PeweHue CoBeTa EBpa3urickon akoHomuyeckon komuccum ot 10 Hos6psa 2017 roga Ne 106
O Tpe6GoBaHUsAX K BHeAPEHUIO, NOALEPKAHUIO U OLIEHKe CUCTEMbI MEHEXKMEHTa KayecTBa MeAULIMHCKNX
M3genvin B 3aBUCUMOCTM OT NOTEHLMAaNbHOro pucka ux NpUMeHeHus
(r. MockBa)

B cootBeTcTBMM € nyHKTOM 2 cTaTtbu 31 [loroBopa o EBpasuiickom akoHomu4deckom cotose oT 29 mas 2014 roaa,
nyHkTom 1 ctatbn 6 CornaweHns o eAuHbIX NpuHUMNax u npasunax obpaleHms MeguuUHCKMX M3genuin (u3genuin
MELMLMHCKOrO HasHayeHuss U MeAULMHCKOW TexXHWKU) B pamkax EBpasmMmckoro akoOHOMU4Yeckoro cow3a oT 23
aekabpa 2014 roga, nyHktom 107 npunoxeHnsa Ne 1 k PermnameHTy paboTbl EBpasmMncko 3kKoHOMUYECKON KOMUCCUN,
yTBepXaeHHoMy PelueHvnem Bebicwero EBpasmickoro akoHommuyeckoro coseta oT 23 gekabps 2014 r. Ne 98, n B
uensx ucnonHeHus Peluenns Boicwero EBpasmnckoro akoHommyeckoro coseta oT 23 gekabps 2014 r. Ne 109 «O
peanu3auun CornaweHus O eAuHbIX MpPUHUMNax W npaBunax obpalleHus MeauuMHCKUX u3genun (u3genvi
MEOMLMHCKOrO HasHayeHus U MeOWLMHCKOM TexHWKW) B pamkax EBpasuiickoro akoHomwmyeckoro cotosa» CoseT
EBpasuninckoin 3KOHOMUYECKON KOMUCCUN PeLLIn:

1. YTBepauTb npunaraemble TpeboBaHus K BHEOPEHMWIO, MNOAAEPXKAHUIO U OLEHKE CUCTEMbl MEHeIKMEeHTa
KayecTBa MeAMLMHCKNX U3AENNA B 3aBMCUMOCTUN OT NOTEHLMANbLHOIO pUcka nux npuMeHeHus (aanee - TpebosaHus).

2. YCTaHOBUTb, YTO:

a) B Te4eHne 12 MecsLeB € AaTbl BCTYNneHus Hactoswero Pelienns B cuny:

OLleHKa CUCTEMbl MEHEe)KMEHTa KayecTBa MPOU3BOAUTENS MEOMUMHCKOTO U3Oennss Ha COOTBeTCTBME
TpeboBaHMsIM He MPOBOAMUTCS;

npv nogave 3asBreHnst 0 perncTpaLmn MeguunHCKOro N3aenms Knacca noTeHumManbHOro pucka npuMeHeHns 2a
(Bna mMeguUMHCKMX M3Oenuin, BbiMyCKaeMbiX B CTepunbHOM Buae), 26 unm 3 B coctaBe perMctpaumoHHOro 4OChe
NPeACTaBnsATCA OOKYMEHTbI, NOATBEPXKOAKOLWME Hanuvune y MNpOM3BOAMTENS MEAWULUMHCKOrO W3Oenust YCrioBuw
NpoOM3BOACTBA 3asiIBNIEHHOIO Ans  perncrpaumm  MeOULUHCKOro W3Aenusi, COOTBETCTBYHLMX TpeboBaHuAM
3aKoHogaTenbCTBa rocyaapcTBa - YneHa EBpasminckoro SkOHOMMYECKOro cor3a, B YNONTHOMOYEHHbIW OpraH KOTOporo
nofaeTcs ykazaHHOe 3asiBneHune (Mpu Hanuymm Takmx TpeboBaHui), n Konum cepTudmKkaToB COOTBETCTBUSI CUCTEMBI
MeHeKMeHTa kadecTBa TpeboBaHusm cTaHgapta [OCT ISO 13485 «WMspenua weguumHckue. Cuctembl
MeHekMeHTa KadectBa. CuctemHble TpeboBaHWsi ANA  Uener perynupoBaHUsi» UMW COOTBETCTBYHLLETO
HaLMOHanbHOro (rocyJapCTBEHHOIO) WM  MEXOyHapoOHOro CcTaHdapTa, a Takke KOMuM OTYETOB O paHee
NpoBeAEeHHbIX MHCMEKUMAX Ha cooTBeTcTBUE cTaHgapTy 1ISO 13485 (npu Hanu4yun);

6) npon3BOAUTENN MEAULMHCKUX U3AENUiA, 3aperncTpupoBaHHbIX B TeveHne 12 mecsueB € AaTbl BCTYNNEHus
HacTosiwero PelleHns B cuny B COOTBETCTBUM C [1paBunamu permctpaumm n akenepTnsbl 6€30nacHoOCTH, KayecTBa U
3(PPEKTMBHOCTM MEOULMHCKUX U3Oenun, yTeepxaeHHbiMn PeweHnem CoBeTa EBpasuickori 3KOHOMMWYECKON
komuccum ot 12 cpepansa 2016 r. Ne 46, gomkHbl NoATBEPAUTE BHEAPEHNE CUCTEMbI MEHEDKMEHTa KadecTBa nyTem
NPOXOXXAEHUS BHEMNTAHOBOIO MHCMEKTUPOBAHMSA NPON3BOACTBA B COOTBETCTBUM C TpeboBaHMsMM B Te4YeHue 2 feT C
AaTtbl perucTpaunn MeamUMHCKOro U3aenusi;

B) ab3aubl TpeTuin u YeTBepTLI NyHKTa 3 TpeboBaHU BCTyNaloT B CUMY C AaTbl BCTYMMEHNUS B CUITY NMOMNOXEHWUIA
O BHECEHUWM COOTBETCTBYIOLIMX U3MeHeHun B [lpaBwuna peructpauum u 3kcneptusbl 6e3onacHoOCTH, KadyecTBa U
3(PPEKTMBHOCTM MEOMLMHCKUX U3Oenun, yTBepxaeHHble PeweHnem CoBeTa EBpasuinckon 3SKOHOMUYECKON
komuccum ot 12 cpespans 2016 r. Ne 46.

3. HageneHue MHCMEKTMPYIOLWNX OpraHn3auuin NOMHOMOYMSIMM MO MPOBEAEHUI0 MHCMEKUWUA MpoussBoauTenen
MELMLMHCKNX U3OENUIA OCYLLECTBMSETCA OpraHoM rocydapCTBEHHOW BRacTu rocydapctea - uneHa EBpasuwickoro
3KOHOMMWYECKOr0 CO3a, YMONHOMOYEHHbIM Ha OCYLLECTBMEHWe M (Mnu) KoopauvHauuio OesTenbHOCTU B cdepe
o6palleHuss MegUUMHCKUX M3OEeNUn Ha TeppUTOpUMN 3TOro rOCyAapcTBa, B COOTBETCTBMU C TpebOoBaHMAMU K Takum
opraHusaumsam, yTeepxaaemMbiMm EBpasninckon akKoHOMUYECKON KOMUCCUEN.

4. HacTtosiwee PeweHne BcTynaet B cuny no uctedeHun 10 kaneHaapHbIX AHEN C AaTbl ero ouumanbHOro

0onyGrMKOBaHUS.

YneHbl CoBeTa EBpasMmnckomn 3IKOHOMUYECKON KOMUCCUM:

Ot Pecny6nuku Ot Pecny6nukn Ot Pecny6nukn OT Kbiprbisckon Ot Poccuiickon
ApmeHunsa Benapycb KasaxcTaH Pecny6nukn denepaunu

B. NabpuensH B. MaTroweBcKkum A. MamuH T. A6abirynos W. lWyBanos
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TPEBEOBAHUA
K BHeApeHuIo, noanepxaHuio U oLeHKe CMCTEMbl MEHeDKMEHTa KauyecTBa MeAMLIMHCKUX u3aenvi B
3aBNCMMOCTH
OT NOTEHUNanbLHOro pucka ux NPMMeHeHus

|. O6LwWwue nonoxeHusn

1. Hactosiwme TpeboBaHus paspaboTaHbl B COOTBETCTBMM C NyHkTOM 2 cTaTbu 31 [oroBopa o EBpasuminckom
3KoHOMM4YeckoM coto3e oT 29 masa 2014 roga n nyHkToM 1 ctaTtbu 6 CornaweHus 0 eAnHbIX NPUYHUMNAax 1 npaBmnax
o6palleHnss MEeOVUUHCKUX W3Aenuii (M3genuin MeamMuUMHCKOTO Ha3HavyeHWs U MEAULMHCKOW TeXHWKU) B pamKax
EBpasuiickoro akoHomwuueckoro cotoza ot 23 pekabps 2014 roga v ycTaHaBnuBalT B pamkax EBpasunckoro
3KOHOMMYECKOro coto3a (aanee - Cowo3) TpeboBaHNsa K BHeOPEHMWIO, NOAAEPKaHUIO N OLIEHKE CUCTEMbl MEHEIKMEHTA
KayecTBa MEAMLUHCKMX U30EeNuin B 3aBMCMMOCTM OT NOTEHLMaNbHOro pucka nx NpUMeHeHusI.

2. ns yenewn HacTosAwmX TpeboBaHUN NCNONb3YIOTCH NOHATUSA, KOTOPbIE 03HAYaloT cneayLlee:

«WMHCMNEKTUPOBaHWE MPOW3BOACTBa» - OLIEHKA YCMOBUIA MPOWM3BOACTBA M CUCTEMbI MEHEIKMEHTa KadecTBa
Npou3BoanTENst MEAULIMHCKOTO U3ENUsi Ha COOTBETCTBME HacTosWmMM TpeboBaHusM;

MHCMNEKTUPYIOLWAss opraHv3auus» - YNOMHOMOYEHHbIA OpraH WM opraHusauus (opraHusaumm), KOTOpOoWn
(koTOpbIM) YNOMHOMOYEHHBIM OpraHoM rocyaapcTtsa - uneHa Coro3a genermpoBaHbl MOMTHOMOYMS MO NPOBEOEHUIO
WHCMEKTUPOBaHWUsI NPOU3BOACTBA;

«KOppEeKTUpyloLLee AeUCTBUE» - OeNCTBME, NPeanpuHATOe NPOM3BOAUTENEM MEOULMHCKMX U3AENUN C LEMbio
YCTpaHEeHUs NPUYMHbI 0GHAPYKEHHOrO HECOOTBETCTBMS UMW HEXenaTenbHOro cobbIThS;

«KOppeKUMa» - AeNcTBMe, NpeanpuHATOE B LiensX YCTpaHeHs1 06HapyXeHHOro HECOOTBETCTBUS;

KKPUTUYECKUA MOCTABLUUK» - MOCTAaBLUMK, MPOAYKLUMSA UMW YCIyrn KOTOPOro OKasblBalOT MPSIMOE BNUSHME Ha
6e3onacHocTb U (MnNn) acpeKTUBHOCTb MEANLIMHCKOTO U3LENUS;

«Henobpoka4yecTBEHHOE MeaULIMHCKOEe U3Oenvey - MeAUUMHCKOE U3Lenne, KOTOpoe He COOTBETCTBYET 0bLLuUM
TpeboBaHusim Be3onacHocT U 3IPPEKTUBHOCTU MELAMUMHCKUX U3OENUiA, TpeboBaHMAM K WX MapKMpOBKe,
TEXHUYECKOW W 3KCMyaTaluUMOHHOW [OKYMEHTaLUUM Ha HUX U He MoxeT OblTb 6e3onacHo MCnonb3oBaHO Mo
Ha3Ha4YeHUo, yCTaHOBNEHHOMY NPON3BOAUTENEM;

«OLeHKa CUCTeMbl MEHeMKMEHTa KayecTBa MeaMUMHCKOro uM3genusa»  -noaTBepXAeHue BHeapeHus,
nogaepXXaHusa n pesynbTaTMBHOCTU DYHKLMOHUPOBAHUS CUCTEMblI MEHEKMEHTa KayeCcTBa MeOMLMHCKUX U3genui
ansa obecnevyeHns COOTBETCTBUS BbinyckaeMbix B obpalyeHne B pamkax Coro3a MeanUMHCKUX N3genunii NpUMeHNMbIM
K HuM O6wmm TpeboBaHusaM 6GesonacHoCTM M 3(PDEKTUBHOCTU MEOUUMHCKMX M3nenui, TpeboBaHWsM K KX
MapKUPOBKE, TEXHUYECKOW W 3IKCNIyaTauMOHHON [AOKYMEHTaLUW Ha HUX, yTBepxaeHHbiM Pewenvem CoBeTa
EBpasuiickon akoHomu4eckom kommceum ot 12 pespansa 2016 r. Ne 27;

«MOCTMNPOAAXHBLIN MOHUTOPUHI» - cucTemMa cbopa 1 aHanm3a AaHHbIX NPOVM3BOAUTENS MEAULMHCKUX U3AENUA O
NPUMEHEHUN MEAMLIMHCKUX M3OENUNA, OTCIEXUBAHUN U BbISBIEHUN NOGOYHBIX OENCTBUA MEOUUMHCKUX U3aenvi B
npoLecce Mx sKcnnyaTauuu;

«npegynpexaatoliee OeNCTBUE» - AENCTBME, NPEANPUHATOE B LIENAX YCTPAHEHUS MPUYUHBI MOTEHLMANbHOIo
HECOOTBETCTBUS UMM NOTEHLMANBHO HEXenaTenbHON CuTyaumm;

«MpPOM3BOACTBEHHAsA MNnowaaka» - TeppuTopuanbHO OOOCOBGMEHHBIV KOMMMEKC, npeAHa3HaYeHHbIi ans
BbINOMHEHUS BCEro NnpoLiecca Npou3BOACTBA MEANLIMHCKOrO U3AENUSt UM ero onpeaeneHHbIX CTaaui;

«CcUcTemMa MeHeOXMeHTa KavyecTBa MEAVMLUMHCKUX W3OENWA» - OpraHvM3auMoHHas CTPYKTypa, yHKUMK,
npoueaypbl, MpoLEecchl U pecypcbl, HeOOXoAMMbIE ANsi CKOOPAWHUMPOBAHHOW AEATENbHOCTM MO PYKOBOACTBY M
ynpaBneHno opraHm3aumen - Npon3BoauTenemM MeauLMHCKUX U3AENWIA NPUMEHUTENBHO K Ka4yecTBy;

«YMONTHOMOYEHHbIV OpraH» - OpraH rocygapCTBEHHOW Bnactu rocygapcTtsa - yneHa Coto3a, ynonHOMOYEHHbIN
Ha OCyLIeCTBNEeHne U (Unu) KOOpAMHaUMK AeATenbHOCTM B cdhepe obpalleHus MeauUMHCKUX W3Oenvin Ha
TEPPUTOPUUN STOrO rOCYAapcTBa;

«YCINoBUsi NPOU3BOACTBa» - MHAPACTPYKTypa M NPOU3BOACTBEHHas cpeda, Heobxoaumble Ans obecnevyeHus
COOTBETCTBUS MPOU3BOAMMbIX MeauUMHCKMX u3genuin O6uwmm TpeboBaHusM 3ddeKTUBHOCTU U 6Ge30nacHoOCTH,
TpeboBaHUSIM K WX MapKMPOBKE, TEXHWYECKOW W IKCMMyaTaLUMOHHOW [OOKYMEHTaUMW Ha HUX, YTBEPXOEHHbIM
Pewennem CoBeTa EBpasninckom akoHomMm4eckom kommccum oT 12 dpepans 2016 r. Ne 27.

Il. Tpe6oBaHuMA kK cucTeMe MeHeg)KMeHTa KayecTBa MeAULIMHCKUX u3genuin B 3aBUCUMOCTH OT
NoTeHUMarbLHOro pucka ux NPpMMeHeHUs

Ab3auybl mpemul u 4yemeepmslil nyHKma 3 ecmynatom 8 cusy ¢ 0ambl 6CMYNIEHUS 8 CUITy MOMIOXEeHUU O 8HECEHUU
usmeHeHuU 86 [Ipasurna peaucmpauyuu u 3kcriepmu3sbi 6e3onacHocmu, kayecmea u 3ghghekmusHoCmuU MeOUUUHCKUX
usdenuti, ymeepxdeHHble PeweHuem Cosema Espa3sulickoli 3koHoMu4Yeckol komuccuu om 12 ¢pesparns 2016 2. Ne
46

3. MpounsBoanTeNn MEQULMHCKUX U3OENUA (3a UCKIMIOYEHNEM NMPOU3BOAUTENEN MEOULIMHCKMX U3Oenuin Knacca
NOTEHUMANbHOIO pUcka MpUMMEHeHUs 1 U HecTepurbHbIX MEOULMHCKAX U3Oenui Krnacca MoTeHUMarnbHOro pucka
NpUMeHeHnsa 2a) 0O NpeacTaBfieHusl OOKYMEHTOB AN peructpaumm MeOUUUHCKMX u3genuin obsi3aHbl BHEOPUTb



CUCTEMY MEHEIXXMEHTa KayecTBa MeOMLMHCKMX M3Oenuidi B 3aBUCMMOCTM OT Kracca MOTEHUMAanbHOro pucka ux
NPUMEHEHWS.

