UCNONb30BaTh B COYETAHUN C U3LE/MEM;



3) onucaHWe MaTepuanosB Ans B3ATUA W TPAHCMOPTMPOBKM 06pasuLoB WAM  onucaHue
(xapaKTepUCTUKM) MaTepnanos, pEKOMEHAYEMbIX 418 STON Lenu;

VI) AnAa aHaAnTU4eCKoro O60py,D,OBaHMﬂ - TEXHUYECKUNE XapPaKTEPUCTUKN.

2. B cnyyae wucnonbsoBaHMA WHOOPMAUMM O MNOJOOHBIX MAM Mpeablaywmx moanduKaumax
MeAULMHCKOIO U3fenns AnAa AMarHOCTMKM in vitro B Lensx AoKasaTenbCTBa COOTBETCTBUA ero O6bwmm
TpeboBaHMAM 6e30MacHOCTU N 3PPEKTUBHOCTU MELMULMHCKMX U3LENUI, TPEBOBAHMAM K NX MAPKMPOBKeE
M 3KCN/YyaTauMOHHOM [OKYMEHTAUMM Ha HUX, YTBEPKAEHHbIM PeweHnem CoseTa EBpasuminckoit
3KOHOMMUYECKOo Komuccum oT 12 despansa 2016 r. N 27 (nanee - Ob6uine TpebosaHns 6e30MacHOCTU U
3pPEKTUBHOCTHU), TEXHUYECKMIA hailn AONKEH CoAepKaTb KpaTKoe onncaHue:

a) npeablaywmnx moandrKaumn paccmaTpMBaemMoro nsaenmsa (Npu Haanuun);

6) nNogobHbIX MoaMdUKAUNI MEOUUMHCKUX M3LENUNA, HaxoasAwmxca B OobpalleHMn B pamKax
EBPa3snNCKOro SKOHOMMUYECKOrO COK3a U Ha MEXAYHAaPOAHbIX PbIHKaX.

Il. ConposoauTtenbHaa nHpopmauus

3. TexHM4YecKkunit paitn fLoNKEH COaEpKaTb:
a) AaHHbIe 0 MapKMPOBKE MeAMLIMHCKOTO U3AENUs A5 ANArHOCTMKM in Vitro U ero ynakoBKu;

6) MHCTPYKLMIO MO NPUMEHEHMIO (IKCMNYaTaLMOHHYIO LOKYMEHTALMIO) MEeANUUMHCKOrO usgenus
ONA ANArHOCTUKM in vitro (npu Hannuum).

Ill. CBeaeHusa o cootBeTcTBUMM O6WMM TpeboBaHUAM 6e3onacHOCTU
n apPpeKTnBHOCTH

4. TexHUYeckuin daiin foNKEH BKAOYATb B CeOA KOHTPOJIbHbIMA nepedeHb cooTBeTcTBMA O6LWMM
TpeboBaHMAM Be3onacHoCcT U 3pPeKTUBHOCTM cornacHo npunoxkeHuo N 2 kK O6wum TpeboBaHUAM
6e3onacHOCTN U 3G HEKTUBHOCTM.

IV. Pe3ynbTatbl aHanun3a v ynpasaeHUa pUCKom

5. TexHuuecknin Gaiin SONKEH codep:KaTb KpaTKUIA nepeyeHb PUCKOB, MAEHTUGULMPOBAHHbIX B
npoLecce aHaAn3a PUCKOB, M OnucaHMe CnocoboB ynpaBAeHUA STUMW PUCKAMU B LLENAX CHUMKEHUA UX
[0 AOMYCTUMOrO YPOBHA.

V. NpoeKkTnpoBaHue u pa3paboTka meguULMHCKOrO U3aenus
ONA [UArHoCcTuKm in vitro

6. TexHUYeCcKnin dpaiin AoMKeH cogepKatb MHPOPMaLMIO 06 OCHOBHbIX CTaAUAX NPOEKTUPOBaHUA
paccMmaTpMBaeMOro MeauLMHCKOIO U34enma aas AMarHoCTMKM in vitro. [JaHHas uHopmauma moxket
6bITb NpeacTaB/ieHa B BUAe 6/10K-CXemMbl NPOLLECCOB.

VI. MpousBoacTBEHHbIE NPOLECCbl
7. TexHu4yecknin pain foaxKeH cogepxatb MHGOPMaLMIO O NPOM3BOACTBEHHbIX MPOLECCAX, B TOM
yncne O nNPOM3BOACTBE, COOPKE, 3aKNOYUTENbHbIX MWCNbITAHUMAX MeAULMHCKOro usgenva Aans
OMArHOCTMKM in Vitro U OKOHYaTeNbHOM YNaKoOBKe rOTOBOr0 MeAULIMHCKOIO U3Aenna gna ANarHoCTUKK in

vitro. [laHHasa uHbopMauma MoXKeT bbITb NpeacTaBieHa B BUAe 610K-CXeMbl MPOLECCOoB.

VII. MpounssoacTBeHHbIEe NAOLWA[KHN



8. TexHuuyeckuit dalinl OONKEH COoAep’aTb CBEAEHMS O MPOU3BOACTBEHHbLIX MJoWaaKax, Ha
KOTOPbIX OCYLLECTBASETCA NPOU3BOACTBO PAaCCMaTPUBAEMOro MeAULIMHCKOrO U3a4enunsa Ana AMarHoCTUKK
in vitro. EcnM B OTHOWEHMM AaHHbIX MNOWAAO0K MMETCA cepTUdMKaTbl CUCTEMbI MEHEeAKMEHTa
KauyecTBa WM PaBHOLEHHbIE AOKYMEHTbI, TO UX KOMWUKM NpUAaratTca K TexHndeckomy dariny.