MponsBogMTEnM MEAMUMHCKUX W3OEeNnVIn Kracca MOTEHUMAanbHOro pucka NpUMEHeHUst 1 UM HecTepuIibHbIX
MEeOMLMHCKMX M3OENUI Knacca NoTeHUManbHOro pucka NnpMMeHeHns 2a BnpaBe BHEAPUTb U MOSOEPXKMBATL CUCTEMY
MEHEePKMEHTa KayecTBa MEAULMHCKUX U3AENUNA.

B cnyyae ecnu npousBoguTenu MeOMUMHCKUMX M3OENUIA Knacca MNoTeHUMarbHOro pucka npumeHeHust 1 u
HEeCTepUnbHbIX MeOULMHCKUX U3AENUIA Knacca NoTeHUMarnbHOro pucka NpYMeHeHUst 2a MpOLUiN OLEeHKY CUCTEMbI
MEHe)KMEHTa KayecTBa MeOULIMHCKOTrO M3Oenusi, BKIHOYatoLlyto MNPOLEecchl MPOEKTUpoBaHWS U pa3paboTku, B
COOTBETCTBUM C HacTosLLMMK TpeboBaHNsIMU, TO B TEYEHUE CPOKa AENCTBUS 3aKMYEHNs, CoAepKaLlerocs B otyeTe
no pesynbTataM MpPoOBeOEeHUS WHCMEKTUPOBaHWUS MPOW3BOACTBA, BHECEHWE W3MEHEHWUM B pPEermcTpaumoHHoe A0Chbe
TakMx MEAMUMHCKUX wu3genuii  ocywiectBnsgeTca 6e3 npoBefeHus 3KCnepTu3bl Oe3onacHocTM, kavecTBa U
3 EeKTUBHOCTY B yBEAOMUTENBHOM MOPSAAKE.

MponsBoguTEnb MEOUUMHCKOTO M3OEeNUs B TeYeHne 2 MecsaueB CO OHS BHECEHUSA WU3MEHEHUIN B OOKYMEHTbI
permcTpaLmoHHOro 4ocbe, NPEeACTaBNEHHOr0 ANst perncrTpaumm MeguumMHCKOro U3aenusi, yBegomsieT O BHECEeHUM
COOTBETCTBYIOLUMX M3MEHEHWI MO hopMe B COOTBETCTBMM C npunoxeHnem Ne 7 k [NpaBunam peructpauuv u
aKcnepTn3bl GesonacHoCTH, kadyecTBa U 3PPEKTUBHOCTU MEOULMHCKUX U3Oenuin, yTeepxaeHHbIM PeweHvnem CoseTa
EBpasuiickon akoHomuudeckon komuccum oT 12 cpepana 2016 r. Ne 46, ynornHOMOYEHHbIN OpraH, BblAaBLUWIA
permcTpaLuoHHOe yaOoCTOBEPEHUE MEQULIMHCKOrO U3aenus.

4. NpounsBoanTenn MeAMLNHCKUX U3AENUIA KIaccoB NOTEHLMAaNbHOro pucka npuMmeHeHus 2a (4ns MeauumMHCKUX
W3[ENnuii, BbiMyCKaeMbIX B CTEpUIIbHOM BUAe) 1 26 00 NpeacTaBneHus JOKYMEHTOB ANst perncrpaumm MeauumHCKmX
n3aenuin oba3aHbl BHEOPUTb CUCTEMY MEHEIKMEHTA KavyecTBa MEAMNLMHCKUX U3Aenni (3a UCKIIYEHNEM BHEOPEHNS
NpOoLIECCOB NPOEKTUPOBAHMUSA N pa3paboTku).

5. MNponssoanTenn MeauMUMHCKNX U3Aenui Knacca noTeHUManbHOro pucka npMMeHeHust 3 Ao npeactaBrneHus
OOKYMEHTOB NSl perncrpaumMm MeauumMHCKUX unsgenuin obsisaHbl BHEOPWUTb CUCTEMY MeEHEeKMEHTa KayecTBa
MELMLIMHCKNX U3OENUIA, BKIHOYAKOLLYIO NMPOLECCHI MPOEKTUPOBaHNS U pa3paboTku.

6. Cuctema MeHeOXMeHTa KadecTBa MEeOUUMHCKMX W3genuii porkHa obecneymBaTb COOTBETCTBUE
BbIMyCKkaeMblX B obpalleHne B pamkax Cows3a MeOULMHCKMX U3Oenuidi NpUMeHUMbIM K HUM OO6Lmnm TpeboBaHuaM
6e3onacHocT M 3EEKTUBHOCTM MEOULMHCKUX WU3Aenuii, TpeboBaHUSIM K WX MapKMpOBKE, TEXHUYECKOM W
3KCMyaTaLuoOHHONW [OKYMEHTaLuun Ha HUX, yTBepxaeHHbiM PewweHnem CoBeTa EBpaswiickoli 3KOHOMW4YECKON
komuccum ot 12 pespans 2016 r. Ne 27 (pnanee - O6wue TpeboBaHns 6e3onacHOCTU 1 APDEKTUBHOCTM).

7. Ans BHeOpeHMs1 CUCTEMbl MEHEKMEHTa KayecTBa MEOULMHCKMX U3LAEnvin Npou3BOAUTENb MELMULIMHCKUX
n3genuin ob6a3aH:

a) paspaboTaTb AOKYMEHTUPOBaHHbIE TPEOOBAHNS K YNPaBMeHN0 pUcCKaMy Ha BCEX 3Tanax XM3HEHHOro Lmkna
MEeONLIMHCKNX N30enui;

6) onpegenuTb Npouecckl, HeobxoauMble AN Pe3ynbTaTUBHOMO (PYHKLUOHUPOBAHUSI CUCTEMbI MEHEMXXMEHTa
KayecTBa MeOWLMHCKUX U3nenuii (ganee - Npouecchl), U NPUMMEHEHNE NPOLLECCOB B OpraHn3auuy - npoussoautene
MEeONLIMHCKMX 30enni;

B) onpenenutb NocneaoBaTeNnbHOCTb U B3aMMOCBSA3b NPOLIECCOB;

r) onpegenuTtb KpuTepuum U MeTodbl, Heobxoaumble pAns obecnevyeHuss pesynbTaTMBHOCTM, Kak npwu
OCYLLIECTBIEHMM NPOLIECCOB, TaK 1 NpU ynpasneHnn npoLeccamu;

n) obecneunBaTb HanuuMe YCroBWMA MPOU3BOACTBA, PECYPCOB M UHOpMauuW, HeoOXOAMMbIX Ans
nogaep)kaHus NpoLeccoB M OCYLLECTBINEHNS MOHUTOPUHIA NPOLECCOB;

€) OCYLLECTBNSATE MOHUTOPUHT, U3MepeHue (rae NPUMEHMMO) 1 aHanM3 NpPoLIeCCOB;

X) NpvHUMaTb Mepbl, Heobxooumble ANS OOCTUXEHWUS 3annaHMpoBaHHbIX pPe3ynbTaToB WM MNoadepKaHus
pe3ynbTaTUBHOCTY NPOLIECCOB.

8. Bce anemeHTbl CUCTEMbI MEHEIKMEHTa KayecTBa MEeAWLMHCKUX M3Oenuin (opraHv3auvoHHasi CTPyKTypa,
METOOUKM W OMMCaHue MNpPOLIECCOB) OOJMKHbI AOKYMEHTANbHO O(OPMASATLCA U MNOAAEPXKMBATLCA B aKTyarbHOM
COCTOSIHUN.

[okymeHTauus cuctembl MEHeMKMeHTa KayecTBa MEeOUUMHCKMX u3genuin odopMmnaeTcs Ha OymaxkHoM
HocuTene, a B Cryvyae €ecnu 3aKoHOAaTeNnbCTBOM rocygapcTBa - uneHa Cowos3a (ganee - rocygapCTBO-UMEH)
npenycMoTpeHa BO3MOXHOCTb O(POPMIIEHUS] YKa3aHHOW OOKYMEHTaUWMWM B 3NIEKTPOHHOM BUAE, - Ha 3MEeKTPOHHOM
HocuTene. Takasi OOKyMEHTauMsi NpeacTaBnsieTCsl Ha PYCCKOM S3blke UMW C 3aBEpEeHHbIM MPOW3BOAMTENEM B
YCTaHOBIIEHHOM 3aKOHOAATENbCTBOM roCyJapCTBa-vrieHa nopsake ayTEHTUYHbIM NEPEBOAOM Ha PYCCKUM A3bIK.

9. [lokymeHTaLmMsl CcMCTEMblI MEHEXKMEHTa KayecTBa MEAMLMHCKOrO U3Aennst AoMKHa B TOM YUCIe coaepXaTb
onucaHue:

a) TpeboBaHWA K TEXHWYECKUM XapaKTepUCTUKaM MEeOUUMHCKOro M3genusl, CTaHOapTOB WIN OTAENbHbIX
pasgenoB (NMyHKTOB, MOAMYHKTOB) CTaHAAPTOB, KOTOpble OyAyT MPUMEHATLCS, @ B Cryvyae ecnv COOTBETCTBYHLIMNE
CTaHOapThl He OyayT NpUMEHsITbCA, cnocoboB, KOTOpble ByAYT UCMONBL30BATLCA ANA TOro, YToObl rapaHTMPOBaTb,
yto O6uwime TpeboBaHus 6GeszonacHoCcT M 3PMEKTUBHOCTU, MPUMEHUMBbIE K W3rOTaBNMBAEMbIM MELULMHCKUM
usagenusam, 6yayT cobnogatbes;

6) mMeToOOB W rnyOGUHLI KOHTPOMsSl TPETbEW CTOPOHbI B crnyvae, ecnv paspaboTka, Mpou3BOACTBO U (M)
BbIXOZHOW KOHTPOIb BbINOSHSATCSA TPETbEN CTOPOHON;

B) NPOLIECCOB MPOM3BOACTBA, KOHTPOSIA KayecTBa U obecrneyeHns kayecTBa MeaNLMHCKOTO M3aenus, npoLeccoB
N CUCTEMATMYECKUX Mep, KOoTopble OyayT MCMonb3oBaTbCA AM1S KOHTPONS kayecTBa M obecneyeHus kavectsa
MELMLMHCKOro u3genunsi, B TOM YMcre NpoLeCCoB KOPPEKTUPYIOLUX U Npeaynpexaatwmnx 4encTBui;

r) OOKYMEHTOB y4yeTa nokasaTterien kadecTBa MeAVLMHCKOro usgenvsi (0TYETOB O NMPOBEOEHUN BHYTPEHHUX
NPOBEPOK, MHCMEKLUNIA, O pe3yrnbTaTax UCMbITaHU 1 APYrMX AOKYMEHTOB);

) CpeAcTB KOHTPOns 3a AOCTUXEHWeM Tpebyemoro kavecTBa MELMUMHCKOro U3Oenus U pesynbTaTUBHbIM
(PYHKUMOHUPOBAHNEM CUCTEMbI KAYeCTBA MEAULMHCKOrO U3nenus;




e) nnaHoB, npoueayp W AOKYMEHTOB obpaTHOW CBs3W C noTpebutensMu (B TOM YWCNe MOHUTOPUHra
6e30MnacHOCTM 1 3P PEKTUBHOCTU MEAMLIMHCKOTO U3OEeNUs Ha MOCTNPOAaXXHOM aTane).

10. MpoussoauTENU MEOULMHCKUX W3AENnui, BHeapuBLUME CUCTEMY MeEHeIKMeHTa KayecTBa MeaULMHCKMX
n3genuii B COOTBETCTBUW C HacToAWMMU TpebGoBaHWUSIMU, LOSKHLI NOAAEPKMBATL €€ B aKTyanlbHOM COCTOSHUU U
obecneyvBaTh ee pesynbTaTUBHOCTb.

lll. Tpe6boBaHUSA K OLleHKE CUCTEMbI MEHEeAXKMEHTa KayecTBa MegULIMHCKUMX U3aenum

11. OueHKy cuCTeMbl MeHeXXMeHTa KavecTBa MeOMUMHCKMX W3AeNui NpoBOAAT  MHCMEKTUpyrowmne
opraHusaummn B opmMe MHCNEKTUPOBaHUS NPOM3BOACTBA.

12. Pacxoppl, cBfi3aHHble C MNPOBEAEHVWEM WHCNEKTMPOBaHWSA NPOM3BOACTBA B pPaMKax OLIEHKM CUCTEMBbI
MeHeOXMeHTa KavyecTBa MEeAUUMHCKUX W3Aenui, HeceT MPOM3BOAUTENb MEAULMHCKOrO M3AeNnns Ha OCHOBaHWK
AOroBopa, 3aKfi4yaemMoro C WHCMEeKTUpylowen opraHnsaumen. Tapudbl Ha NpoBeAEHVME WHCMEKTUPOBaHWSA
Npou3BOACTBa YCTaHaBNMBaOTCSA B COOTBETCTBMM C 3aKOHOAATENBCTBOM rOCYyAapCTB-4YEHOB.

PacuyeT HopMaTVBHON MPOAOIMKUTENBHOCTM UHCMEKTUPOBaHNA NPOW3BOACTBa OCYLLECTBMSAETCA MO npasBunam
cornacHo npunoxenuto Ne 1.

13. WHcnekTupylowasa opraHu3aums He pJdomkHa ObiTb 3amHTepecoBaHa B pesynbTatax MpoBeAeHust
WHCNEKTMPOBaHUS NPOM3BOACTBA.

WHcnekTupytollaa opraHusauusl, €ee PpyKOBOACTBO W COTPYAHWUKW, yyacTByllMe B MPOBEeAeHUU
WHCNEKTMPOBAaHUS NMPOU3BOACTBA, He AOIKHbI MPUHMMATL y4acTne B AeATeNlbHOCTW, KOTOpas MOXeT NOBMAWATb Ha
HEe3aBUCUMOCTb MX CYXXOEHUIN nu nx 6ecnpmucTpacTHOCTb B OTHOLLEHMN pe3ynbTaToB NPOBEAEHMS NHCNEKTMPOBaHNSA
Npou3BOACTBA, OHW TaKkke He AOSKHbI ObiTb padpaboTymkamu, NpousBoAUTENSMU, MOCTaBLUMKAMU MEOULMHCKMX
W3AEenuii, He AOMKHbI OCYLLIECTBIIATL TEXHNYECKoe 06CnyxuBaHme (PEMOHT) MEANLIMHCKUX U3LENNIA, OLLEHKY KOTOPbIX
OHWM NPOBOAAT, WU He [OMKHbI ObiTb YNONHOMOYEHHBIMW MNpeacTaBuTenaMu paspaboTyuka, NpPOVM3BOAMTENS,
nocTaBLUVKa MeAULIMHCKUX U3OENUA, ML, OCYLLECTBASIOWNX TeXHNYeckoe obcnyxmBaHue (PEMOHT) MeAULIMHCKUX
n3genun.

14. ViHcnekTupytoLas opraHm3auns obssaHa 4OKyMeHTanbHO ohopMAsaTb NPOLECCh, OXBaTbIBaOLLME:

a) obpaboTky 3anpoca O NpPoOBEAEHWN WHCMEKTUPOBaHWSA MPOWM3BOACTBA, MOCTYMMBLUErO OT NPOW3BOAUTENSA
MeOMLIMHCKOrO N3aenus;

6) nnaHMpoBaHue, NpoOBeAEHME U COCTaBNeHne oT4eTa o0 NPOBEAEHNN UHCNEKTUPOBaHNS NMPOM3BOACTBA;

B) YyCnoBus [OroBopa O NPOBEAEHUV MHCMEKTUPOBAHWUS NPOU3BOACTBA, 3aKM4YaeMoro C Mpov3BOAUTENEM
MEeOMLMHCKOro M3aenus Unm ero ynonHOMOYEHHbIM NpeacTaBuTenem;

r) onpegeneHve MNpPOW3BOACTBEHHbIX MMOWAAOK, KOTopble OyAyT noaBepraTbCsi  MHCMEKTUPOBAHWUIO
npon3BOACTBa;

A) odopmneHne OTYETOB C 3aK/OYEHMEM O COOTBETCTBMM WM HECOOTBETCTBMM CUCTEMblI MEHeKMeHTa
KayecTBa MeaMLMHCKOro nsgenusi HactoAwmmM TpeboBaHuam;

€) KOHTPOMb 3a KOPPEKTUPYILWMMN AEeACTBUSMM NO YCTPaAHEHWI0O HECOOTBETCTBUI, BbISBMEHHbIX B XOAeE
NpoBeAEeHNSA NHCMEKTUPOBAHNSA NPON3BOACTBA;

X) pacnpegeneHne 00A3aHHOCTEN W MOMHOMOYMI  YIEHOB WHCMEKUMOHHOW Fpynnbl Mpu NpoBegeHun
WHCMEKTUPOBaHNS MPOM3BOACTBA (C Y4E€TOM WX KOMMETEHUMM) U NPpU HEeOOXOAMMOCTU MNPUBMAEYEHNE BHELLHMX
9KCNepTOoB.

15. WHcnektupyiowasa opraHusaums obssaHa paspaboTaTb M BbINONHATHL MNpoOLEAYypPbl NEepBOHAYanbHOro
onpegeneHns KOMNeTeHUMN MHCMEKTOPOB MPU MX Ha3HAYeHWM Ha OOJMKHOCTU M HEMpepbIBHOrO NOAAEPXaHus ee
YPOBHS.

MNHcnekTopbl AOMKHBI MMETb AUNIIOM O BbiCLLUEM 006pa3oBaHMK CO crieumanv3aunen B MeguumHe, eCTeCTBEHHbIX
Haykax WUnM WHXeHepHOM fene, onbiT paboTbl He mMeHee 3 neT B obrnactm oueHku BesonacHOCTW, KayecTBa u
9P(PEKTMBHOCTY MEOUUMHCKMX M3Oenun u (Unu) rocyaapCTBEHHOrO KOHTPONsS 3a obpalieHneMm MeavLMHCKUX
n3genuin, a Takke OoMmkHbl obnagaTb:

3HaHUSIMWM  MPOWM3BOACTBEHHBLIX MNPOLECCOB W TEXHOMOIMIW, KOTOpble MNPUMMEHSIOTCS MPOM3BOAUTENSMU
MeANLMHCKUX N3aenun;

3HaHMAMK TpeboBaHui 3 dEKTMBHOCTU U 6E30NacCHOCTU MEAMLMHCKUX W3OENUIA, TEXHOMOMMA U PUCKOB MX
MeANLMHCKOro NPUMEHEHUS;

3HaHMAMMW CTaHOApPTOB CUCTEMbl MeHe)KMeHTa KayecTBa MeAULMHCKUX M3OeNuA M CUCTeMbl yrnpasrieHus
pyCKamMn MeQULMHCKUX U3Aenui;

3HaHUSIMM OCHOB TEOpWUWM BEPOATHOCTM M CTATUCTUKM (B TOM u4uWCNe MeToAWK OnpedeneHus YpOBHEN
AOBEPUTENbHOW BEPOATHOCTU B OTHOLLEHUN pEnpe3eHTaTUBHON BbIOOPKM 1 PErPECCUOHHOIO aHanmaa).

KomneTeHumMs WHCMEKTOpOB, ykasaHHas B abs3auax TpeTbeM W YeTBEepPTOM HacCTOAWEro MyHKTa, OOIhKHa
noaTBepXaaTbCs AN NOArpynn MeAULMHCKMX U3OEenuii No NepeyHto cornacHo npunoxenunto Ne 2. MiHcnektupyiowas
opraHusauus [OOrbkHa [OOKyMeHTMpoBaTb 06nacT KoMneTeHuMM CBOWMX WHcnekTopoB. 3anucu o6 obnactax
KOMMNETEeHLUMN MHCMNEKTOPOB AOSMKHbI MOAAEPXKMBATLCS B aKTyanbHOM COCTOSIHAM W YyYMTbIBATbCA NPU HasHa4yeHuu
WHCMNEKTOPOB /151 MPOBEAEHUSI MHCMEKTUPOBAHNSA NPOM3BOACTBA COOTBETCTBYHOLMNX MEANLMHCKUX U3OENNNA.

WHcnekTupyowas opraHnsaums JorkHa MpoBepsTb MNpodeccrMoHanbHbil YPOBEHb WMHCTMEKTOPOB B LIENAX
NOATBEPXKAEHUS X KOMMNETEHLMN MOCPEACTBOM NPOBEAEHMSA aTTecTaumm 1 nocneaytolen nepearrectaumm He pexe
1 pasa B 3 roga.

16. MHcnekTupytowwasa opraHvM3aumns OOMKHa BHEAPUTb AOKYMEHTanbHO YCTaHOBMNEHHBIN nopsaok obecneyveHns
KOHMAEHLUMANbHOCTN MHGOPMaLMK, COCTaBMsOLWEA KOMMEPYECKYI0 TallHy W NOMy4YeHHOW B XOAe MNpoBedeHus
WHCNEKUMIA, C y4eTOM BO3MOXHOCTU MPUBIIEYEHNS BHELUHUX IKCMNEPTOB WM y4acTUsi MHCMNEKTOPOB (3KCMepToB) OT
YNOSTHOMOYEHHbIX OpraHoB.




CornawleHme 0O KOHMWAEHUMANbHOCTM, 3aKNi4YaeMoe MeXAy MHCMNEKTUMPYIOWEn opraHusaunen u
npou3sBoanTeNneM MeAVLMHCKUX WU3OEeNuiA, OOIDKHO COAepXaTb MOMOXEeHWs, npedycmaTpuBalolne BO3MOXHOCTb
npeacTaBneHnsa mMatepuarnoB No pesynbTaTaM NpOBEAEHUS MHCMEKTMPOBAHUSA YMONTHOMOYEHHOMY OpraHy, a Takke
nobbIM APYrMM YNONTHOMOYEHHBIM OpraHam, Mexay KOTOPbIMU MMEHTCS COrMalleHns O KOHMaeHUMansHOCTY.

17. ViHcnekTupyloLwwas opraHusauns 4oSKHa NoAAepXKMBaTh B pabovyem COCTOSHUM U XpaHuTb He MeHee 10 net
3anmMcu 06 MHCnekumMsx M APYron AeATenbHOCTW MO BCEM MNPOU3BOAMTENAM MEAMLMHCKUX W3AEnuin, noaaslinm
3asBKN O NPOBEAEHWN WMHCNEKTMPOBAaHWUSA NPoM3BOACTBA M (MnM) NPOLUEALUMM WHCNEKTUPOBaHWE MPOU3BOACTBA,
KOTOpble AOIMKHbI BKMOYaTb B ce64:

a) HopmaLmMio 0 3asBKe M OTHETbl O pedyrnbTaTax NPoBeAEHNs MHCMEKTUPOBaHNS NPON3BOACTBA;

6) LoroBop Ha NpoBefeHNEe NHCNEKTUPOBAHMSA NPOM3BOACTBA;

B) 060CHOBaHWeE NPOAOIMKUTENBHOCTU MHCMEKTUPOBaHNS NMPOM3BOACTBA;

r) KOHTPOIb 33 BbINOMTHEHNEM KOPPEKTUPYHOLLMX AEACTBUI MO pe3ynbTaTtam NpoBeeHUS MHCMEKLNN;

[) 3anucu o xanobax u anennaumnsax, a Takke nocrneayrLmnx KOPPEKTUPYOLLNMX ENCTBUSX;

€) AOKYMEHTbI, NoATBEPXAAoLLMe KOMNETEHTHOCTb MHCNEKTOPOB N BHELUHUX 9KCMEepPTOB.

18. YnonHomMouMBaHME WHCNEKTUPYIOLWMX OpraHusauuMn Ha npoBeAeHMe WHCNEeKUMn npoussoautenen
MEOMUMHCKMX W3AENnuiA, 3a WCKMIYEeHWeM CnyvaeB, Korga WHCMEKTUMPYIOWUMIU  OpraHnsaumsamn  SBnsTcs
YMONHOMOY€EHHbIE OpraHbl, OCYLLECTBMASET YNONHOMOYEHHbIN OpraH Mo KaXXAon NOArpynne MeanLMHCKUX U3genvn no
nepeYHio B COOTBETCTBUM C NpunoxeHvem Ne 2 k HacTosAwmm TpeboBaHUSM Ha OCHOBaHMM OLIEHKM UX COOTBETCTBUSA
HacToawmm TpeboBaHMAM.

YNOMHOMOYEHHBIV OpraH BrnpaBe onpefensiTb KONMMYECTBO MHCMEKTUPYIOLIMX OpraHu3auui Ans npoBeAeHus
WHCMEKTUPOBaHNS MPOM3BOACTBA MO 3asiBKaM MPOV3BOAUTENEW MEOWMLMHCKUX U3OEeNnuin U (Mnu) B COOTBETCTBUM C
rpadvkaMmyM MNpoBeLEHUA WHCMEKTUPOBaHWS MPOM3BOACTBA B CPOK, He npeBblllawwmi 3 Mecdua Co OHS
npeacTaBneHns MNpou3BOAMTENEM MEeOMLUMHCKOrO W3Aenus MOMHOro KOMMMekra AOKYMeHTauuu, B TOM 4ucre
AOKyMeHTOB 06 onnaTte NpoBeAeHWs NHCNEKTUPOBAaHNA NPOM3BOACTBA.

lMepeyeHb WMHCNEKTVPYIOLWMX OpraHnsaumi pasmellaeTcd Ha canTax YNONHOMOYEHHbIX OpraHoB B
WH(OPMaLNOHHO-TENEKOMMYHMKALIMOHHOW ceTn «MHTepHeT» (ganee - ceTb VIHTEpHET), a Takke onybnukoBbIBaeTcs
Ha MHdopmaLmoHHoM nopTane Coto3a.

YNOMHOMOYEHHbIE OpraHbl B TevyeHWe 3 paboumx [He’ CcO [OHA BHECEHVUS W3MEHEHUI B CBeAEeHUs,
cofepXalumMecss B MepeyHe WHCNEKTUPYIOLWMX OpraHusauuii, obecneyvBaloT pasMeLleHne COOTBETCTBYHOLLEN
WHpOpMauuM Ha CcBOMX oOdwuuManbHbiX cantax B cetu WHTepHeT u ee npeacTtaeneHne B EBpasuickyro
3KOHOMUYECKYH0 KOMUCCUIO C UCMONb30BaHMEM CPeaCcTB MHTErPMPOBaAHHOM MHPOPMaLMOHHON cucTtembl Coto3a.

19. YnonHomo4eHHbIN opraH He pexe 1 pasa B 2 roga NpoBoauT NPOBEPKY MHCMEKTUPYIOLLMX OpraHn3aumn, 3a
UCKMIOYEHNEM CryyaeB, KOrAa WHCMEKTUPYIOLWMMU OpraHvM3aumsaMmn  SBMASOTCA  YNONHOMOYEHHbIE OpraHbl, Ha
npegmeT cobniogeHnst HactoAwmx TpeboBaHWn. YNONMHOMOYEHHbIE OpraHbl He No3aHee YeM 3a 3 Mecsua Ao Havana
NpoBeAEeHMSA NMPOBEPKN AOIMKHbI pa3mMellaTtb Ha CBOMX ouLmarnbHbIX canTax B ceTu VIHTepHeT rpacdukm npoBeaeHus
NPOBEPOK WHCMEKTUPYIOLLMX OpraHuM3auuii, KOTopble OOMMKHbI ObiTb AOCTYMHbI MHCNEKTUPYIOLWUM OpraHm3auusamM u
YMONTHOMOY€EHHbIM OpraHam.

B cnyyae ecnu uWHCNekTMpylollel opraHu3auven sBNsSieTCsl YNOSNIHOMOYEHHBIN OpraH, KOHTpOmnb 3a ee
AEeATENbHOCTLIO OCYLLECTBNSAETCH B NOpsAKe, yCTaHOBNEHHOM 3aKOHOAATeNbLCTBOM rocygapcTea-yneHa.

MonHOMOYMSA MHCNEKTUPYHOLLEN OpraHu3auum MoryT ObiTb OTO3BaHbl YNOMIHOMOYEHHBIM OpraHoMm, ecnv no
pesynbTataM MNpoOBeAeHus NpoBepku OyaeT yCTaHOBMEHO, YTO WMHCMEKTUpYLWas opraHusauus He cobnopaet
HacTosiwue TpeboBaHus.

YNOnHOMOYEHHbIE OpraHbl BpaBe 3a CBOW CYET HanpaBuTb CBOUX NpPeACcTaBUTENEN ANst y4acTusi B NPOBEAEHUN
NPOBEPKM MHCMEKTUPYIOLLIEN OpraHM3aumMn B Ka4ecTBe WHCMEKTOPOB (IKCMEPTOB), 32 UCKIOYEHNEM CrlyyYaeB, Koraa
WHCMEKTUPYIOLLMMUW OpraHn3aumsmMmn siBNSTCA YNONHOMOYEHHbIE opraHbl. 1o pe3ynbTaTam npoBeAeHUsi NPOBEPKU
WHCMEKTOp (3KCMepT) BrpaBe MNpeacTaBUTb B YNOMHOMOYEHHbIA OpraH, NPOBOASALIMIA MNPOBEPKY, MUCbMEHHbIE
3aMeyaHus 1 NpeanoxeHns.

20. YNonHOMO4YeHHble OpraHbl B pamkax koopauHauun paboTt B obract agMMHUCTPUPOBAHWUS WHCMNEKUMWHN,
pasBUTUS MEXaHU3MOB B3aVMMHOW SKCMEPTHOW OLEHKM BrpaBe 3a CBOWM CYET HanpaBUTb CBOUX WMHCMNEKTOPOB
(akcnepToB) ANs y4acTus B NPOBEAEHUN UHCNEKTUPOBAHWSA NPON3BOACTBA B paMKax OLEHKN CUCTEMbI MEHEXKMEHTa
KayecTBa MeauumHckoro msgenus. Npou3soautenb MeAMUMHCKOro m3genvs obsisaH obecneunTb OOCTYN YNeHOoB
rpynnbl MIHCNEKTOPOB (3KCNEPTOB) K 0ObEKTAaM UHCMEKTUPOBAHWS.

21. OT4yeTbl O pesynbTaTtax NPOBEAEHWUS] MHCMEKTUPOBAaHWUSI NMPOM3BOACTBA HaNpPaBnstOTCS MHCMEKTUPYIOLLEn
opraHunsaumen B ynofIHOMOYEHHbIV OpraH ANns BKMYEHUSI B PErMcTpaLMoHHOE AOChe MO MoYTe 3aKa3HbIM NOYTOBbLIM
OTMpaBrieHneM C yBeAOMIIEHMEM O BpyYeHUN NMbo B hOpMeE SNEKTPOHHOIO AOKYMEHTA, NOAMMCAHHOIO 3NEKTPOHHOMN
noanuceio, B TedeHne 15 paboumx AHeN co AHNA 3aBepLUEeHUS MHCMEKTUPOBaHNS NPOU3BOACTBA.

22. WHcnekTupytowasi opraHvMsaums, npoBoAdLLas WHCMNEKTMPOBaHWE MNPOU3BOACTBA, He AOIMKHa BbIHOCUTb
NMOMOXUTENBHOIO 3aKIOYEHUs, eCnn CUCTEMA MEHEMXMEHTa KadyecTBa MeAWLMHCKMX W3LOENnuii He COOTBETCTBYeT
HacTosAwum TpeboBaHMAM UK He NOAAEPKMBAETCS! B aKTyarlbHOM COCTOSIHUM.

WHTerpanbHasi oueHka 3HAYMMOCTU BbISIBIEHHbIX B XOA4e MNPOBEAEHWS WHCMNEKTMPOBAHUS NPOU3BOACTBA
HECOOTBETCTBUIA CUCTEMbI MEHEPKMEHTA KayecTBa MeOULMHCKMX M34enuin HacToswmum TpeboBaHWsiM NpOBOAMTCS
cornacHo npunoxenuto Ne 3.

HecooTBeTCTBMSA, BbIABNEHHbIE MO pe3ynbTatam NPoBEeAEHUS MHCMEKTMPOBaHMSA NPOM3BOACTBA, AOIMKHbI OblTh
yCTpaHeHbl NpoM3BOANTENEM MEAMLMHCKOrO U3Aenusa B Xo4e MpPOBEAEHUS MHCMEKTMPOBAHUSA Npov3BOACTBa Unu B
CpOK, He npesbiwatowmii 30 paboynx gHeN co AHA 3aBEPLUEHNSA MHCMEKTMPOBAHUS NPON3BOACTBA.