VIII. JeatenbHOCTb N0 BepuduKaumum 1 Baampauum

9. TexHMYecKuit Gaitn JOMKEH COAEPKATb Ceayolne CBEAEHUA N AOKYMEHTbI MO BepudUKaLnm
W BaAnZaUMK, KOTOPblE UCMO/Ib30BaANCh A/1A A0KA3aTenbCTBa COOTBETCTBUA MEAUUMHCKOTO MU3Lenuns
ONA AUArHOCTMKM in vitro O6wmm TpeboBaHmMAaM BesonacHocTU N 3pPEKTUBHOCTH:

a) nepeyeHb NPUMEHSAEMbIX MPOU3BOAUTENIEM MEAULIMHCKOTrO U341 CTaHAAPTOB;
6) pesynbTaTbl UCMbITAHWIA B UCMbITaTE/bHbIX TabopaTopusax (LeHTpax);
B) pe3ynbTaTbl NabopaTopHbIX U (M1M) 3aBOACKUX UCTbITAaHUI;

r) AeKknapauMm o0 COOTBETCTBUM CTaHAAPTaM M3 NEepeyHn CTaHAAPTOB, B pesyabTaTe NPUMEHEHMUSA
KOTOpbIX Ha A[06pPOBO/ILHOM OCHOBE MOJMIHOCTBID WMAM YAcTMYHO obecneumBaeTcs cobatogeHue
COOTBETCTBMA MEANUMHCKOro U3aenva ansa AMarHoCTUKK in vitro O6wum TpeboBaHnAM 6e30NacHOCTM U
3ppeKTUBHOCTY;

) AeKnapaummn o COOTBETCTBMM CTaHAAPTaM, KOTOpble HE BK/HOYEHbI B YKa3aHHbIM B NOAMYHKTE
"r" HacToALLLEro NyHKTa nepeyeHb (C 060CHOBaHMEM UX MPUMEHEHMA);

e) 0630p ony6/MKOBaHHbIX INTEPATYPHbIX MCTOYHMKOB B YacTW, Kacatlollenca paccmaTpMBaemMoro
MeAMLMHCKOro U34enunsa gna AMarHOCTUKM in Vitro nam nogo6HbIX MeAULMHCKUX U3AENNI;

) KAMHMYECKoe A0Ka3aTenbcTBo 3PpPeKTUBHOCTM M 6e30NacHOCTU MeAMUMHCKOrO nU3gennsa ans
ANArHOCTUKM in vitro.

10. TexHunuecknit ¢alin  OO/IKEH codepKaTb cheaylolme cBedeHuMa 06 aHanuMTUYeckol
3 dEKTUBHOCTU MEANLMHCKOTO U34EUNA AN ANATHOCTMKM in vitro (eciv npumeHnmo):

a) aHaNUTMYeCKan YyBCTBUTENIbHOCTL (MOpor obHapyKeHUs);
6) aHanMTUYeCKan cneunpuyHoOCTb;

B) NPaBUIbHOCTb onpeaeneHun;

r) cnyyaitHan owwmnbKa;

A) AaHHble O MEeTPOJIOrMYECKON MPOCNEKMBAEMOCTM 3HAYEHUI KannbpaTopoB U KOHTPO/bHbIX
MaTepunanos;

e) QMdaHHble 06 aHaNMTUYeCKOM AmanasoHe (Auanas’oHe JIMHEMHOCTM - A4A JIMHENHbIX
aHaNINTUYECKUX CUCTEM), a TaK¥Ke ONncaHne MeTo40B onpeae/ieHUsA XapakTePUCTUK;

) OaHHble 06 onpegeneHun "Touku oTceuku" (cut-off), BKAouyana onucaHue aeTtanei metoaa
onpeaeneHnn XxapakTePUCTUK;

3) nonynaumoHHble (gemorpaduyeckme) acnekTbl MPUMEHEHUS MeAUUMHCKOro usgenvsa ans
OMArHOCTUKM in vitro.

11. TexHnuyecknit paiin JOMKEH coaepXKaTb CBEAEHNA O HayYHOW 060CHOBAHHOCTU aHanuTa (eciu
NPUMEHUMO).



12. TexHMYecKuit ¢amn [OMKEH COAEPXATb CBEAEHMA O KAMHMYECKON 3PPeKTUBHOCTU
MeANUMHCKOrO M3genua Ana AMarHocTUKM in vitro, B Tom uyucne (ecam npuMMeHMMO) AaHHble O
ONArHOCTMYECKOM YyBCTBUTENIbHOCTU U AMArHOCTUYECKOM CneLUPUIHOCTH.

13. TexHun4yeckuit bann gonKeH coaepraTb AaHHbIE O CTaBUNBLHOCTU MEANLMHCKOTO U3genuns ans
ANArHOCTUKM in vitro.

14. B cnyyae ecnv meguuMHCKOe M3genune gis AMarHoCTUMKKY in vitro BbIMycKaeTca B CTepUsibHOM
BMAE, NPUBOAUTCA OMUCaHME MeToda CTepWIM3auMK, BK/OYAs OTYET O Ba/iMAaLMM B OTHOLUEHUM
npowecca cTepuansaLmm.

15. TexHMUYeCcKMin pann OOJIKEH BKAOYATb B CEOA KPaTKOE U3/I0XKEHWNE Pe3y/bTaToB AeATE/IbHOCTHU
no sepuduMKaumm W BanMAAUMK NporpammHoro obecneyeHusa, BbINOJHEHHON B OpraHW3auuu-
npounssoauTene.

MpunoxkeHne N 6

K TpeboBaHMAM K BHEAPEHUIO, NOALEPHKAHMIO
M OLLEHKE CUCTEMbI MEHEKMEHTA

KayecTBa MeAMUNHCKUX U34enuni

B 3aBMCMMOCTM OT NOTEHLMANBHOTO

pUCKa UX NPUMEHEHUA

(popma)

OTHET
0 pesynbTaTax nepuoanyeckoro (na1aHoBoro)
WMHCMNEKTMPOBaHUA NMPOU3BOACTBA

1 Homep otyeTa

2 OpraHu13aums, NpoBOAMBLIAA MHCMEKTMPOBAHME NPOMU3BOACTBA
(nonHoe u cokpaleHHoe (MPU HaMYUKU) HAMMEHOBAHMUSA
topUANYECKOro Anua (B Tom umcie dUpMeHHOE HaMMeHOBaHMeE),
OpraHu3auMoHHo-NpaBoBas dopma u agpec (mecto
HaxoXaeHus))

3 NHbopmaumsa o npoussoanTene MeanLMHCKOro nsgenus:

3.1 |NonHoe v coKpaleHHoe (MPU HaANYUM) HaMMeHOoBaHKA
HopPUAMYECKOro 1ua (B TOM Ymcie pupmeHHoe HauMeHoBaHME),
opraHu3auMoHHo-npaBosas popma u agpec (mecto
HaXOXAEeHMA), KOHTAKTHaA MHpopmaLma