23. B cnyyae ecnv npou3sBoauTenb MeQULMHCKOrO M3Aennsa He CornaceH ¢ oTpuuaTenbHbIM 3aKioYeHneM unm
BbISIBNIEHHBIMU HECOOTBETCTBUSIMW, OH HanpaBnsieT MPETEH3U0 B MHCMEKTUPYIOLLY0 opraHusauuto B TedeHue 30
paboumx OHel CO OHA MONyYeHWs WHCMEKTUPYIOLLEN opraHusauuen Konuu oTyeTa o pesynbTaTax MnpoBeAeHust
WHCMEKTUpOBaHNst Npou3BoacTBa. MHcnekTupyoLlas opraHm3auus obs3aHa paccMOTpeTb YKasaHHYH MPeTEeH3Nto U1
HanpaeBuTb OTBeT B TeudeHue 15 paboumx OHEN co OHA ee nonydveHus. B cnyyae HepocTwxeHus cornacusi




npousBoauTeNb MeOUUMHCKOTO Uu3fenus BrpaBe o0paTuTbcsl € xanobon B cyd MO MeCTy HaxoxgeHus
WHCNEKTUPYIOLWEN OpraHnsaunn unv B YNONHOMOYEHHbIV OpraH, YNOfHOMOYMBLUMIA OpraHM3aumio Ha MpoBedeHue
OLIEHKN CUCTEM MeHeMKMEeHTa kavecTBa MeAMUMHCKUX uagenuin. B cnyvae ecnu npoussogutenb MeAULIMHCKOrO
U3[enus He CormaceH C pelleHnem YnorTHOMOYEHHOro opraHa, OH Bnpase 06xanosaTb AaHHOE pelleHne B cyfde Mo
MECTY HaxXxOXOeHWNs YNONIHOMOYEHHOro opraHa.

Ecnn npoussogutens MeQuLMHCKOrO U3OEnus He YCTpaHsAeT Wy HapyllaeT CPOKW YCTpPaHeHUs 3amMevaHun,
WHCMEeKTUpyloLas opraHnsaums nHgpopmmpyeT o6 3TOM YNONMHOMOYEHHbLIW OpraH, YNOMHOMOYMBLUWMIA OpraHv3aLmnio
Ha NpoBefileHNe OLIEHKN CUCTEM MEHe)KMeHTa KayecTBa MeANLMHCKUX U3LeNun.

[lo ycTpaHeHns npoussognTeneM MeauLMHCKOro N3Aenns 3amMmedaHuin, CoaepXxallmxca B oT4yeTe o0 pesynbraTax
NPOBEAEHNA WHCMEKTMPOBaHWSA MPOM3BOACTBA, YMNOMHOMOYEHHbIN OpraH BrpaBe MNPUOCTAHOBUTL  BbIMYCK
MeAVLMHCKOro n3fenusa B obpalleHne Ha Tepputopun rocygapcrBa-yneHa B COOTBETCTBUMM C 3aKOHOAATENbCTBOM
3TOro rocygapctea. B atom crnyyae ynoOnHOMOYEHHbI opraH WHAOPMMPYET YMOMHOMOYEHHbIE OpraHbl APYrux
roCyAapCTB-4Y/IEHOB O MPUOCTaHOBKE BblMyCka MEAMLUMHCKOro n3genus B obpalleHne Ha Tepputopum rocyaapcrea-
yreHa ¢ UCnonb30BaHNEM CPeacTB UHTErPUPOBaHHON MHpOpMaLIMOHHOW cucTembl Cotosa.

24. MNpw npoBeAeHN UHCNEKTUPOBaHNA NPON3BOACTBa NPOBOAUTCS OLIEHKA CUCTEMbl MEHEAXMEeHTa KadecTsa
MeOMLIMHCKMX U3AeNni Ans CneayoLmx npoLeccos:

npoueccbl MPOEKTMPOBaHUA W pa3paboTku, €Cnn OHWM BKMKYEHbl B CUCTEMY MEHEeMXMEHTa KayecTBa
Npon3BOANTENSA MEANLMHCKOTO N3Aenus;

npouecchl ynpasrneHus 4OKyMeHTaunen n 3anmcsamu;

npoLecchl MPOM3BOACTBA W BbIXOAHOIO KOHTPOS;

npoLecChbl KOPPEKTUPYIOLLMX N NpeaynpexaaroLmx 4eNCcTBun;

npoueccol, CBA3aHHbIe C noTpebuTtenem.

Ecnn npoussoamMTens MeOWMUMHCKOrO W3Aenust BHeApUNn CUCTEMY MEHeMKMEeHTa KadecTBa MeLMLMHCKMX
W3aenuin B COOTBETCTBUM C TpeboBaHMAMM CTaHAAPTOB, SKBMBANEHTHbIX MexayHapoaHoMmy cTaHgapTy ISO 13485,
TO [oKa3aTenbCTBa COOTBETCTBMA CUCTEMbl MEHeIKMeHTa kKadvecTBa TpeboBaHMAM [aHHbIX CTaH4apToB
(cepTudukat cooTBETCTBUS, OT4eTbl 06 ayauTe CUCTEeMbl MeHedXXMEeHTa KayecTBa MEAULMHCKUX W3denui)
obecneymBaloT ee COOTBETCTBME HACTOAWMM TpeboBaHMAM B 4acTM MNPOLECCOB W Mpouedyp, CBA3aHHbIX C
PYHKLMOHNPOBAHNEM CUCTEMbI MEHeXXMEeHTa KayecTBa MeAUUMHCKMX n3genuii. B atom crnyyae MHCMEKTMpoBaHue
orpaHuM4MBaeTCsi NPOBEPKON BbINOMHEHUs TPeboBaHWIN, OTHOCALUMXCA K npoueccam MpoekTUpoBaHusi, paspaboTku,
Npou3BOACTBA W BbIXOQHOMO KOHTPONSA MEAMLMHCKOrO M3Jenusa M K npoueccam, CBA3aHHbIM ¢ notpebutenem (B
4YacTn NOCTNPOAAXHOrO MOHUTOPUHIA).

25. OueHka npouUecCcoB MPOEKTUPOBaHMA U paspaboTkM CUCTEMbl MeHeKMeHTa KayecTBa MeOULIMHCKMX
n3genuin BkntovaeT B cebs:

a) NoATBepXAeHVe HanM4ns npouenyp NPOeKTMPoBaHNSA U paspaboTky (BKNoYasa ynpasneHne puckamm);

6) aHanu3 OOKYMEHTOB, OMWCbIBAOWMX NPOLEAypy MPOEKTUPOBAHWA WM OXBaTbIBAKOWMX MOAEMbHbIN PAj
MeAMLMHCKOro n3genus;

B) NOATBEPXOEHNE Ha OCHOBe BblOpaHHbIX 3anucelrt Mo MPOEKTUPOBAHWUIO MEAULIMHCKOrO M34enus Toro, Yto
npouenypbl NPOEKTMPOBaHNA U pa3paboTku OblnNn YCTaHOBMAEHbI U MPUMEHEHbI;

r) NOATBEpXAEeHWe TOoro, YTO BXOAHbIE OaHHble Mpouecca NPOoeKTUpoBaHWs Obinu pa3paboTaHbl C y4eToMm
Ha3HaA4YeHUs MeAWLMHCKOTO U3Jennsi U COOTBETCTBYHOLUMX nonoxeHnun OOwmnx TpeboBaHun 6GesonacHoOCTU U
adhpekTMBHOCTY;

A) aHanua crneumMduKkaumMin Ha MeauLUMHCKME U3Aenus B Lensx NOATBEPXOEHUS TOro, YTO BbIXOAHbIE AaHHble
npoekTa MeaunLMHCKOro usaenus, obecneunsatome 6esonacHocTb U 3PEKTUBHOCTb MEANLIMHCKOTO U3Oenus npu
€ro NpUMeHeHU No HasHayveHuto, Bbinn onpegeneHsbl;

e) noATBepXAeHue TOoro, YTO AesATeNbHOCTb MO MEHeOXMEeHTy pucka Obima onpeaeneHa M OCyLecTBreHa,
KpUTEPUMN AONYCTUMOCTU pUCka ObiNn YCTaHOBMEHbI U SBMSIOTCS COOTBETCTBYIOLLMMU, N0BOW OCTaTOYHbIN PUCK Obin
OLEHEeH M NMpu HeoBXOAMMOCTM AOBeAeH OO0 cBedeHusa noTpebutens B coorBeTcTBUMM ¢ O6LiMMK TpeGoBaHusMu
6e3onacHocTy 1 3 PEKTNBHOCTU.

26. OueHka npoUECCOB YyMNpaBneHWs [OOKYMEHTauMen W 3anMcsaMu CUCTEMbl MEHeOXMeHTa KayecTBa
MeONLNHCKNX N3aenunii BKN4YaeT B cebs:

a) NoATBepXKAeHWe Toro, YTo Npoueaypbl AeHTUdMKALUK, XpaHeHUS U yaaneHus (YHUUYTOXeHWS) JOKYMEHTOB 1
3anucen (BKNYas yrnpasneHve nameHeHnsmu) 6uinm paspaboTtaHsi;

6) noaTBEPXKAEHME HanNMuMsa AOKYMEHTOB, HeobxoauMbIX AN Toro, 4Tobbl opraHv3aumns morna obecnevmsaTtb
nnaHWpoBaHWe, OCyLLEeCTBNEHNE NPON3BOACTBEHHbIX MPOLIECCOB U yNpaBlieHne Mu;

B) MOATBEPXAEHME TOro, YTO AOKYMEHTAUMSA Ha MEAMLUMHCKOE U3fenue BrnoyaeT B cebs:

cBMAeTenbCTBa COOTBETCTBUS MEOULIMHCKMX n3aenuin TpeboBaHmam (B TOM Yucne TpeboBaHMAM NpUMEHAEMbIX
CTaHOapToB);

onncaHne MeanUMHCKMX U3AENUIA, BKITKOYast MHCTPYKLMU MO MPUMEHEHMIO, MaTepuvarnsl 1 cneundukaumio;

CBOAHYIO [OOKYMEHTauulo no BepuduvKauuv v BanvpauuMm MNpoekToB (B TOM 4YMCre AaHHble KITUHUYECKUX
uccnepoBaHni (MCNbITaHW) B COOTBETCTBUM C [paBunamu NpOBEAEHUsT KMMHUYECKUX U KIMHWUKO-NabopaTopHbIX
ucnbiTaHUn  (MccnegoBaHU)  MeaVUMHCKUX  u3genuin, yTteepxaeHHbiMu  Pewenvem Coseta EBpaswuiickon
3KOHOMMYeckon komuccum ot 12 despans 2016 r. Ne 29);

MapKUPOBKY MEAWNLIMHCKUX U3OENNI;

OOKYMEHTbI MO MEHEXXMEHTY pucka.

27. OueHka npoLeccoB NPOM3BOACTBA M BbIXOAHOIO KOHTPONSA MEOULMHCKMX U3AeNnuii BKtovaeT B cebs:

a) aHanuM3 MnpoM3BOACTBEHHbIX MNPOLECCOB W3rOTOBMEHUS CEPUMHOM npoaykuun (BKM4Yas ycrnosusi
npon3BoACTBa);

6) oLeHKy MpoLeccoB CTepunu3aunm (Ans MeauuUHCKUX U3LEenuii, BbiMyCcKaeMbIX B CTEPUIIBHOM BUAE), B TOM
yucne:




onpefeneHne TOro, YTo MpPOLECChbl CTepunm3aummn Obinu OOKYMEHTUPOBaHLI, 3anucu napameTpoB npoLlecca
cTepunu3auuMn Ans Kaxgon CTepunuM3yemMor napTuu  MeOUUMHCKUX W3JAenuii nogdepxvsalTcs B paboyem
COCTOSIHWY;

onpegeneHue Toro, YTo NpoLEecc cTepunusaumm 6bin BannaMpoBaH;

onpefeneHue TOro, YTO MPOLECC CTepunu3auMm MNpPOBOAMTCA B COOTBETCTBUM C  YCTAHOBMEHHBLIMU
napameTpamu;

B) noATBepXOeHuWe TOoro, 4TO MpoLEecChbl NPOM3BOACTBA SABMAIOTCA YNpaBnAeMbiMU U KOHTPONUPYEMbIMU U
YHKUMOHUPYIOT B YCTAHOBMEHHbIX Mpedenax, a Takke noaTBepxaeHWe obecneyeHnss HEOOXOAMMOro YpPOBHS
KOHTPONSA NPOAYKUUM U (MNK) YCryr KPUTUHECKMX NOCTaBLLMKOB;

r) noaTBepXAeHWe waeHTUdVKaUMU U NPOCINEXMBAEMOCTM MEOWULMHCKUX W3OENWA U MPOLECCOB  UX
Npou3BOACTBA, a TakKe UX COOTBETCTBUS YCTAaHOBIEHHBIM TpeboBaHMAM;

[) noaTBEPXAEHME TOro, YTO AEATENbHOCTb MO BLIXOAHOMY KOHTPOMIO MEAULMHCKUX M3genui obecneynsaeT
COOTBETCTBME MEANLIMHCKUX U3OENNIA YCTAHOBMEHHbIM TpeboBaHNSAM 1 Obina LOKYMEHTMPOBaHa.

28. OueHka npoueccoB KOPPEKTUPYIOLIMX U Npeaynpexaarolmx OeNCTBUA CUCTEMbl MEHeKMEHTa KayecTBa
MeOMLIMHCKUX N30ennin BKNoyaeT B cebs:

a) noaTBepxAeHuMe TOro, YTO Mpouedypbl KOPPEKTUMPYLWMX W npegynpexgalowmnx AOeAcTBuA  6binu
pa3paboTaHbl;

6) noaTBepXKAEHNE TOro, YTO CPEeACTBaA yNpaBrieHVs NPENATCTBYIOT PacnpoCTPaHEHUI0 MEAULIMHCKUX U3OENW,
KayecTBO KOTOpPbIX He cooTBeTcTBYeT OOWyM TpeboBaHuam 6GeszonacHoCTM M APAEKTUBHOCTU MEAULMHCKUX
n3genun;

B) MOATBEPXKAEHME TOro, YTO KOPPEKTUPYIOLLME U NpeaynpexaaoLwmne 4eNCTBUA SBNSIOTCSA pe3ynbTaTUBHbLIMY;

r) NOATBEPXAEHUE TOro, YTO NPOU3BOAUTENb MEAULIMHCKOrO M3genusa paspaboTtan adeKkTUBHYO npouenypy
BbiNycka M MPUMEHEeHMs yBeOOMITeHUA no 6e30nacHOCTM MEAMLMHCKUX U3Oenuin B cooTBeTcTBMM C [lpaBunamu
npoBeAeHNs MOHMTOPUHra 6e30nacHOCTU, KavyecTBa M IPMEKTUBHOCTU MEAULMHCKUX U3AENUIA, YyTBEPXAEHHbIMU
Pewennem Konnermn EBpasvinckon akoHOMMYecKon komwmccum oT 22 pekabpsa 2015 r. Ne 174 (panee - lNpasuna
npoBeaeHNs MOHUTOPMHra 6e3onacHoCcTH, kKayecTsa U apEKTUBHOCTN MEOULIMHCKUX U3AEnNuiA).

29. OueHka CBfA3aHHbIX C NOTPebuTenem npoLeccoB CUCTEMbI MEHEPKMEHTA KayecTBa MeANLIMHCKUX U3OEeNni
BKIMoYaeT B cebsi:

a) NOATBEpPXAEHWE TOro, YTO MPOWU3BOAUTENMb MEAWLIMHCKOTO W3OENWUS MNPUHSAN Mepbl, Heobxoaumble Ans
YCTaHOBMNEHNS CBA3M C noTpebutenamu, B UensiX BbIMOMHEHUS HEeOOXOAMMbIX  KOPPEKTUPYKOLUX U
npeaynpexgarwmx OenCcTBUWA, pacrnonaraet cuctemon cbopa M aHanm3a [aHHbIXx O ©Ge3onacHocTn w
3P PEKTMBHOCTM MEANLIMHCKUX U3AENWIA HA NOCTNPOAAKHOM 3Tane 1 NoAAepXMBaeT ee B akTyarlbHOM COCTOSIHWUM, a
TakKke HanpaBnaeT B YNOMHOMOYEHHbIN OpraH oT4yeTbl O pe3ynbTaTax NnocTNPOL4AXKHOrO MOHUTOPMHra 6e3onacHOCTM
1 3dpPEeKTUBHOCTN MEANLIMHCKUX U3LENUIA B COOTBETCTBMU C [IpaBunamu NnpoBeAeHUs MOHUTOpPUHra 6esonacHocTu,
KayecTBa U 3(pHEKTUBHOCTN MEOULMHCKUX N3AENUN;

6) noaTBepxkaeHWe TOro, 4YTo o06OpaTHas cBA3b C MNOTpebuTenem aHanua3npyeTcsi NpovM3BOAUTENEM
MEeOMLIMHCKOrO M3Aenus B Xo4e MPOLLECCOB XNU3HEHHOTO LMKIa NPOAYKUMMA U UCNOMb3yeTCs AN MOBTOPHOW OLEHKU
pucka 1 Npyu HEOGXOAMMOCTY ANIA aKTyanu3auun 4eATENbHOCTU N0 MEHEKMEHTY pucCKa.