3.2 OpraHu13auMoHHas CTPYKTypa 1 B3aMMOAENCTBUE C
HOPUONYECKUMM NINLLAMM B PAMKAX CUCTEMbI MEHEOKMEHTA
KauyecTBa MeaANUUHCKUX U3aenui

3.3 MepeyeHb NPOM3BOACTBEHHbIX MAOLWAL0K (C YKa3aHMeM Ux
afpecos, NPOU3BOANUMBIX MEAULMHCKUX 34NN, NTPUMEPHOM
YNCNEHHOCTM COTPYAHUKOB, YHaCTBYIOLMX B MPOLECccax B pamKax




OLEHMBAEMOW CUCTEMbI MEHEAKMEHTA KAUEeCTBa, a TaKKe
KOHTaKTHOM UHbOopMaumm)

34

MepeyeHb NPOM3BOANMbIX MEANLMHCKUX U3AENNIA, HAXOAALLMXCA
B 06pallleHMM B paMKax EBpasniiCKOro 3KOHOMMYECKOro CoHo3a

3.5

MepeyeHb rpynn (Nogrpynn) MmeanunMHCKUX U3 4N COrNacHo
paHee BblgaHHOMY 3aK/0YEHMIO O COOTBETCTBUM (C yKasaHMeM
MHGOPMaLUM O BKAOYEHNUN (HEBKAKOYEHUM) MPOLLECCOB
NPOEKTUPOBAHUA N Pa3pPaboTKM B 061aCTb MHCNEKTUPOBAHMUSA
npou13BoACTBa)

3.6

MepeyeHb KPUTUYECKUX NMOCTABLLMKOB (C YKazaHWeM UX apecos,
NOCTaBAAEMbIX U3LE/NI MU OKA3bIBAEMbIX YCAYT, @ TAKXKe
KOHTaKTHOW MHbOopMaumm)

NHdopmauma 06 MHCNEKTUPOBAHNM NPOM3BOACTBA:

4.1

[aTbl NnpoBeAeHNA MHCNEKTUPOBAHMA NPOM3BOACTBA, B TOM
yucae AaTbl Bble3gHbIX MHCNEKLMIA MPOU3BOACTBA KaXa0ro
NPoOBepPEeHHOro o6bEKTa

4.2

CocTaB MHCNEKUMOHHOM rpynnbl (C yKasaHUeM GyHKUMIM YneHoB
rpynnbl, a TaKk:Ke cBegeHuIi 06 y4acTBOBABLUMX NEpeBoAYMKaAX U
06 MHcneKkTopax (aKcnepTax), eciv TaKoBble NPUCYTCTBOBAM)

4.3

MnaH npoBeAeHNA MHCNEKTUPOBAHMA NPOU3BOACTBA

Pe3ynbTaTbl MHCNEKTUPOBAHUA NPOU3BOACTBA (I'IO Ka*Xaomy npose

peHHOMY 06beKTY):

5.1

Obuiee onncaHne NpoBepAemMon AeATebHOCTU U (MnK)
TEXHOJ/IOTMYECKUX MPOLLECCOB

5.2

damunmn, nmeHa, oT4ecTea (I'IpM HaJ'IM‘-IMM) n AO01KHOCTU
ONpOLWeHHbIX Ny,
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HavmeHoBaHMA MeAUUNHCKUX U34ENNIA, BbIOPAHHbIX ANA
NPOBEPKK B KauecTBe NpeacTaBuTebHbIX 06pasLOoB, a TaKke
obocHoBaHMe AaHHOro Bbibopa

5.4

Tunbl U KONNYECTBO NPOBEPEHHbIX LOKYMEHTOB U 3anucen

5.5

MepeyeHb BbIABAEHHbIX HECOOTBETCTBUM CUCTEMbI MEHEAXKMEHTA
KayecTBa MeANUMHCKUX n3aenmii TpeboBaHUAM K BHeAPEHMIO,
NoAAEPKAHUIO U OLEHKE CUCTEMbI MEeHEeKMEHTA KayecTBa
MeOMULMHCKUX U346 B 3aBUCUMOCTU OT NOTEHLMANIbHOIO
PUCKA NX NPUMEHEHMUS

5.6

MHbopmMaLma 0 HECOOTBETCTBUAX, YCTPAHEHHbIX B NpoLiecce
WMHCNEKTUPOBAHMA NPOU3BOACTBA, a TaK}Ke O CPOKax NpoBeaeHus
KOPPEKTUPYIOLWMX AENCTBUIA B OTHOLEHUM HEYCTPAHEHHbIX
HEeCoOTBETCTBUI U GOpPMax NOATBEPKAEHUSA NPOBEAEHNA TAKUX
AencTeuii (npeacTtasieHne NoATBEPKAAOLLLEN AOKYMEHTALNK
WM NPOBEpKa Ha mecTax)

5.7

NHdopmauma o paHee BbiABAEHHbIX HECOOTBETCTBUAX U




pesynbTaTax NPoBeAeHNA KOPPEKTUPYIOLWMX U (Man)
npeaynpexaatowmx 4encTsnn

(dopma)

6 BbiBOAb!:
6.1 |3akaoyeHne 0 COOTBETCTBUM (HECOOTBETCTBMM) CUCTEMDI
MeHeaKMeHTa KauecTBa MeANUMHCKUX U3aenmii TpeboBaHusam K
€e Noaaep*KaHuio B aKTyaslbHOM COCTOSAIHUM
7 damnanKn, UMeHa, 0TYeCTBa (MPU HAMYMKM) N LONKHOCTH
MHCMNEKTOpOB
8 Moanucu, nevyatb (MpY HaANYMK)
MpunoxkeHue N 7
K TpeboBaHUAM K BHEAPEHUIO, NOAAEPKAHUIO
M OLLEHKE CUCTEMbI MEHEAKMEHTA
KayecTBa MeAMUNHCKUX U34enmni
B 3aBMCMMOCTM OT MNOTEHLMANBbHOIO
pUCKa UX NPUMEHEHUA
OTYET
0 pe3ynbTaTax BHEMN/IAaHOBOro MHCNEKTUPOBAHMA NPOMU3BOACTBA
1 Homep oTyeTa
2 OpraHusauma, NpoBOAMBLLAA MHCAEKTUPOBaHWE NPOU3BOACTBA
(nonHoe u cokpalleHHoe (NP HaAMYMK) HaMMeHOBaHNA
topuaMYecKoro anua (B Tom uncne pupmeHHoe HaMmeHoBaHMe),
OopraHM3aumMoHHo-NpaBoBas ¢opmMa 1 agpec (MecTo HaxoXKaeHusa))
3 NHdopmaums o nponssoautene MeamLUMHCKOro U3aenmsa:
3.1 |MNonHoe u coKkpalleHHoe (MpU HaMYNKU) HAMMEHOBAHUA
topuaMYEecKoro anua (B Tom uncne pupmeHHoe HaMmeHoBaHMe),
OpraHu3aLnoHHO-NpaBoBas popma n agpec (MecTo HaxoxaeHusa),
KOHTaKTHaA MHpopmaLma
3.2 | OpraHu3auMOHHas CTPYKTypa M B3aMMOAENCTBUE C
pnan4eCKMMmmM n1nuamMm B paMKax CUCTEMbI MeHedXKMeHTa
KayecTBa MeANUMHCKUX U3LeNni
3.3 |MNepeyeHb NPOM3BOACTBEHHbIX MIOLWAL0K (C YKa3aHMeM UX

aZlpecoB, MPOU3BOANMbIX MEANLMHCKUX U3LENUI, NPUMEPHOM
YMCTIEHHOCTU COTPYAHMKOB, YHACTBYIOLLMX B MPOLLECCAX B PAMKaXx
OLEHMBAEMOW CUCTEMbI MEHEAKMEHTA KAUeCTBa, a TaKKe
KOHTaKTHOM MHdopmauum)




3.4

MepeyeHb NPOU3BOANMbBIX MEAULNHCKUX U3AENUIA, HAXOAALLMNXCS
B 06palleHnn B pamKax EBpasmMiiCcKOro SKOHOMMYECKOro Col3a
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MepeyeHb rpynn (nogrpynn) MeanUMHCKUX U3LENUI COTNACHO
paHee BblAaHHOMY 3aK/IlOYEHWNIO O COOTBETCTBMMU (C YKasaHMeEM
MHPOPMaLLUM O BKIOYEHUN (HEBKIIOYEHMM) NPOLLECCOB
NPOEKTUPOBaHUA U pa3paboTKM B 061aCTb MHCNEKTUPOBAHUSA
nponssoacTsa)

3.6

MepeyeHb KPUTUYECKUX NMOCTABLLMKOB (C YKazaHWeM UX apecos,
NOCTaBAAEMbIX U3AENNIN UM OKA3bIBAEMBIX YCYT, @ TaKKe
KOHTaKTHOM MHbopmauum)

NHdopmauma 06 MHCNEKTUPOBAHUM NPOU3BOACTBA:

4.1

[aTbl NPOBeAEHNA MHCNEKTUPOBAHUA NPOM3BOACTBA, B TOM YMCae
[aTbl Bble34HbIX MHCMEKLMI NPON3BOACTBA KaXKA0ro
NpoBepeHHOro 0bbeKTa

4.2

CocTaB MHCNEKUMOHHOM rpynnbl (C yKaszaHMeM GYHKLUNIA YieHoB
rpynmnbl, @ TaK}Ke cBeAeHMn 06 y4acTBOBaBLLMX MEPEBOAUYMKAX U
06 uHcnekTopax (aKcnepTax), eciv TakoBble NPUCYTCTBOBANM)

4.3

Llenb n 3agaun MHCNEKTUPOBAHNA NPON3BOACTBA

4.4

ConepaHune 1 06bem MHCNEKTMPOBaHUA NPON3BOACTBA

Pe3ynbTaTbl MHCNEKTUPOBAHMA NPON3BOACTBA A1 KaXK40ro NPOBEPEHHOro obbeKTa:
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ObuLee onvcaHue NpoBepaemMon AeATeNbHOCTU U (Uan)
TEXHO/IOTMYECKMX MPOLLECCOB

5.2

damnnnu, nmeHa, otyectsa (NPU HAMUUK) U JOKHOCTU
OMpPOLUEHHbIX WL,
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HanmeHoBaHMA MeAUUNHCKUX U34ENNIA, BbIOPAHHbIX ANA
NPOBEPKM B KayecTse NpeacTaBuUTe/IbHbIX 06pa3LLOB, a TaKKe
060CcHOBaHWe AaHHOIO BbIOOPA C YYETOM LM MHCMEKTUPOBAHUSA
npous3BoAcTBa

5.4

Twunbl N KONMYECTBO NPOBEPEHHbIX LOKYMEHTOB U 3anucen

5.5

MepeyeHb BbIABMEHHbIX HapyLIEHUA U HECOOTBETCTBUI CUCTEMDI
MeHeI}KMeHTa KayecTBa MeAULMHCKMX u3aenuii TpebosaHnam K
BHEZIPEHUIO, NOAAEPIKAHMIO U OLIEHKE CUCTEMbI MEHEKMEHTa
KayecTBa MeAULMHCKMX U34enunii B 3aBUCUMOCTM OT
NOTEHLMabHOrO PUCKA UX NPUMEHEHNS

5.6

NHbOopMauma 0 HapyLEeHUAX, YCTPAHEHHbIX B NpoLiecce
MHCMEKTMPOBaHMA NPON3BOACTBA, @ TaKXKe 0 CPOKAxX NpoBeaeHUA
KOPPEKTUPYHOLLUX AENCTBUI B OTHOLLEHUWN HEYCTPAHEHHbIX
HapyLwweHnit n dopmax NoATBEPHKAEHNA NPOBELEHMA TAKUX
OENCTBUIN C y4ETOM LLe/IN MHCMEKTUPOBAHWUA NPOU3BOACTBA

BbiBOAbI:




6.1 |3akatoyeHue o0 COOTBETCTBUM (HECOOTBETCTBUM) CUCTEMDI
MeHeKMeHTa KayecTBa MeaUUMHCKMX U3aenunii TpebosaHmnaM K
ee BHeAPEHMUIO U NOALEPHKAHMIO B aKTYalbHOM COCTOAHWUM C
YUYETOM L&/ MHCNEKTUPOBAHMA NPOU3BOACTBA