30. OueHka cuUCTEMbl MEHEeMKMEHTa KayeCTBa MEeAULUMHCKMX M3Oenuin npoBoauTca B popMax NepBUYHOrO,
nepruoamn4eckoro (NNaHOBOro) M BHEMTAHOBOIO MHCMNEKTUPOBAHNSI NPOM3BOACTBA.

31. lNepBMYHOE MHCNEKTUPOBAHME MPOM3BOACTBA NPOBOAMTCS B X04€e NpoLeaypbl peructpaunm MeauLmMHCKOro
nsgenus B pamkax Cotosa.

32. MNpw npoBeAeHNV NEPBUYHOIO MHCMEKTMPOBAHMUS MPOM3BOACTBA UHCMEKTUPYIOLLAA OpraHu3auus NpoBoauT
WHCMEKTUPOBaHWE NPOM3BOACTBA BCEX 3asiBMIEHHbLIX NMPOU3BOAUTENEM MEOULMHCKUX U3OENUIA NPOU3BOACTBEHHbIX
nnoLaaok.

B cny4ae ecnu Ha oiHOW NPOM3BOACTBEHHOW MIOLLAAKE NPOU3BOAATCS MeQULMHCKNE U3Aenus, OTHOCSLMECS K
HECKOMbKMM rpynnam (noAarpynnam) MeOuUUHCKMX U3Oenuii no NepeyvHio B COOTBETCTBMM C npunoxeHvem Ne 2 k
HacToswum TpeboBaHUsIM B 3aBUCMMOCTU OT Krlacca MOTEHLUMANbHOMO pUCKa UX MPUMEHEHUS, UHCMEKTUPOBaHME
NpOV3BOACTBA B pamMKax OOHOM MPOBEPKM MOXET OXBaTbIBaTb HECKOMNBKO rpynn (MOArpynn) MeAnUMHCKUX u3genvii B
COOTBETCTBUM C 3asIBMIEHHBIMY NPON3BOANTENEM MEAULNHCKUX M3OENUi NPOU3BOACTBEHHBIMW MIOLLaAKaMMU.

33. To pesynbTatam nNpPOBEAEHHOTO MEPBUYHOIO WHCMEKTUPOBAHUS MPOM3BOACTBA MHCMEKTMpYoLast
opraHunsaums ohopMnseT oTYET No opme cornacHo npunoxkeHuto Ne 4. YkasaHHbIA OTYET OEWCTBUTENEH B TEYEHMWE
3 neT co AHA ero Bbiaauu.

34. PesynbTaTbl MHCMEKTMPOBAHUS MPOW3BOACTBA PACMpOCTPaHSTCA Ha rpynny (noarpynny) MeOuLMHCKKX
n3genui No NepeyH0 B COOTBETCTBMM C Npunoxennem Ne 2 k HacToswmM TpeboBaHUsaM B 3aBUCMMOCTM OT Kracca
NOTEHUMANBHOTO PUCKA MPUMEHEHUS BbIMYCKAEMbIX MEAUUMHCKUX usgenuid. [Ons MeauuMHCKUX U3LOEnvin KnaccoB
NoTEHUMAanbHOrO pucka nNpuMeHeHnst 1 1 2a pesynbTatbl MHCMEKTUPOBAHUS NPOM3BOACTBA PaCnpOCTPAHAITCA Ha
rpynnbl MEAULMHCKUX u3genui. Ona MeanuMHCKUX U3Oennii KnaccoB NMOTEHUMAnbHOrO pyUcka npumeHeHus 26 n 3
pes3ynbTaThl MHCNEKTUPOBAHMS MPOM3BOACTBA PacnpPOCTPAHSATCSA Ha NOArpyNnnbl MEANLMHCKUX U3OENUA.

Mpu nopave 3asBneHWs O MPOBEAEHUWM PEFUCTPALMN HOBbIX HaUMEHOBaHWA MEOULMHCKUX U3Oenuvn,
NpoOu3BOAMMbIX Ha MNPOU3BOACTBEHHOM MMOWAAKE, WHCMEKTMPOBAHME KOTOPOW MNPOBOAMIIOCH paHee Ansi
MEOMLUMHCKMX WU3Oenuii TOW >Xe Tpynnbl MNW MNoarpynnbl MO MEePeYHd B COOTBETCTBUMU C npunoxeHuem Ne 2 k
HacToswum TpeboBaHusAM, 3asBUTENb NPEeACTaBsieT B COCTaBe [OKYMEHTOB PErMCTPaLUOHHOIO [OCbe KOMUto
oT4yeTa O pesynbTaTax MPOBEAEHUS WHCMEKTMPOBAHMS MPOU3BOACTBA, MPOBEAEHHOrO He paHee 3 neT OO AHA
NpeacTaBnenns 3asiBNeHNs 0 MPOBEAEHUN perncTpauum MeaMLMHCKOro n3nenus.

35. MNMepuoanyeckoe (MnaHoOBOE) MHCNEKTUPOBAHME NPOM3BOACTBA NpoBoanTcs 1 pas B 3 roga.

MponsBoauTEnb MEAMLUHCKOrO u3fenus BnpaBe obpaTuTbCsi B NOOYD WHCMEKTUPYHOLLYIO OpraHusauuio c
3asiBNIEHNEM O NPOBEAEHUUN NEPUOAMNYECKOTO (MNIAHOBOIO) MHCNEKTUPOBaHNSA NPON3BOACTBA B TeYeHMe 6 MecsLeB 4O
OKOHYaHMS cpoka OEWCTBMSA OT4eTa O pe3ynbTatax NpoBeAeHVs NpeablayLlero MHCNEKTUPOBaHNA NPOU3BOACTBA C
npeacTaBneHNEM CNeayoLLMX JOKYMEHTOB:




3asiBKa O NPOBEAEHMM WHCMEKTUPOBAHUSI NMPOM3BOACTBA C YyKazaHWEM MEeOMUUMHCKUX W3Aenuin u ux rpynn
(noarpynn) no nepeyHio B cOOTBETCTBUM C npunoxkeHmem Ne 2 k Hactosiwum TpeboBaHUsSIM U NMPOU3BOACTBEHHbIX
nnoLwaaok, BXOAALWMX B 061acTb MHCMEKTUPOBaHNS;

cnpaBka O (PaKTUYECKOW YWMCMEHHOCTU COTPYAHWKOB, Y4acTBYHOLLMX B MpoLeccax OLEeHVWBAaeMOW CUCTEMbI
MEHEePKMEHTa KayecTBa MEAULMHCKUX U3AENUNA;

TexHuyeckue annsl Ha MeAULUUHCKME U3aenns B COOTBETCTBUU ¢ npunoxexvem Ne 3 k NpaBunam npoBeaeHnst
KMUHNYECKMX W  KIUMHUKO-NabopaTopHbIX MWCNbITAHWM (MCCrefoBaHWn) MEeOUUMHCKUX W3AENUi, YTBEPXKOEHHbIM
Pewennem CoBeta EBpasumnckon akoHommyeckon komuccum ot 12 cespans 2016 r. Ne 29 (ana MeguuMHCKMX
n3genu ansa AMarHoCTUKM in vitro - TexHnyeckuin parn, cooTBETCTBYOLWMIN TpeboBaHMAM COrnacHo npunoxexuo Ne
5). TexHnyeckue channbl NPEACTaBMATCA HAa PYCCKOM Si3blKe B ANIEKTPOHHOM BuAae B opmaTe C BO3MOXHOCTBIO
noucka;

KOMUsi oTYeTa O pesyrnbTaTax NPoBeAeHNS NOCNEeAHEro MHCMEKTUPOBaHNS MPON3BOACTBA (MpY HaNM4mK);

KOMUsi oTyeTa O pesynbTaTtax MpPOBEOEHMS OpraHoM Mo cepTudmkauum (ans cepTUULMPOBAHHBLIX CUCTEM
MEeHeKMEHTa KadvecTBa) nocrnegHero ayauvta CUCTEMbl MEHeMKMEHTa KayecTBa MeOMUMHCKUX U3aenuin (npu
Hanm4yuun).

B cnyyae ecnu nepuopudeckoe (NnaHoBOE) WHCMEKTMPOBaHWE MPOWU3BOACTBA NPOBOAUTCS WHCMEKTUPYHOLLEN
opraHusaumMen He TOro rocyfgapcTBa-yfieHa, YNOMHOMOYEHHbIN OpraH KOTOPOro OCYLUECTBAAN pernctpaumio
MEOMLMHCKOTO M3denusl, OT4yeTbl O pes3ynbTaTax NpPOBEAEeHWs MNEPUOLAMYECKOro (MNaHOBOro) MHCMEKTUPOBAaHUS
Npou3BOACTBA HanpaBnsOTCA YNOMHOMOYEHHbIM OpPraHoM, MHCMEKTMPYoLasi opraHuM3auus KOToporo nposoauna
nepuoan4eckoe (NnaHoBOE) MHCMEKTUPOBAHME MPOWM3BOACTBA, B YMONHOMOYEHHbIV OpraH, KOTOPbIA OCYLLECTBNSI
perucTpauuio  MeauMLUMHCKOrO W3Oenusi, Ans BKMYEHUS B peructpauuoHHoe pocbe. OT4yeThl O pesynbraTax
NpoBeAeHNs Nepuoamyeckoro (MNaHoBOro) MHCNEKTUPOBAHUSA NPOW3BOACTBA HANPaBnAlTCHA MO MOYTe 3akasHbiM
NMOYTOBLIM OTMNpPaBfieHNEM C YBeAOMIEHWeM O Bpy4YeHun nubo nepegaroTcd B popme IMEKTPOHHOrO AOKYMEHTa,
NnoanMCaHHOrO 3NEKTPOHHOM MnoAnucbio, B TedyeHue 15 paboumx gHenm €O AHA 3aBepLlUeHUs MepuoamyecKkoro
(nnaHOBOro) MHCNEKTUPOBAaHWSA NMPOM3BOACTBA.

36. MHcnekTupytowasa opraHM3aumsa NpoBOAMT aHanua npeacTaBleHHbIX AOKYyMEHTOB B TeveHune 10 paboumnx
OHEN co OHs noJayn Npov3BoauTenem MeauLMHCKOro U3nenys 3asBku O MPoOBEAEHUN NepUoanveckoro (MrnaHoBOro)
WHCMEKTUPOBaHWNs NPoM3BOACTBa. B criyyae ecnu MHCNeKTUpytoLlas opraHnsaums nprHana pelleHve o NpoBeaeHUm
nepuoamyeckoro (NnaHoBOro) MHCMEKTMPOBAHUA NPOM3BOACTBA, OHa 3akfioyaeT COOTBETCTBYHOLLUA [OroBop C
npoussoanTeneM MeauLUMHCKOro n3genus.

B cnyyae ecnu npuHATO oTpuuUaTensHOE peLleHne, MHCNEKTMPYoLWas opraHnsaums yBeaoMnaeT B MMCbMEHHOWN
dopmMe npom3BoauTENS MEAWMLMHCKOro u3genus o6 oTkase B NPOBEAEeHWVM Mepuogmnyeckoro (NnaHoBoro)
WHCMEKTUPOBaHWNS NPON3BOACTBA (C YKazaHWeM NPUYmH).

OcHoBaHusAIMKM NS OTKa3a B NPOBEAEHWM MNepUOAMYecKoro (MraHOBOro) WHCMEKTUPOBAHWSA MPOM3BOACTBA
SABNSIIOTCS:

HECOOTBETCTBME MPEACTaBIIEHHOINO KOMMMEKTa OOKYMEHTOB MEPEYHI0 JOKYMEHTOB, yKa3aHHOMY B NnyHkTe 35
HacToswmx TpeboBaHwuiA;

HECOOTBETCTBME TEXHNYECKUX (DalNoOB yCTaHOBNEHHbIM TpeboBaHWsAM;

OTCYTCTBME Y WHCMEKTUPYIOLWEA OpraHvM3aumMn MOfIHOMOYUA MO MPOBEOEHUI0 UHCMEKTUPOBaHWUS 3asBNEeHHbIX
rpynn (NOArpynn) MeANLIMHCKUX U3OENNNA.

Mpaduk npoBedeHUss nepuoamyeckoro (MNaHoOBOro) MHCMNEKTMPOBAHWS MPOM3BOACTBA pa3MellaeTcs Ha
omumanbHbIX CanTax YrNOMHOMOYEHHbIX OpraHoB B CeTu MVHTepHeT, a Takke onybnukoBbiBaeTcs Ha
UHdopMaLuoHHoM nopTane Cotosa.

YnonHoMouYeHHble oOpraHbl obecneunBatoT NpeAcTaBlieHWe COOTBETCTBYHOLMX CBefeHun B EBpasuickyto
3KOHOMMYECKYI0 KOMUCCHIO C UCMONb30BaHNEM CPEACTB NHTErPUPOBaHHON MHpOpMaLIMOHHOM cucTeMbl Coto3a.

37. MNpwv npoBeaeHMN Nepmoanyeckoro (NnaHoBOro) MHCNEKTMPOBAHMS NPOM3BOACTBA OLEHWMBAIOTCS:

a) nopgepxaHve COOTBETCTBUS CUCTEMbl MEHEMKMEHTa KavyecTBa MEOMLMHCKOrO MW3denus HacTOALMM
TpeboBaHuaM;

6) pe3ynbTaTMBHOCTb CUCTEMbI MEHEXKMEHTa KayecTBa MeAVNLUMHCKUX U3genuin B obecnevyeHnm cooTBeTCTBUS
BblMyCkaeMblX B obpalleHne B pamkax Cowsa MeOUUMHCKMX U3genuin npuMeHuMbiM K Hum O6wmnm TpeboBaHuam
6e3onacHOCTU U 3pHEKTUBHOCTMW.

38. lMepuoguueckoe (MnaHOBOE) WHCMNEKTUPOBaHWE NPOM3BOACTBA  MPOBOAUTCS Ha  BblOPaHHbIX
WHCMEKTUPYIOLLIE OpraHu3aumnelt Npou3BOACTBEHHbIX MNIoWaAkax B COOTBETCTBUM C MOAMYHKTOM «r» MyHkTa 14
HacTosawmx TpebGoBaHuM Ha npuMepe NPeacTaBUTENbHbIX MEOWULMHCKMX W3OenuiA AN Kax4ow rpynnbl wnm
NOArpynnbl  NMPOU3BOAMMbBIX MEAULMHCKAX W3AEenuii B 3aBMCMMOCTM OT Krnacca MOTEHUMarnbHOrO pucka ux
NPUMEHEHNS NO MEePEYHIO B COOTBETCTBUM C npunoxeHnem Ne 2 k HacToswmm TpeboBaHusm NoCcpeacTBOM aHanvaa
AOKYMEHTOB W 3anucen, KOTopble SABUNUCb pe3ynbTaToM peanu3auumm COOTBETCTBYHOLLMX AOKYMEHTUPOBaHHbLIX
npoueccoB 1 (Mny) OMEepauuoOHHbIX MNpoueayp CUCTEMbl MEHeOXXMeHTa KayecTBa MEeOWMLMHCKUX UN3Aernun,
NPUMEHUTENBHO K AAaHHBIM MEeOUUMHCKUM M3genvam. [Ons MeguumMHCKMX M3Oenuin KnaccoB MOTEHUMAnbHOro pucka
npumeHeHnss 1 1 2a npeacTtaBUTENbHBLIN obpasel, MegULMHCKMX M3Oenuin BblbUpaeTcs 13 rpynnbl MeaULIMHCKMX
W3enuini Mo MEepEeYHd B COOTBETCTBUM C npunoxeHvem Ne 2 k Hactosiwum TpeboBaHusM, AN MeOULMHCKMX
W3[EeNnuii KNaccoB NOTEHUMANbHOIO pyucka npumMeHeHus 26 1 3 - n3 noarpynnbl MEAULUHCKUX U3AENUIA MO NEPEYHIO B
cooTBeTCTBUM C npunoxeHvem Ne 2 k HacToawmm TpeboBaHMAM.

Kputepusamn Bbibopa npeacTaBUTENbHBbIX MEOULMHCKUX U3AENuIn SBNSETCS HOBU3HA TEXHUYECKUX PEeLLeHWn,
HasHayYeHuw, TEXHOMOrMN MpOM3BOACTBA C Y4YEeTOM pe3ynbTaToB MpOBeAeHUsA MpeablaylinX WHCNEKUUN.
Ob6ocHoBaHue BbibOpa npeacTaBUTENbHBIX MEAVMLMHCKUX U3OenuMin OOMKHO ObiTb nNpuvBedeHO B OT4eTe O
pesynbTaTtax NPOBEeAEHNS MHCNIEKTUPOBAHMUS NPOM3BOACTBA.