7 damnnnn, MMeHa, oT4ecTBa (NPU HaNNYUKU) N LONKHOCTU
MHCNEKTOPOB
8 Moanucu, neyaTb (MpY HaAUYUK)

MpunoxkeHue N 8

K TpeboBaHMAM K BHEAPEHUIO, NOALEPHKAHNIO
W OLEHKE CUCTEMbI MEeHeKMeEHTa

KayecTBa MeAMUNHCKUX U34enuni

B 3@BMCMMOCTM OT NOTEHLMANBHOTO

pUCKa UX NPUMEHEHNA

OLEHKA
CUCTEMbl MEHEAXXMEHTA KAYECTBA MEAULUMHCKUX U3AENUIA, NPOBOAUMAA
C UICNONb3OBAHUEM CPEACTB AUCTAHLIMOHHOIO B3AMMOAENCTBUA

CNMCOK N3MEHAOLWMX AOKYMEHTOB
(sBepeHa peweHnem CoBeta EBpa3niiCKON SIKOHOMNYECKO KOMUCCUM
0112.11.2021 N 131)

1. [onyckaetca MO peleHuto YNoAHOMOYEHHOTO OpraHa MpOBeAeHME OLEHKM CUCTEMbI
MEHEe)KMEHTa KayecTBa MeAMUMHCKOrO W34e/NMA C MCMNONb30BaHMEM CPEACTB AMCTaHLMOHHOro
B3aMmogencTema (HanpMmep, NOCPeacTBOM BMAEOCBA3M) B COOTBETCTBMM C aKTaMu, BXOAALWMMM B
npaso EBPa3sMiCKOro SKOHOMUYECKOTO COHO3a, B CNEAYHOLLMX CYHanX:

a) yrpo3a BO3HMKHOBEHMWA, BO3HUMKHOBEHME W JNKBUAALUMA 4YpesBbl4alHOM cuUTyauum un (1am)
BO3HMKHOBEHME Yrpo3bl PacNpOCTPaHEHMA INNAEMUYECKUX 3a601€BaHUI, NPeACTaBAAOWMX ONACHOCTb
ONA  OKpy)KalolWmx, 3aboneBaHWit U MNOPaXKEeHUN, TMNOJIYYEeHHbIX B pe3ysibTaTe BO34eNCTBUA
HebM1aronpPUATHLIX XMMUYECKNX, BUONIOTMYECKNX, PaANALMOHHbBIX PaKTOPOB;

6) BO3HWKHOBEHME 06CTOATENLCTB HEI'Ipeo,D,OI'IMMOﬁ Chnbl Uan 06CTO$ITEJ'IbCTB, HE3aBUCALWNX OT
BOJI CTOPOH, KOTOPbIE HECYT yrpo3sy npninHeHunA spena XM3Hn n 340poBbo MHCNEKTOPOB.

2. TMepen HayalOM OLEHKM CUCTEMbl MeHeAXMeHTa KayecTBa MeAMUMHCKOro usgenuvs,
NpPoBOAMMON C UCNONb30BaHMEM CPeACTB ANCTaHLMOHHOIO B3aMMOAENCTBUA, NPOU3BOAUTEND AO/KEH
noATBEpPAMTb AaHHble reonoKaumm (WupoTa, AOAroTa) MecTa HaxoMAeHWA MNpPOoU3BOACTBEHHOM
NAOWAaAKN.

3. Ana npoBedeHWA OLEHKM CUCTEMbI MEHEAXMEHTa KauyectBa MEeAMLMHCKOro u3genvs,
NPOBOAMMOM C WCMO/b30BaHMEM CPeACTB AUCTAHUMOHHOrO B3aMMOAENCTBUA, MPOM3BOAMUTENb
npeaocTaBaAseT AOKYMEHTbI U CBeAeHUA, YKa3aHHble B Tabanue.

Tabnvua



TpeboBaHuA (06ocHOBaHME)

Mpn NepBUYHOM MHCNEKTUPOBAHUM

Mpn neprnoanyeckom
(nnaHoBom)
WHCMEKTUPOBaHNU

1. OnucaHme cuctemsl
MeHeOKMeHTa KayecTBa
MeOULMHCKUX U30e/NN B
3aBMCUMOCTM OT
NOTEHLMANbHOTO PUCKA UX
npUMeHeHuA B
COOTBETCTBUM C
TpeboBaHMAMM K
BHEAPEHWIO, NOAAEPKAHNIO
N OLEHKE CUCTEMbI

MeHe KMeHTa KayecTBa
MeONLMHCKUX U38enni B
3aBMCMMOCTM OT
NOTEeHLMaNbHOrO PUCKa UX
NpPUMeHeHUs,
YTBEPKAEHHbLIMU
PeweHnem CoseTa
EBpasuinckoit
3KOHOMWYECKOM KOMUCCUU
oT 10 HosbpAa 2017 r. N 106

nosiHoe onucaHue cUCTeMb!
MeHeAKMeHTa KayecTsa MeANLUHCKUX
uspenni

KpaTKan nHdopmauma o
BHECEHHbIX U3MEHEHNAX
CO AHA nocnegHew
MHCNeKunmn

2. Hannuune paspelleHuna Ha
NPOW3BOACTBO (NNLLEH3UN),
BblAAaHHOTO KOMMETEHTHbIM
opraHom (B cay4yae Hannuus
COOTBETCTBYHOLLMX
TpeboBaHuUl B
3aKOHOA4aTeNbCTBE)

KOMWUK paspelLeHnin Ha NPon3BOACTBO
(nMueH3nit) N BHECEHHbIX B HUX
M3MEHEHUN

KOMMW paspeLleHnin Ha
npou3BoACTBO
(nMueH3nit) n BHeceHHbIX
B HUX U3MEHEHUH (3a
nocnegHue 3 roga)