Mpu nepuoagnyeckoMm (NNAHOBOM) W BHEMMAHOBOM WHCMEKTMPOBAHWMU MPOU3BOACTBA WMHCNEKTUPYHOLLAs
opraHuMsaumsi nNpoBoAuT OTOOp 006pa3suoB MEAWULMHCKUX W3AEnUii (MMNNaHTUPYEMbIX, WHBa3WBHbIX, a Takxe
MEOMUMHCKMX M3OenMin Anst AMarHoCTWMKM in vitro) knacca noTeHuuanbHOro pucka npuUMEHeHWst 3 ¢ Lenbio




NnoATBEPXKAEHNS COOTBETCTBUSA MX XapakTepuUCTWK AaHHbIM TexHudeckoro dpanna, obecneunBatowmm HesonacHoe
NPUMEHEHNe TaKkMX MeAUUMHCKUX u3genvin. MeguumHckue usgenus oTbupalroTcsa no oAHOW Mogenu (BapuaHTy
WCMOSHEHUS) N3 Kaxa0W NOArpynmnbl MPOM3BOAUMBIX MEANLMHCKUX U3AENWI B COOTBETCTBUM C npunoxeHnem Ne 2 k
HacToswum TpeboBaHusM B KonuMvecTBe, HeobXOAMMOM Ans MPOBEAEHUS COOTBETCTBYHOLUMX MWCMbITAHWNA.
Kputeprvem otbopa npeactaBUTENbHbIX MEAULMHCKUX W3AENUn ABRAeTCs OBLWHOCTb TEeXHWYECKMX PeLUeHun,
Ha3Ha4YeHUn Wn (MNK) TEXHOMOrMM ANA OaHHOW NoArpynnbl MNPOU3BOAUMBIX MeAUUMHCKMX u3genuin. B cnyyae
OTCYTCTBWS yKa3aHHbIX 06pasuoB noarpynna MeauLMHCKUX U3nenuii UcKovaeTcs ns cdepbl UHCNEKTUPOBaHMS.

WHcnekTupyowas opraHnsaums nNpoBOAMT HeobXoauMMble MWCMbITAHUSA yKadaHHbIX 06pasuoB MeaULMHCKUX
uwsgenuin nubo B crydae OTCYTCTBMSA Y WHCMNEKTUMPYIOLLE OpraHuMsaumMm akkpegutauum Ha nposedeHue
COOTBETCTBYIOLLErO BuAa WCMbITaHMA B TeveHne 3 pabouux AHeln co AHA oTbopa obpasuoB odopmiseT
HarnpasneHne B COOTBETCTBYIOLIME OpraHvW3auuv, BHECEHHble B edWHbI peecTp YMONHOMOYEHHbIX OpraHu3auumin,
UMeIoLLMX NPaBo NPOBOAUTL UCCreAoBaHWS (MCMbITaHNS) MEAULMHCKMX U3OENUIA B LENsX X perncTpaumm.

PesynbTaTbl ucnbiTaHNA O0TOBPaHHbLIX 06Pa3sLOB MEAULMHCKUX U3AEnUin NpeacTaBnsaioTca MHCNEKTUPYHoLen
opraHusaumMen B YMNONTHOMOYEHHbIV OpraH B TeyeHue 5 pabounx gHen co AHA OOpPMMEHUS COOTBETCTBYHOLLETO
npoToKoNna mccrefoBaHuin (ucnbiTaHui). B crnyyae HenoaTBepXKOEHUS COOTBETCTBUS XapaKTePUCTUK OTOBPaHHbIX
06pa3suoB MeanLIMHCKOrO u3aenus AaHHbIM TexXHu4Yeckoro chamnna, obecneumBsatoLmm ero 6esonacHoe NpMMeHeHue,
WHCMNEKTUpYoLLLaa opraHm3aumnsa npuoctTaHaBnmMBaeT AENCTBME OTHETa O pesynbTaTax NPOBeAEHNs MHCMEKTUPOBaHNS
npoussoAactea. [lo yCTpaHeHWs MpoM3BOAUTENEM MEAULMHCKOrO W3Oenns  BbISIBMIEHHbIX HECOOTBETCTBUNA
YNOMHOMOYEHHBIA OpraH BnpaBe MPUOCTAHOBWUTL BbINMYCK MEAMLUMHCKOrO M3fenus B obpalleHue Ha TeppuTopum
rocygapctea-yneHa B COOTBETCTBMM C 3aKoOHOAAaTeNnbCTBOM 3TOr0 rocygapcrea, a Takke WHdopmupyet
YMONHOMOYEHHbIE OpraHbl ApYrux rocyfapcTB-4YrieHOB O MPUOCTAHOBKE BbINyCKa MEAWLUMHCKOro u3genusa B
obpalleHne Ha TeppuTopuM rocygapctea-yneHa C UCMonb30BaHMEM CPEACTB MHTErpupoBaHHOW MHAOPMaLMOHHOWN
cuctembl Cotosa.

39. Mo pesynbTatam npoBeAeHWs NepuoauMyeckoro  (MraHOBOro)  MHCMEKTMPOBaHUS  MPOM3BOACTBA
WHCMEKTUpYyLaa opraHm3auusa odopmnseT otyeT no dopme cornacHo npunoxeHnto No 6. YkasdaHHbI OT4eT
AeNCcTBUTENEH B Te4eHne 3 feT Co AHA ero Bblgayn.

40. MNpoussoguTenb MeAVMUMHCKUX W3Aenun BnpaBe o0OpaTUTbCS B MHCNEKTMPYIOLWYIO OpraHusauuilo C
3asBrieHneM O NPOBEAEHNN BHEMAHOBOrO MHCMEKTMPOBaHNSA NPON3BOACTBA B CNEAYIOLLMX Lensx:

a) BHeCeHWe U3MEeHeHWIn B NepeyeHb NPON3BOACTBEHHbIX NOLAA0K, NepeyeHb rpynn (Moarpynn) MeamMUMHCKMX
W3Aenuin, Ha KOTOpble pacnpoCTpaHSaeTCs OeNCTBME OTYETa O pedynbTaTtax NPoBeAeHNS MHCMEKTMPOBAHUS;

6) noaTBepXXAEHUE YCTpaHeHWs HapyLLeHWn No pedyrnbTaTtam NPoBeAEHNs MHCNEKTMPOBAaHUS NPON3BOACTBA;

B) MOATBEPXAEHNE YCTPaHEHUS MPWYMH, KOTOpble NMPMBENW K BbiNyCKy HeJoOpOKavyeCTBEHHbIX MEeAULMHCKMX
W3aenuin, NOCPeaCcTBOM BKIOYEHWS OTYeTa O MPOBEAEHUN BHEMMAHOBOrO WHCMEKTUPOBaHWS B 3aKMIOYUTENbHbIN
OTYET O KOPPEKTMPYIOLUMX AENCTBUSAX No dhopMe B COOTBETCTBMM C npunoxexHnem Ne 2 k lNMpasunam npoBeaeHus
MOHUTOPUWHra 6e30MacHOCTM, kKayecTBa U 3pdPEeKTUBHOCTN MEAULIMHCKNX U3AENNN;

r) NoATBepXKAeHWe BHeAPEeHWs MPOW3BOAMTENEM CUCTEMbl MEHEOXXMEHTa KayecTBa MeAULMHCKUX u3genui (B
cryyae ecnv oueHKa 3TOW CUCTeMbl MeHeXXMEeHTa KayecTBa Ha COOTBETCTBME HacToAwum TpeboBaHuAM He
npoBoaunach).

41. Mo pesynbTatam NpoBeAEHUA BHENMAHOBOIO MHCMEKTMPOBAHUSA NPOM3BOACTBA B LENsX, ykasaHHbIX B
NoAnyHKTax «a» - «B» nyHkta 40 HacToAwmx TpebGoBaHWIi, MHCMEKTUPYIOLWAas opraHnsaumns oopMIigeT OoT4yeT no
dopme cornacHo npunoxeHunto Ne 7, B Lensx, ykasaHHblX B NognyHKTe «m» nyHkTa 40 HacTosawmx TpebosaHun, - no
dopme B cooTBEeTCTBMM C npunoxeHvem Ne 4 k Hactoswmm TpeboBaHWsIM. YkasdaHHbIA OTYET OEWCTBUTENEH B
TeyeHne 3 neT co AHs ero Bblgauywn. [poBedeHVe NNaHOBOrO MHCMEKTUPOBAHUS NPOBOAMTCA He no3gHee 3 neT co
AHSA BblAayun ykazaHHOro oTyeTa.

MNMPUNOXEHWE Ne 1

kK Tpe6oBaHUsAM K BHEAPEHWIO, NOAAEPXKAHUIO U OLIEHKE
CUCTEMbl MEHeI)KMEHTa KayecTBa MeQULIMHCKUX N3aenui
B 3aBWCMMOCTW OT MOTEHLMAMNLHOMO pUcKa UX NPUMEHeHUs

ANPABUNA
pacyeTa HOpMaTUBHOW NPOAOIKUTENTBHOCTU
MHCMEeKTUPOBaHMUs NPOU3BOACTBA

1. PacuyeT HOpPMaTMBHOW NPOAOIMKUTENBHOCTA WHCMEKTUPOBaHUS MPOU3BOACTBA OCYLLECTBMSIETCS Mpw
onpegeneHnn CTOMMOCTU WHCMEKTUPOBAHUS MPOU3BOACTBA HE3aBUCUMO OT (haKTUUYECKOW MPOAOIKMTENbHOCTM
WHCMNEKTUPOBaHWS NPOM3BOACTBA.

2. HopmaTtuBHasi NpoAormKUTENbHOCTb WMHCNEKTMPOBAHUS MPOU3BOACTBA WCUUCISIETCA B YENOBEKO-AHSX Ha
ocHoBe 8-yacoBoro paboyero aHs. HopmaTtueBHas NpoaomKUTENbHOCTb UHCTIEKTUPOBAHUSI MPOM3BOACTBA BKIHOYAET B
cebsi BpeMsi, NpOBEAEHHOE BHE WHCMNEKTMPYEMOW OpraHusauuMm W 3aTpayeHHOe Ha aHanu3 AOKyMeHTauun u
NNaHWpOBaHWE WHCMEKTUPOBaHWS MPOM3BOACTBA, a TakKe BPEMs, NPOBEAEHHOE HEenoCpeacTBEHHO B
WHCMEKTUPYEMOIA OpraHM3aLmnm 1 3aTpayeHHoOe Ha COCTaBreHUE OTHETOB.

Ecnu 06bekTbl MHCMEKTUPOBaHUS MPOW3BOACTBA PacMONOXEHbl B APYroM ropode MO OTHOLIEHUO K
WHCMEKTUPYIOLLEeN opraHu3auuM, TO HOpMaTUBHAs MNPOAOIKUTENBHOCTb WMHCMEKTMPOBAHWS  NPOU3BOACTBA
yBEIMuMBaEeTCs Ha 2 YenoBeKO-AHS Ha Kaxablii OGbEKT UHCMEKTUPOBAHMS.

3. B kayecTBe OCHOBbI Ans pacyeTa HOPMAaTMBHOM MPOAOIHKUTENBHOCTU WMHCMEKTUPOBAHWA MPOM3BOACTBA
ncnonb3yeTcs hakTUyeckas YACNEHHOCTb COTPYAHUKOB UHCMEKTUPYEMOI OpraHn3aumn, y4acTBYOLLMX B NpoLeccax



B paMKax OLIEHMBAEMOW CUCTEMbI MEHEOXXMEHTA KayecTBa. YnCrneHHOCTb COTPYyAHUKOB C YaCTMYHOW 3aHATOCTbIO
yYUTbIBAETCS NyTEM €€ KOHBEPTaLMU B SKBUBASIEHTHYIO YUCNEHHOCTb COTPYAHUKOB C MOSIHOM 3aHATOCTbIO.

4. HopmaTmBHasi MpOAOIMKUTENBHOCTb WMHCMNEKTUPOBAHUS MPOM3BOACTBA B 3aBUCMMOCTW OT hakTU4ecKomn
YUCINMEHHOCTN COTPYAHUKOB obbekTa MHCNEKTUpoBaHUA npmeegeHa B Tabnuue.

Tabnuua
PakTnyeckas YNCNEHHOCTb HopmaTtusHas HopmaTtusHas
COTPYAHMKOB (4enoBek) NPOAOKNTENBHOCTD NPOAOIKNTENBHOCTD
nepBNYHOro nepunoanyecKoro
WHCMEKTUPOBaHNS (nnaHoBoro)
nponsBoacTea WHCMNEKTUPOBaHUs
(4enoBseko-AHen) npoussoacTea

(4enoBseko-aHemn)

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
6onee 5000 13 11

MPUNTOXEHWE Ne 2

K TpeboBaHWsM K BHEOPEHWIO, NOAAEPXKAHNIO U OLEHKE
CUCTEMbI MEHEMXXMEHTA KayecTBa MeANLNHCKNX n3genumn
B 3aBMCUMOCTW OT NOTEeHUMNanbHOro pucka nx npuMeHeHus

NMEPEYEHDb
rpynn v noarpynn MeaULMHCKUX U3genum

pynna meamumHckux
n3genun

Moarpynna MeanuUMHCKNX U30enuvi (Ans KNnaccoB NoTEHLManbHOro pucka 26 n 3)

1. HeakTuBHble
MeONLUHCKNe nsgenus
(kpome nsgenui ons
ONAarHoCTUKM in vitro)

1.1. HeakTuBHbIE CEpAEYHO-COCYANCTBIE MMNNAHTAThI

1.2. HeakTnBHbIE OpTONEANYECKME MMMNAHTATbI

1.3. HeakTuBHble UMNNAHTaTbl MATKNX TKAHEn

1.4. HeakTuBHbIE PYHKUMOHAMNbHbIE UMMNNaHTaThI

1.5. HeakTnBHbIe 3yOHbIE UMNNAHTaTbl U CTOMATONOIMYeCckue Mmatepuansl

1.6. HeakTuBHbIE MEOUUUHCKME U3aennsi ANs UHbEKUMI, BMMBAHWS, NepenuBaHng
KPOBU 1 Ananuaa

1.7. HeakTnBHblE OPTaNbMONOrMYECKNE MEQNLMHCKNE N3Oenus

1.8. HeakTMBHble opTOneanYeckmue MeamLMHCKUe U30enus u MeauLuHCKMe n3aenus
Aana peabunuraumm

1.9. MeanumHcKkne n3genusa ans KoHTpauenumm

1.10. MeavumMHCKNEe MHCTPYMEHTHI

1.11. HeakTuBHble MeANLMHCKUE M3aenust Ans Ae3UHEPEKUUN, TMIMEHNYECKOM
006paboTku n cTepunu3aunm MeAULMHCKNX N3OENUN

1.12. LLoBHbIN MaTepman, NnepeBs3oYHble CPEACTBA U NPOYMNE HEAKTUBHLIE
MeOULMHCKME N3nenus Ans nevyeHust pax




Mpynna MeauLMHCKUX

Moarpynna MeauUMHCKMX n3genuii (4nsi Knaccos noTeHumansHoro pucka 26 u 3)

nsgenun
1.13. HeakTuBHble MegULUMHCKNE U3Aenus, He BKMNoYeHHbIe B noarpynnel 1.1 - 1.12
2. AKTUBHblE 21 M .
HeVMMNaHTUPYeMble .1. MeguunHckme nsgenus s KOHTponst uU3Mornornyecknx nokasaTenem

MeOMLMHCKME n3genus
(kpome nsgenuii ons
ANarHoCTUKM in vitro)

2.2. MeavuMHCK1e M3aenusa Ana Busyanusauum, UCNonbayloLLie MoHU3upytoLlee
n3nyyeHve

2.3. MeOuuMHCKue U3aenus Ans Bu3yanusauun, He UCMonb3yoLne MoOHU3MpYLoLLee
n3nyyeHve

2.4. MeguvumHCKMe n3genua ansi y4eBomn Tepanuu, MCNONb3yHLWNE MOHN3MPYIoLLIee
n3nydeHuve

2.5. MeguvumHckmne nsgenua anga ny4yeBomn Tepanun, He UCMOMb3YoLLME NOHMU3UPYIoLLEe
n3nydeHuve

2.6. MeguumHckne nsgenua aAnst IMToTpuncun

2.7. AKTVBHblE MeaULIMHCKME U3Aennusa Ansa 3KCTpakopropanbHOro KpoBooGpalleHus,
BHYTPUBEHHOrO BMMBAHUS U Nnasmadepesa

2.8. AKTMBHbIE HapKO3HO-AbIXaTemnbHble, rMnepbapunyeckne MeauLMHCKNE n3genus
MeLMLMHCKME u3aenust 4ns pecnMpaTopHoOn Tepanvm