3. CBegeHuUA o0 COTPYaHUKAX,
YYacTBYIOLLMX B NpoLieccax
OLEHMBAEMOM CUCTEMbI
MeHeKMeHTa KayecTsa
MeANLMHCKUX N3genni

cnpaBKa 0 GaKTUYECKOM YNCEHHOCTH
COTPYAHMKOB, Y4aCTBYIOLMX B MpoLeccax
OLLeHMBAEMOM CUCTEMbI MEHEAKMEHTA
KayecTBa MeANUNHCKUX U34enuni

crnpaBkKa o ¢paKTMyecKkol
YNCNEHHOCTU
COTPYAHMWKOB,
Y4acTBYOLMX B
npoLieccax oueHMBaeMoim
CNCTeMbl meHeaXXMeHTa
KayecTBa MeauUMHCKUX
uspenni

4. CBegeHunsa o
MeAULMHCKUX N30ennsx,
Npon3BOAUMbIX
(nnaHmMpyemsbix K
NpPoun3BoACTBY) Ha
Npon3BOACTBEHHOM
naowagKke

nepeyeHb HAUMEHOBaHNIN MeANLNHCKUX
uspenni

nepevyeHb
HaMMeHOBaHUM
MeAMLNHCKMX U3aenni

5. Hannume TexHuyeckumx
dainnoB Ha MeanLUMHCKNe
nsgenus

TEXHUYECKHNE d)af;U'lbI B 3/1IEKTPOHHOM BUAE
C BO3MOXXHOCTbIO NMOUCKa

TexHu4Yeckme dalinol B
3/1EKTPOHHOM BUAE C
BO3MOYKHOCTbIO MOMCKa




6. Hannuune otyerta o
pe3ysibTaTax NpoBeAeHuA
OpraHoMm no ceptTudmKaLmm
ayanTa cucTemol
MeHeaKMEeHTA KayecTBa
MeANUMHCKUX U3aennit u
oT4yeTa o pesysbTaTax
nposeaeHuA
WMHCNEKTUPOBAHNA
npoun3BoAcTBa, cepTuduKarta
cooTBeTCTBMA CTaHaapTy ISO
13485 (npwn Hanmumnn)

KOMWM OTYETA O pe3y/ibTaTax NpoBeAeHUs
OopraHom no ceptudmMKauumu nocneaHero
ayamuTa cucTembl MeHeKMeHTa KayecTBa
MEANUMHCKUX U3L4eNININ U OTYEeTa O
pesy/ibTaTax NpoBeAeHUsA NOCAeLHEro
WMHCMNEKTUPOBAHMA NPON3BOLCTBA (C
HOTapMasibHO 3aBEPEHHbLIM NEPEBOLOM
npu HeobxogMmocTu), cepTuduKaTta
COOTBETCTBUA cTaHAapTy I1SO 13485 (npwm
Hanuum)

KOMWUKU OTYETa O
pe3ynbTaTax npoBeAeHmA
OpraHom no
cepTuduKaumm
nocnegHero ayauta
CUCTEMbI MEHEAKMEHTA
KayecTBa MegMLMHCKUX
n3genni n 0T4eTa o
pesynbTaTax NpoBeaeHnn
nocnegHero
WHCNEKTUPOBAHWUA
npoussoacTaa (c
HOTapuasbHO
3aBepeHHbIM NepeBoaOM
npv Heob6xoANMMOCTH),
cepTnudmKata
COOTBETCTBUA CTAHAAPTY
ISO 13485 (npw Hannumm)

7. TpeboBaHUsA K npoLeccam
NPOEKTUPOBaAHMUA U
pa3paboTKn cucTembl

MeHe KMEeHTa KayecTsa
MeANUNHCKUX U3aennii
(knacc noTeHUManbHOro
puUcKa npumeHeHusa 3)

cneayoume AOKYMEHTbl U CBEAEHUS,
Kacatowmecs MeaNUUHCKUX 34NN, B
OTHOLLEHMM KOTOPbIX NPOBOAUTCA
WMHCNEKTUPOBaHWE NPOU3BOACTBA:

a) cBegeHus o npoueaypax
NPOEKTUPOBAHMA U pa3paboTKK (BKItoYan
ynpas/ieHue puckammu);

6) AOKYMEHTbI, OnucbiBatoLme
npoueaypy NPOeKTUPoBaHUA 1
OXBaTblBalOLME MOAEbHbLIN PAL,
MeANUMHCKOro U3genus;

B) 3aMMCK MO NPOEKTUPOBAHUIO
MeANUMHCKOro usgenus,
noaTeepgatowme, 4To npoueaypsl
NPOEKTUPOBAHUA U pa3paboTKu
YCTaHOBNEHbI U NPUMEHEHDI;

r) BXoAHble AaHHble NpoLecca
NPOEKTUPOBAHUSA, pa3paboTaHHbIe C
YY4ETOM Ha3HaYeHUsA MeaULMHCKOTO
WU34EeNUSA U COOTBETCTBYHOLLMX MOSIOKEHUN
O6wmx TpeboBaHui 6e3onacHOCTM U

3P PEKTUBHOCTN MEANLIMHCKUX U3LENUN,
TpeboBaHMI K UX MapKUPOBKE U
3KCNyaTaUMOHHOMN AOKYMEHTaUMK Ha
HUX, yTBEPKAEHHbIX PeweHnem CoBeTa
EBpasniickoi 3KOHOMUYECKOI KOMUCCUU
oT 12 peBpans 2016 r. N 27 (nanee -
Obuime TpeboBaHuUA);

4) cneundmrKauumn Ha meguLMHCKMe
n3genua B Lenax NoaTBepKAeHUs Toro,
YTO BbIXOZHbIE AaHHbIE NPOEKTa
MeANUMHCKOro u3genus,
obecneunsatolme 6e30MacHOCTb U
3pPEeKTUBHOCTb MEANLIMHCKOIO U3aenns

OOKYMEHTbI 1 3anumcu,
Kacatolymeca
MeANLNHCKUX U3aenni,
BblBpaHHbIX B KayecTse
npeacTaBUTeNbHbIX
obpa3suos




npw ero NPUMEHEHUU Mo Ha3HaAYEeHMUIO,
onpeneneHbl;

€) OOKYMEHTbI, MOATBEPKAAOLNE, YTO
0eATeNIbHOCTb MO MEHEAKMEHTY PUCKa
onpeesieHa 1 oCyLLecTB/IeHa, KpuTepum
AOMNYCTUMOCTM PUCKA YCTAHOB/EHDI U
ABNAOTCA COOTBETCTBYHOLMMU, /1060
OCTaTOYHbIN PUCK OLEHEH U NpPK
HeobxoaAMMOoCTU A0BeAeH A0 CBeAEHMSA
notpebutens B cootsetcTBmm ¢ O6LWMMHK
TpeboBaHMAMM

8. TpeboBaHMsA K npoueccam
ynpasneHus
OOKYyMeHTaumnen n
3anmncammn cucTemsl
MeHe}KMeHTa KayecTsa
MeOULMHCKUX N34enni
(ecnu oTcyTcTBYIOT
[AOKasaTeNbcTBa
COOTBETCTBMA CUCTEMDbI
MeHeKMeHTa KayecTsa
TpeboBaHMAM CTaHAAPTOB,
3KBMBAJIEHTHbIX CTaHAAPTY
ISO 13485)

cneaytowme AOKYMEHTbI U CBeAeHus,
Kacatowmecs MeanUNHCKUX U34enuni, B
OTHOLLUEHMM KOTOPbIX NPOBOAMUTCA
WHCNEKTUPOBaHME NPOM3BOACTBa:

a) cBeZeHUA o npoueanypax
NAEHTUUKAUMU, XPAHEHUA U yOANEHNUR
(YHMUTOXKEHMA) LOKYMEHTOB M 3anucei
(BKNtOYAA ynpaBieHME U3MEHEHUAMM);
6) AOKYMEHTbI, HeobxoAnMbIe Ans Toro,
4yTOObLI OpraHn3aLma Morna obecneunsaTtb
NAaHUPOBAHME, OCYLLLECTBIEHNE
NpPOW3BOACTBEHHbIX NMPOLLECCOB U
yrnpasaeHue Nmu;

B) LLOKYMEHTaUMA Ha MeNLMHCKIME
n3aenns, BKaovaLan B cebs:
CBMAETENbCTBA COOTBETCTBMUA
MEANUMHCKNX U3aennin TpeboBaHusam (B
TOM ymcae TpeboBaHUAM NPUMEHAEMBbIX
CTaHaapToB);

onucaHve MeauuUHCKUX U3aenuni,
BK/IIOYAsi UHCTPYKLMM NO NPUMEHEHMIO
(pykoBoacTBa no akcnayaTaumm),
martepuanbl u cneundukaymio;

CBOZHYIO LLOKYMEHTALMIO Mo
BepUPUKaLMM 1 BaMAaLMM NPOEKTOB (B
TOM YnCne JAHHbIE KNUHUYECKMX
nccnenoBaHui (McnbiTaHUi) B
CoOTBETCTBUM C MpaBmaamm nposeseHmns
KAMHUYECKUX U KIMHUKO-NabopaTopHbIX
UCNbITaHWI (MccnenoBaHUiA)

MeANLMNHCKUX U3AeNUN, YTBEPHKAEHHbIMU

PeweHnem CoseTa EBpasuiickon

3KOHOMMYECKOM Komuccum ot 12 pespans

2016 r. N 29);
MapKMPOBKY MEANUMHCKUX U3LENNIA;
[OKYMEHTbI MO MEHeAXMEHTY PUCKA

OOKYMEHTbI 1 3anumcy,
Kacatowmeca
MEANUMHCKUX U3LeNNN,
BbIOpPaHHbIX B KAYecTee
npeAcTaBUTENbHBIX
o0bpasuos

9. TpeboBaHMsA K NpoLeccam
Npon3BOACTBa U BbIXOAHOIO
KOHTPONA MeANUMHCKUX
n3genvi

cieaytolime AOKYMEHTbI, KacatoLmecs
MeANLNHCKUX U34eNNI, B OTHOLLIEHUM
KOTOPbIX NPOBOAMUTCA MHCNEKTUPOBaHWNE
npoun3BoAacTBa;

[OKYMEHTbI U 3anucH,
Kacatolimeca
MeANLNHCKUX U3aenni,
BblBpaHHbIX B KayecTse




a) AOKYMeHTbI, Kacatolipeca
NPOW3BOACTBEHHbIX NPOLLECCOB
WN3roTOB/IEHWNA CEPUMHON NPOAYKLUUN
(skntoyas ycnosus nponssoacTsa);

6) AOKYMEHTbI, Kacatowmecs npouecca
cTepuAnsaummn (ans MeguuMHCKUX
N34Ee/NI, BbIMYCKAEMbIX B CTEPU/IbHOM
BMAeE), B TOM YMC/IE:

NnoATBepPXAEHME TOro, YTO NPOLLECChl
CTEPUAN3ALNN SOKYMEHTUPOBAHbI U
3anuncy NapameTpoB npolecca
CTEPUAU3ALMNN ONA KaXKO0W
CTEPUAN3YEMOM NAPTUN MELMULMUHCKNX
ns3aennin noagepKuneatorca B pabouem
COCTOAHUW;

noATBepXAeHMe TOro, YTo npouecc
CTepUAN3aumMn BaanamMpoBaH;
noATBEPXKAEHMNE TOTO, YTO NpoL,ecc
CTepunAn3aummn NpoBoANUTCA B
COOTBETCTBUU C YCTAHOB/IEHHbIMM
napameTpamu;

B) ZLOKYMEHTbI, NoATBEPKAAOLWME, YTO
NpoLecchbl NPOM3BOACTBA ABNAOTCA
ynpaBasemMbIMU U KOHTPOJIMPYEMbIMU U
GYHKUMOHMPYIOT B YCTaHOB/IEHHbIX
npegenax, a Tak:Ke NoaTBEPKAEHNE
obecneyeHnn HeobX04MMOro YPOBHSA
KOHTPOAA NPOAYKLMM U (Mn) yenyr
KPUTUYECKMX MNOCTABLUMNKOB;

r) AOKYMEHTbI, NoATBEpKAAoWwmne
naeHTUGUKaLMIO U NPOCNEKMBAEMOCTb
MEAMLMHCKUX U34ENNIA U NPOLLECCOB UX
NPOM3BOACTBA, @ TAKKE NX COOTBETCTBUE
YCTaHOBNEHHbIM TPeboBaHUAM;