2.9. AKTVBHble MeaULMHCKUEe U3Aenust Ans CTUMYNALUA U UIHIMBUMPOBaHUSA

2.10. AKTUBHbIE XMpYpruyeckne MeauuUmMHCK1Me n3genvs

2.11. AKTUBHbIE OPTaNbMONOrMYeckne MeaMLUHCKME n3genns

2.12. AKTBHbIEe CTOMaTONOrnM4yeckne MmeamumMHCK1e uaaenuns

2.13. AKTUBHbIE MeAMLMHCKNE M3aenua ans Ae3nHEeKUMm 1 ctepmnmsauum
MEONLMHCKNX N3aenumn

2.14. AKTUBHbIE MEAMLIMHCKNE U3Oenusa anga peabunurauum n akTMBHbIE NPOTE3bl

2.15. AKTUBHbIE MEANLIMHCKME U3Aenus AN No3ULNOHUPOBaHUSA U NepeBO3KU
naumeHToB

2.16. CamocTosATenbHOe MeauuuHCcKoe nporpaMmmMmHoe obecneyeHne

2.17. AKTUBHblE MEAMUMHCKUE U3AEenus Aris 3KCTpakopnopasribHOro onfoAoTBOPEHUS U
WCKYCCTBEHHOIO OMI040TBOPEHUS

2.18. AKTUBHbIE MEANLIMHCKNE U3OEeNUs, HEe BKITOYEHHbIE B noarpynnbl 2.1 - 2.17

3. AKTUBHbIE
UMNIIAHTMPYEMble
MeauLUHCKUE n3genus

3.1. AKTVBHbIE UMMNMAHTUPYEMbIE MEAULMHCKUE U3OENUS ANst CTUMYNSLUA U
MHrMBrpoBaHus

3.2. AKTMBHbIE UMMMAHTUPYEMblE MeAULIMHCKME U3aennus Ans BBOAA NeKapCTBEHHbLIX U
WHbIX BELLIECTB

3.3. AKTVBHbIE UMNMAHTUPYyEMble MEAMLMHCKUE U3aenus, noaaepxveaioLime,
3amMeLLatoLime Unn saMmeHsLLmMe yHKUUKM opraHnuama

3.4. PagnoakTuBHbIe MMMNaHTaThbl ANs BHYTPUTKAHEBOW Ny4eBON Tepanun

3.5. AKTMBHbIE MMNNaHTnpyemble MegnLMHCKME n3nenund, He BKIN4YeHHbIe B noarpynnbl
3.1-34

4. MeguuuHckue nsgenus
AN AnarHocTukK in vitro

4.1. PeareHTbl, Habopbl peareHToB, KanMBPOBOYHLIE U KOHTPOSbHbLIE MaTepuanbl

4.2. MNpwnbopskl n 06opynoBaHMe AN AMArHOCTUKM in vitro

4.3. CamocTOoATENBHOE MEANLIMHCKOE NporpaMmMHoe obecnedeHne anst UarHoCTUKN
in vitro

4.4. VIHble MmeguuUnHCKUe nsgenusa ansa AnardocTuKM in vitro, He BKITIOYEHHbIE B
noarpynnsl 4.1 - 4.3

MPUNOXEHWE Ne 3
K TpeboBaHvsaM k BHEAPEHWIO, MOAAEPKAHMIO U OLEHKE




CUCTEMbI MEHEAXXMEHTA Ka4yecTBa MEeANLNHCKNX n3genumn
B 3aBUCMMOCTU OT NOTEHUMAlNIbHOIro pucka nx npuMeHeHund

WHTEIMPAJIbHAA OLIEHKA
cTerneHn 3HaYMMOCTH BbISIBMIEHHbIX B X04e UHCNEeKTUPOBaHMA Npon3BoACTBa HECOOTBETCTBUN CUCTEMBI
MeHe)KMeHTa KayecTBa TpeboBaHMAM K BHeAPEHUIO, NOAAEPXKaHUIO N OLleHKe CUCTEMbI MEHeXKMEeHTa

KayecTBa MeAULIMHCKUX U3aenui B 3aBUCUMOCTU OT NOTEHLUanbLHOro pUcCkKa ux npumeHeHus

l. Knaccudmkaums HecooTBeTCTBUMN

Knaccmpmau,mn BbIABJITIEHHbLIX B xone MHCNEKTUpOoBaHNA nponssoacTtea HEecoOTBETCTBUM CUCTemMbl
MeHeIKMeHTa Ka4decTBa Tpe6OBaHVIﬂM K BHegpeHuto, nogaep>XaHuo U oLeHKe CUCTeMbl MeHepKMeHTa Ka4vecTBa
MEOMLUMHCKMX W3[AENUiA B 3aBUMCUMMOCTM OT MOTEHUMArbHOrO pucka UX MPUMEHeHWs (Janee - HecoOTBETCTBMUSA)
npoBoanTcA B 2 aTana:

| aTan - npuMeHeHWe KnaccudmrkauMoHHOW MaTpuubl Ans obecneyeHus NpeaBapuUTENIbHON OLEHKM CTeneHu
3HaYNMMOCTM HECOOTBETCTBUN;

Il aTtan - npnMeHeHne nosblatowmnx 6annos ana onpepeneHna OKOHYaTernbHOMn OUEeHKMN cTeneHn 3Ha4YnMMoCTn
HECOOTBETCTBUN.

MHOXXeCTBEHHbIE Cy4yan HECOOTBETCTBUSA OAHOMY TPeBOBaHMIO paccMaTpUBAKOTCA Kak O4HO HECOOTBETCTBUE.

Il. KnaccudmkaunoHHan matpuua

CornacHo KﬂaCCM(*)MKaLLMOHHOVI MaTpuLle BCe BbidBIeHHble HECOOTBETCTBUA NoApa3nenarnTCcd Ha 4 rpynnsbl.
Kaxxpaa rpynna Xapakrtepusyetca KoJIM4eCTBE€HHbIM 3Ha4YeHnemMm CcTeneHun 3HaAYMMOCTU HeCOOTBEeTCTBUA OnA
©6e3onacHocTH, Sd)d)eKTVIBHOCTVI M Ka4yecTBa MeaANLUHCKOIro nagenna:

BnusiHne Mpsamoe 3 4
HEeCOoOTBETCTBUSA
Ha
6e3onacHoCTb,
adhpeKkTMBHOCTb
N Ka4yecTBo
MeOMLIMHCKOro
nagenusi Henpsamoe 1 2
BrepBble NOBTOPHO
[MoBTOPSIEMOCTb HECOOTBETCTBUS

KﬂaCCI/Id)VIKaLI,VIOHHaFl MaTpuua oTpaxaeT BlnAHMEe HeCOOTBEeTCTBUA Ha 6e30nacHOCTb, Sd)(beKTMBHOCTb n
Ka4eCTBO MeONLIMHCKOro nsaenua, a Takke noBTopAemMoCTb BbiABITIEHHOIO HECOOTBETCTBUA.

BnusHue HecooTBeTCTBMA Ha ©€30MacHOCTb, SCb(*)eKTVIBHOCTb N Ka4yeCTBO MeOULMHCKOro mn3genuna cymtaeTcd
HenpamMmbiM, ecnn OHO 3aTparuvBaet Tpe6OBaHI/IF|, CBdA3aHHbIe C (*)yHKLI,VIOHI/IpOBaHVIeM CUCTEMbI MEeHe)XMeHTa
KayectBa MEOVUMHCKUX u3genuin, u npAMbIM, €ClniM OHO KacaeTcd TpGSOBaHVIVI, OTHOCAWNXCA K npoueccam
NpoeKTnpoBaHuA, pa3pa60TK|/|, npon3BoacTBa U BbIXOOAHOINO KOHTpPONA MeaAnUnUHCKOro n3genuna.

MoHsTHe «BnepBble» O3HAa4YaeT, YTO KOHKpeTHOe HEeCOoOTBEeTCTBUE He ObINO BLISIBIIEHO B X04e 2 MnocneaHux
cny4dyaeB npoBeAeHUA MHCNEKTUPOBaHWA Npou3BOACTBA, NPU KOTOPbIX MPOBEPASIUCb Te€ Xe npouecCbl B paMKax
CUCTEMbl MEHEIKMEHTa Ka4yecTBa Ha I/IHCHeKTMpyeMOVI I'IpOIASBO,CI,CTBeHHOVI nnowaake.

[NonaTre «MNOBTOPHO» O3Ha4aeT, 4YTO KOHKpeTHOe HeCcOoOoTBeTCTBuE ObINO BLIABNEHO B XOA4E OQHOMO u3 2
nocneaHux cny4vaes npoBeneHna UHCNEeKTUpoBaHNA NMPOU3BOACTBA, NMPU KOTOPbIX NMPOBEPASINCL Te XXe npouecChbl B
paMKax cucteMbl MEHEXXMEHTa Ka4yecTBa Ha MHCHGKTI/IpyeMOVI I'IpOVI3BO,ELCTBeHHOI7I nnowagke.

Ill. MoBbIWwalowWwme 6annbi



NnpUMeHeHnA NoBbIlaoWmnx ©annoB, HauUCnseMbIX 3a Hanuune cnegyoLwmx HeCOOTBETCTBUMN:
OTCyTCTBME [JOKYMEHTUPOBAHHbLIX Mpoueanyp, OTHOCALWMXCA K npoueccaM MnpoeKTUpoBaHUA, pa3p360TKVI,

MonyyeHHoe Ha | aTane KOMMYECTBEHHOE 3HaYeHWe CTENeHW HEeCOOTBETCTBUSA YTOYHAeTcsa Ha Il atane nytem

npoun3BoacTBa W BbIXOOAHONO KOHTPONA MeAWMUMHCKOro usgenud, a TakKkKe K noctnpogaXHoOMy MOHUTOPUHTY,

HeobxoamMbix Ansi obecneyeHus 6e3onacHOCTU U 3PPEKTUBHOCTN MEAULIMHCKOTO U3OENUs;

NoBbILLAIOLWMIA Bann He HauMcnsieTcs.

BbiNyCK B obpalleHne HenobpokayecTBEHHOro MeOMUMHCKOro M3denus B TeyeHuWe oT4eTHoro nepuoga. B
crnyyae ecnv npousBoauTeneM MeauMUMHCKOrO U3genusi MpoBeAeHO BHEMMaHOBOE MHCMEKTUPOBaHNE NpOM3BOACTBA
B LEensx MOATBEPXAEHUSI YCTPaHEHUS MPUYMH, KOTOpble MPUBENU K BbINYCKY HefobpokayecTBEHHOrO W3genus,

Mpn aTOM K OUEHKe, nonyquHon Ha | aTane, Ans kaXxgoro HeCooTBETCTBMA Hauncnsetcs 1 6ann.

IV. dopma npeacTaBneHus pe3ynbTatoB MHTeI’paﬂbHOVI OLeHKMU CTeneHu 3HAYMMOCTN HECOOTBETCTBUMN

Pe3yanaTb| I/IHTeraJ'IbHOIZ OLEHKM cTeneHn 3Ha4YMMoCT HeCOOTBETCTBUA NpeacTaBnAoTCA B Buae Ta6J'II/ILI,bIZ

Ne HecooTBeTcTBME pagaumnsa HecooTBETCTBUSA
n/n
I Il aTan npwn Il aTan npu CyMMapHbIn 6ann
aTan, OTCYTCTBUU BbINycke Nno HECOOTBETCTBUIO
6ann [OKYMEHTUPOBAHHbIX He06poKayeCcTBEHHOIO
npoLieccos, MEONLMHCKOrO N3genus,
0ann 6ann
1
2

WNToroBbin bann:

MHcnekTupylowas opraHM3aumMs He [OfbKHa BbIHOCUTb MONOXWTENbHOE 3akm4veHne o cobnogeHun
npou3BoanTENEM MEAMLMHCKOrO M3aenus HacToswmx TpeboBaHuiA, ecrnv ogHO Unu 6onee HapyLIEeHUA OLEHEHbI Ha
5 unn 6 6annos unun 6onee OByx HapyLLEHUI OLEHEHBI Ha 4 6anna.

O pe3ynbTaTax NepBUYHOro MHCNEKTUpPOBAaHNA Npou3BoACTBa

MPUNOXEHWE Ne 4

K TpeboBaHVsAM Kk BHEAPEHWIO, MOAAEPKAHMIO U OLEHKE
CUCTEMbI MEHE)KMEHTA KayecTBa MeOULNHCKUX U3aenuii
B 3aBMCUMMOCTM OT NOTEHLMANIbHOIO pUcka UX NpUMeEHEHUs

OTHET

(¢popma)

1 Homep oTyeTa

2 OpraHuzauus, NpoBoAMBLLIAA UHCNEKTMPOBaHME NPOMN3BOACTBA (MOMHOE M
COKpaLLieHHOoe (Mpu Hanu4umn) HaMeHOBaHWS pPuaNYeckoro nuua (B Tom
yncne MpMeHHOEe HaMMEeHOBaHNe), OpraHn3aunoHHO-NpaBoBas hopma u
agpec (MecTo HaxoxaeHus))

3 MHdopmaums o nponssoguTene MeaMUUMHCKOro U3aenus:

3.1 MonHoe n cokpalleHHoe (NPU Hanu4um) HaMMeHoOBaHKSA KPUANYECKOro
nvua (B Tom yucne rupMeHHoe HaMeHoBaHUe), OpraHn3aLmnoHHO-
npaBoBas dpopMa 1 agpec (MeCcTo HaxoXaeHWs ), KOHTaKkTHas MHpopmaLuus

3.2 OpraHnsauunoHHas CTpyKTypa 1 B3anmoaencTBue C topuanyeckumm
nvuamMu B paMKax CUCTEMbl MEHEXKMEHTA KayecTBa MeANLIMHCKNX
n3genun

3.3 MepeyeHb NPOM3BOACTBEHHBIX NMOWAA0K (C yKa3aHMeM Mx aapecos n

NPOU3BOANMbIX MEAULMHCKUX U3AENUIA, NPUMEPHON YNCIIEHHOCTU
COTPYAHUKOB, Y4aCTBYIOLLMX B NPOLIeccax B paMKax OLEeHMBaeMoW
CUCTEMbI MEHE)KMEHTA Ka4YeCcTBa, a TaKkke KOHTAKTHON MHdopmaLumm)




3.4 | MNepeyeHb NPOU3BOANMBIX MEAULMHCKUX U3OENUIA, NPpeaHa3HauYeHHbIX s
obpallieHns B pamkax EBpasninckoro SkoHOMMYECKOro corosa

3.5 | MNepeyeHb rpynn (Moarpynn) MeQNLMHCKUX N3GENNA, B OTHOLLEHNN
KOTOPbIX MPOBOANTCA WMHCMNEKTMPOBAaHME NPOM3BOACTBA, COrNacHoO 3asBke
Npoun3BoAMTENS MEAULMHCKOrO N3fenns (C ykazaHvem nHgopmaumm o
BKIIOYEHUN (HEBKITHOYEHMM) NPOLIECCOB MPOEKTMPOBAHNA 1 pa3paboTku B
0bnacTb MHCNEKTUPOBAaHWSA NPOM3BOACTBA)

3.6 [MepeyeHb KpUTMYECKNX NOCTaBLLNKOB
(c yka3aHneM nx agpecoB, MOCTaBNAEMbIX U3AENMUIA U OKa3bliBaeMbIX
YCNyr, a Takke KOHTaKTHOW MHdopmaLuum)

4 MHdopmaumsa 06 nHcnekTrpoBaHMn Npon3BoACTBa:

4.1 [aTbl npoBegeHNa NHCNEKTMPOBaHNA NPOM3BOACTBA, B TOM YMcChe AaThl
Bbl€3HbIX MHCMEKLMI NPOU3BOACTBA KaXXA0ro NPOBEPEHHOIO obbekTa

4.2 | CocTtaB MHCMEKUMOHHOW rpynmbl (C yKadaHuem yHKLUA YreHOB rpynnbl, a
Takke cBegeHun 06 y4acTBOBaBLUMX NepeBOAYMKax U 06 MHCneKkTopax
(3kcneprax), ecnu TakoBble NPUCYTCTBOBANN)

4.3 MnaH npoBeaeHNs MHCNEKTUPOBAHWSA NMPOM3BOACTBA

5 Pe3ynbTaTbl MHCNEKTMPOBaHWSA NPON3BOACTBA (MO KaXKAOMY MPOBEPEHHOMY OObEKTY):
51 O6Lee onucaHne NpPoBepAEMOn AeATENBHOCTU U (UNN) TEXHOMNOMMYECKNX
npoLieccos
52 Pamunnumn, nMeHa, ot4ecTBa (NPY HaNMMYMKM) 1 JOMKHOCTM OMPOLUEHHBLIX
nmy,

5.3 | HaumeHoBaHua MeanLMHCKUX U3OENWIA, BbIBpaHHbIX AN NPOBEPKU B
Ka4ecTBe npeacTaBuTeNbHbIX 06pasLoB, a Takke 060CHOBaHWE AAHHOIO
BblGOpa

5.4 | Tunbl M KONNYECTBO NPOBEPEHHbIX JOKYMEHTOB U 3anucem

55 MepeyeHb BbISBMEHHbIX HECOOTBETCTBUI CUCTEMbI MEHEIKMEHTa
KayecTBa MeaULMHCKUX naaenuii TpeGoBaHUAM K BHeOPEHMUIO,
noaaepXaHuio 1 oLeHKe CUCTEMbI MeHeI)KMeHTa KauecTBa MeANLIMHCKUX
U3genuin B 3aBUCYMOCTY OT NOTEHLMANBHOMO PUCKA MX NMPUMEHEHUS

5.6 MHdopmauma o HECOOTBETCTBUSAX, YCTPAHEHHbIX B NpoLiecce
WHCNEKTUPOBaHMSA NPOM3BOACTBA, a Takke O Cpokax NPOBeAeHus
KOPPEKTUPYHOLLMX AEACTBUI B OTHOLLEHUWN HEYCTPaHEHHbIX
HEeCOOTBETCTBUI U hopMax NOATBEPXKAEHNSA NMPOBEAEHUS TaKUX AENCTBUNA
(NnpepcTaBneHvne NoaTBEpPXKAAOLWEN JOKYMEHTALMN MU MPOBEpPKA Ha
MecTax)

6 BbiBOAbI:

6.1 3aknioveHne o0 CooTBETCTBUN (HECOOTBETCTBUN) CUCTEMbI MEHEKMEHTA
Ka4yecTBa MeAULMHCKUX n3aenuin TpeboBaHusM K ee

BHELPEHUIO (c ykazaHneM UHdoOpMaLunum o BKMOYEHUN
(HeBknto4YeHUN) B 06NacTb MHCMEKTMPOBaHUSI NPOU3BOACTBA NPOLECCOB
NPOEKTUPOBaHUSA 1 pa3paboTku ANst NPOBEPEHHbLIX rpynn (Noarpynn)
MEOVNLNHCKUX N3Oennin)

7 Pamunumn, MMeHa, oT4ecTBa (Npy HaNM4MM) 1 JOMKHOCTW UHCNEKTOPOB

8 Mognwcu, nevaTb (Npy HaNM4MK)

MPUNTOXEHWE Ne 5

K TpeboBaHVsAM Kk BHEAPEHWIO, MOAAEPKAHUIO U OLEHKE
CUCTEMbI MEHE)KMEHTA KayecTBa MeOULNHCKMX N3aenuii
B 3aBMCUMMOCTM OT NOTEHLMANIbHOTO pUcka UX NPUMEHEHUs!