) AOKYMEHTbI, NOATBEPXAatoLiIne, YTo
0eATeNIbHOCTb MO BbIXOAHOMY KOHTPOJIHO
MeAMLMHCKUX n3gennin obecneymsaet
COOTBETCTBUE MEOMULIMHCKUX U3Lennit
YCTaHOBNEHHbIM TPEBOBaAHUAM U
LOKYMEHTMpPOBaHa

npeacTaBUTENbHBIX
obpa3suos

10. TpeboBaHuA K
npoueccam
KOPPEKTMPYIOLLMX U
npeaynpeskaaroLmx
AeNCTBUI cUCTEMDbI
MeHeOKMeHTa KayecTBa
MeAMNLUHCKNX N3aennit
(ecnu oTcyTcTBYIOT
[OKa3aTesibCTBa
COOTBETCTBUSA CUCTEMDI
MeHeOKMeHTa KayecTBa
TpeboBaHMAM CTAaHLAPTOB,

cnepgyoume AOKYMEHTbI, Kacatolwmecs
MeOMLUMNHCKUX U30eNNI, B OTHOLIEHUN
KOTOPbIX NPOBOAUTCA MHCMEKTUPOBAHME
npou3BoACTBa:

a) LOKYMEHTbI, NoATBepKAatoLme, 4To
npoueaypbl KOPPEKTUPYIOLWMX U
npeaynpexaatowmx 4encTeun
paspaboTaHbl;

6) AOKYMEHTbI, NoATBEPXKAAOWME, YTO
CpeacTBa ynpaB/ieHUs NpensaTcTByOT
pacnpocTpaHeHno MeaANLNUHCKUX
M3OeNnii, Ka4ecTBO KOTOPbIX He

OOKYMEHTbI 1 3anumcu,
Kacatolymeca
MeANLNHCKUX U3aenni,
BblBpaHHbIX B KayecTse
npeacTaBUTeNbHbIX
obpa3suos




9KBMBANEHTHbIX CTaHAAPTY
ISO 13485)

COOTBETCTBYET TPEOOBAHUAM,
npeabABAAEeMbIM NPU 3KCNepTU3e
MeOMLMHCKUX U34eNnNin B NOpALKe,
ycTtaHoBneHHOM O6wmmm TpeboBaHnaMY;
B) ZLOKYMEHTbI, NoATBEPKAAOLME, YTO
KOPPEKTUPYIOLLME N Npeaynpexaaoume
OEeNCTBUA ABNAIOTCA pPe3ybTaTUBHbIMY;

r) LOKYMEHTbI, MOATBEPKAAIOLNE, YTO
npousBoauTe b MeAULMHCKOIO U34enns
paspaboTan apdeKkTUBHYIO NpoLeaypy
BbIMyCKa M NPUMEHEHUA YBEAOMIEHWNI MO
6€30MacHOCTM MeAULIMHCKUX U3LeNnii B
CoOTBETCTBUM C MpaBmaamm NnposeseHmUs
MOHWUTOPUHra 6e30NacHOCTK, KayecTBa U
3¢ PEKTMBHOCTM MEANLMHCKUX U34ENUN,
yTBEpPKAEHHbIMU PeweHnem Konnernm
EBpasniickoi 3KOHOMUYECKOI KOMUCCUM
oT 22 pekabpa 2015r. N 174

11. OueHKa cBfi3aHHbIX C
notpebuTenem npoLeccos
CUCTEMbI MEHEOXKMEHTA
KayecTBa MeaNUNHCKUX
n3genvi

(ecnu oTcyTcTBYIOT
[OKa3aTeNbCcTa
COOTBETCTBMA CUCTEMDbI
MeHeXMeHTa KayecTsa
TpeboBaHMAM CTaHOAPTOB,
3KBMBAJIEHTHbIX CTaHZAPTY
ISO 13485, B HOM cayyae
OLLeHKa OCYLLLeCTBNSETCA B
YacTu NOCTNPOAAKHOTO
MOHUTOPUHTA)

cnepyoume AOKYMEHTbI, Kacatowmecs
MeOMULUNHCKUX U34eNNi, B OTHOLIEHUN
KOTOPbIX NPOBOAUTCA MHCMEKTUPOBAHME
npou3BoACTBa:

a) LOKYMEHTbI, NoATBepKAatoLme, 4To
npousBoauTeNlb MEAULIMHCKOIO N3genms
NPUHAN Mepbl, Heobxoaumbie ana
YCTaHOBNEHUSA CBA3U C NOTpebuTenamm, B
Lenax BbINoJHEHNA HeOBXO4MMbIX
KOPPEKTUPYIOLLMX U NpeaynperKaatowmx
AelncTBuin, pacnosiaraet cuctemomn cbopa
M aHa/an3a JaHHbIX 0 6e30MacHOCTM U

3¢ PEKTUBHOCTM MEANLMHCKUX U34ENNN
Ha NOCTNPOAAXKHOM 3Tane U
noaAepKMBAET ee B aKTya/lbHOM
COCTOAHWM, a TaK¥Ke HanpaBiseT B
YMNOJIHOMOYEHHbIN OpraH OT4eTbl O
pesynbTaTax NoCTNPOAAXKHOIo
MOHMUTOPUHra 6e30nacHOCTU U
3pPEeKTUBHOCTU MEANLIMHCKNX N34ENNUN B
cooTBeTcTBUM c MpaBuaammn npoBeaeHUs
MOHMWTOPUHIa 6€30NacHOCTN, KayecTBa U
3pPEKTUBHOCTU MEANLIMHCKUX N3LENUN;
6) AOKYMEHTbI, NoATBEPXKAAOWME, YTO
obpaTtHas cBA3b € NoTpebuTenem
aHanM3MpyeTca NpounsBoanTeNEM
MeAMLIMHCKOro U3genma B xoae
NPOLECCOB *KU3HEHHOTO LIMKNA
NPoAYKLUMU U Ucnob3yeTca Ans
NOBTOPHOM OLEHKM PUCKA Npu
HeobXxo4MMOCTU ANA aKTyaansaumm
[EeATeNIbHOCTM N0 MeHeAXMEHTY PUCKA

OOKYMEHTbI 1 3anumcu,
Kacatolymeca
MeANLNHCKUX U3aenni,
BblBpaHHbIX B KayecTse
npeacTaBUTeNbHbIX
obpa3suos
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