TPEBOBAHUA
K coaepXaHuI0 TeXHU4ecKoro ¢haina Ha MeauLMHCKoe usgenue Ansa AUarHoCcTUKM in vitro

l. O6wme TpebGoBaHUA K coaepKaHUIO TeXHUYeCcKoro damna Ha MegMLMHCKOe usaenve Ansi AMarHoCTUKM in

vitro

1. TexHuuyeckun pain [OOMMKEH codepxaTb Creayrollyo UHGOOPMauulo O MEeOUUUHCKOM u3genuu Ans
AMNarHoCTUKM in vitro:

a) HaMMeHOBaHue n3genus;

6) BuO wm3gennss B COOTBETCTBMM C HOMEHKMATYpOM MEAMLMHCKUX W3OENUA, MNPUMEHSIEMON B pamKax
EBpasninckoro 3KOHOMN4YECKOro co3a;

B) Knacc noTeHLManbLHOro pncka NpUMeHeHns N NpuMeHnMble KnaccudukauuoHHbIe npaBuna B COOTBETCTBUM C
[MpaBunamn knaccudumkaumm MeaUUUHCKUX M3OennA B 3aBMCUMOCTM OT MOTEHUMANbHOrO pucka MNpUMEHEHUs,
yTBepxaeHHbIMu Pewennem Konnerun EBpasniickont 3koHOMUYeCKomn kommnceum ot 22 aekabps 2015 r. Ne 173;




r) HasHa4eHne n3genus, B ToM yucne (ecnv NpUMEHUMO):

OonMcCaHWe LEeneBoOro aHanuTa, BKMHYas YyKasaHWe Ha KavyeCTBEHHbIW, MONYKONWYECTBEHHbIN  UNnn
KONMMYeCTBEHHbIV BUA onpeaerneHuns;

YHKUMOHaNbHOE Ha3HavyeHue;

cneundumyeckass naTonorus, COCTOsHME wunu  akTop pucka, Ans OOHapyXeHWs, OnpeaerneHus Wnm
anddepeHLMpPoBaHNS KOTOPOro NpeaHa3HavYeHo u3genve;

TMN aHanuaupyemoro obpasua;

noTeHuuanbHble Nonb3oBaTeny;

[) onncaHve NpuHuMna aHanuTU4ecKoro MeToaa unv npuHuMna AencTeus npubopa;

€) OnMcaHWe COCTaBHbIX YacTel, B TOM 4YWCME MepeyeHb BO3MOXHbIX BapWaHTOB WCMOSNHEHUS
paccmaTpuBaeMoro n3genus;

X) onucaHue MpWHaAnexHoCTen, APYrMx m3genuin (B TOM YWCRe MeAMUMHCKMX), KOoTopble npegnonaraercs
UCMNonb30BaTb B COMETAHUN C U3AETTUEM;

3) onucaHve MaTepuanoB Ans B3ATUS WM TPaAHCMNOPTUPOBKM 06pasLoB MnM onucaHue (XapakTepuCTUKW)
MaTepuanoB, pekoMeHOyeMbIX AN 3TOWN Lenw;

1) ANsa aHanuMTuyeckoro obopyaoBaHMs - TEXHUYECKNE XapaKTEPUCTUKM.

2. B cny4ae wncnonb3oBaHuA MHMOPMaLMM O NOAOGHBIX UNW Npeabiaywnx MoanUKaLMAaX MeAULMHCKOro
n3aenusa anst AMarHocTyKM in vitro B Lensax gokasaTenbcTBa cooTBeTcTBUs ero O6umm tpeboBaHusam 6esonacHocTu
1 3phEKTUBHOCTN MEOULIMHCKMX N3oenui, TpeboBaHMAM K UX MapKUMPOBKE M 3KCMIyaTaLMOHHOW OOKYMEHTauum Ha
HUX, yTBepXaeHHbIM PeweHnem CoBeta EBpasuiickonn akoHoMudeckor komuccum ot 12 dpeBpanga 2016 r. Ne 27
(nanee - Obwwme TpeboBaHus GeszonacHOCTU U APPEKTUBHOCTM), TEXHUYECKUI hann JOMKeH codepxaTb KpaTkoe
onuncaHwue:

a) npeabiayLwmx moamdrKaumin paccMaTpMBaemoro nsgenus (Npy Hanmuuu);

0) nogobHbIX MoAMUKALUUA MELULUMHCKUX M3OEenNuin, Haxogswmxca B obpalleHun B pamkax EBpaswuiickoro
SKOHOMUWYECKOro COH3a N Ha MEeXAYHAPOAHbIX PbIHKaX.

Il. ConpoBoguTenbHasa uHcgpopmauma

3. TexHuueckuin cbann JOmKeH coaepxaTb:

a) AaHHble O MapKMPOBKE MEOULMHCKOro U3genus Ans AMarHoCTUKK in vitro n ero ynakoBku;

0) MHCTPYKUUIO NO NPUMEHEHUIO (SKCNITyaTaLMOHHYH OOKYMEHTaLMI0) MEANLMHCKOrO U30enusa ans AnarHoCTUKU
in vitro (npy Hanuuuu).

lll. CBepgeHuns o coorBeTcTBMU O6GLWMM TpeGoBaHMAM 6e3onacHoOCTU U 3P heKTUBHOCTHU
4. TexHn4eckuin cann OoMmKeH BKtoYaTh B cebsl KOHTPOIbHbLIM NepeyeHb cooTBeTcTBUS O6LWMM TpeboBaHUsaM

O6e3onacHocTM U 3PdEKTUBHOCTU cornacHo npunoxeHnto Ne 2 k O6wmm TpeboBaHusim GesonacHocTn U
adhpeKkTMBHOCTL.

IV. PeaynbTaThl aHanu3a u ynpaBrneHUsi pUCKOM

5. TexHuyeckni damn AOIMKEH coAepXaTb KpaTKUM nepeyvyeHb PUCKOB, MAEHTMULMPOBAHHBLIX B npouecce
aHanu3a puckoB, 1 onucaHne cnocoboB yNpaBneHUst STUMU PUCKAMW B LIENSX CHMKEHMWS UX 0 LOMYCTUMOrO YPOBHS.

V. NMpoekTupoBaHue n paspaboTka MeAULIMHCKOro u3aenus Ans AMarHoCTUKM in vitro

6. TexHuyeckun dpain [OMKeH coaepxaTb WHGOpMaumMio 06 OCHOBHbIX CTagusiX NPOEKTUPOBaHUS
paccmaTtpuBaeMoro MeLMUMHCKOrO W3fenust Ans OuarHocTuku in vitro. [daHHas wHdopmaums MoxXeT ObiTb
npencTaeneHa B Buae 6rnok-cxembl NpoLEeCCcoB.

VI. MpounsBoacTBEHHbIE NPOLECCHI

7. TexHudeckun cdavin OOIMKeH coaepxatb UHMOPMaLMI0 O MPOU3BOACTBEHHLIX MpoLueccax, B TOM 4ucre o
nponsBoacTBe, COOpKe, 3aKMOYUTENbHBIX WCMBITAHUAX MEAMUMHCKOTO W3genust Ans AWMarHoCTUKM in vitro u
OKOHYaTerNbHOW YNakoBKEe roTOBOrO0 MEAULMHCKOrO U3Aenus AN AUarHocTuku in vitro. [laHHas nHdopmaums Moxet
6bITb NpeAcTaBneHa B Buge 610K-cxeMbl NPOLECCOB.

VII. MpoussoacTBeHHbIE NowaanKku

8. TexHuyeckuin cban [OOMmMKeH codepXaTb CBEeOEHUS O MPOM3BOACTBEHHbIX MroLWagKkax, Ha KOTOpbIX
OCYLLECTBNAETCS MPOU3BOACTBO paccMaTpMBAEMOro MeaMUMHCKOro M3genust Ans guarHocTuky in vitro. Ecnv B
OTHOLLEHUM [aHHbIX NMOLWAA0K MMelTCa cepTUdUuKaTbl CUCTEMbl MEHeMXMEHTa KadecTBa UMM pPaBHOLIEHHblE
[OKYMEHTbI, TO UX KOMUW NpUnaratoTcs kK TeXHu4eckomy chainy.



VIil. JeatenbHOCTb No BepudmMKauum u Banmaauum

9. TexHudeckuin chann JoOMmKeH cogepXaTb crieayolmne CBeAeHNs 1 JOKYMEHTbI MO Bepudukaumm 1 Banvaaumm,
KOTOpble MCNOMb30Banucb Ans [oKas3aTenbCTBa COOTBETCTBUS MEOULMHCKOrO M3genus Ang AMarHoCTWKW in vitro
O6uwmnm TpebosaHnam 6e3onacHOCT N APPEKTUBHOCTU:

a) nepeyveHb NPUMeEHsIeMbIX Npou3BoauTeENeM MeaULMHCKOro U3fenus ctTaHaapToB;

6) pesynbTaTbl UCMLITAHWUIA B UCTbITAaTENbHBLIX NabopaTopusax (LeHTpax);

B) pe3ynbTaTthbl NabopaTopHbIX U (MNK) 3aBOACKUX UCMbITAHUIA;

r) geknapauum o COOTBETCTBUM CTaHAapTaM U3 NMepeyvHs CTaHAapToB, B pe3ynbTate NPUMEHEHUS KOTOPbIX Ha
[OOpOBONBHOM OCHOBE MOMHOCTBI0 MMM YacTu4HO obecneynBaeTcA COGMNOAEHNE COOTBETCTBUS MEAMLMHCKOro
n3aenusa Ans guarHocTuky in vitro O6wmnm TpeboBaHnsam 6e3onacHoCTy U ApEKTUBHOCTY;

O) OeknapauuyM O COOTBETCTBMM CTaHAapTaMm, KOTOpble He BKIHOYEHbl B YKa3aHHbI B MOAMYHKTE «r»
HacTosILLEero NyHKTa nepeydeHb (C 060CHOBaHNEM UX NPUMEHEHUS);

e) ob630p onybnukoBaHHbIX nUTEpPaTypHbIX WCTOYHWMKOB B YacTW, Kacalllencs paccMmaTpvBaemoro
MEONLMNHCKOrO N3aenus Ans gUarHoCTUKK in vitro nnn nogobHbIX MEOULMHCKUX U3LeNnnii;

X) KNUHMYecKoe aokasaTenbcTBo ahekTUBHOCTU 1 6€30MacHOCTU MeQULIMHCKOrO U3Aenus Ans AnarHoCcTUkM in
vitro.

10. TexHuyeckui cbavin [OOIDKEH copepXaTb cregylolime cBefeHus o0 aHanuTuyeckon 3ddeKTMBHOCTU
MeOMLMHCKOro M3genusa Ans AMarHoCTuKy in vitro (ecnvu npymeHuMo):

a) aHanMTn4Yeckasa YyBCTBUTENbHOCTL (MOPOr OOHapYXeHWs);

0) aHanuTnyeckasi cneunuUYHOCTb;

B) MPaBUNbHOCTbL OonpeaeneHni;

r) cnyvanHas owmnbka;

A) BaHHbIe O MEeTPOSIorMYEeCcKon NPOCNEXNBAEMOCTU 3Ha4YEeHNI KanmbpaTopoB U KOHTPOMbHLIX MaTepuarnos;

€) faHHble 06 aHanMTMYEeCKoM AuanasoHe (guanasoHe NMHEWHOCTY -4 NIMHENHBIX aHaNUTUYECKNX CUCTEM), a
TaKke onMcaHne MeToaoB ONpeaeneHnsl XapakTepUCTUK;

X) OaHHble 00 onpegeneHnn «Todku oTcedkm» (cut-off), Bknovasi onvcaHve petaner meTofa onpeaeneHus
XapaKTepuUCTUK;

3) nonynsuMoHHble (gemorpadunyeckmne) acnekTbl NPUMEHEeHNS MELMLUHCKOro u3genusa Ans OMarHOCTMKK in
vitro.

11. TexHunyeckni canmn [OMMKEH codepXaTb CBeAEeHVMs O HayyHoM OOOCHOBAHHOCTM aHanuta (ecrnu
NPUMEHNMO).

12. TexHnyecknin cbann JOmMKEH coaepXaTb CBEAEHUS O KIMHMYECKON 3(PEKTUBHOCTM MELMLIMHCKOrO N3genuns
ANst OMarHocTuKM in vitro, B TOM 4ucrie (ecnu MpUMEHUMO) [aHHble O ONArHOCTUYECKOW YyBCTBUTENMBHOCTU U
ANarHocTU4eckom cneLmguyYHOCTH.

13. TexHuyeckuii doann JomKeH coaepkaTb AaHHble 0 CTabUNbHOCTM MEAULIMHCKOrO U3nenus ans onarHocTUKm
in vitro.

14. B cnyyae ecnu mMeguuuHCKOe u3genve Ans AMAarHOCTMKWU in Vitro BbiMyckaeTcs B CTEPUIbHOM BUAE,
NpMBOOUTCA ONUCaHMe MeToda CTEpPUNU3aumm, BKITOYas OTYeT O Banuaaumm B OTHOLLEHMM NpoLiecca CTepunusaumm.

15. TexHudeckui cann [OIKeH BKMYaTb B cebs KpaTkoe MW3NOoXeHWe pes3ynbTaTtoB AeATEeNbHOCTM Mo
BepudUKaLumn n Banuaaumm nporpaMMHOro obecneveHnsi, BeINOSIHEHHOW B OpraHM3aunm-npoM3BoanTene.

MNMPUNOXEHWE Ne 6

Kk TpeboBaHUsAM K BHEAPEHWIO, NOAAEPXKAHUIO U OLIEHKE
CUCTEMbl MEHeI)KMEHTa KayecTBa MeULIMHCKUX N3aenuit
B 32BUCMMOCTM OT NMOTEHLMANBHOMO PUCKa MX MPUMEHEHUs

(dpopma)

OTHET
O pe3ynbTaTax nepunoanyveckoro (HHaHOBOFO) WHCMNEeKTUupoBaHUA npousBoancTea

[EEN

Howmep oTyeTa

2 OpraHusauus, NpoBoAMBLIAA UHCNEKTMPOBaHME NPOMn3BOACTBA (MOMHOE U
COKpaLLieHHOe (Npy HanuyMn) HaMeHOBaHWS IOPUANYECKOro Nuua (B TOM
yncne MpMeHHOe HaMMeHOBaHWe), OpraHn3aLMoHHO-NpaBoBasi hopma u
agpec (MecTo HaxoXaeHust))

3 WHbopmauusa o npomssogutene MEAULMHCKOrO U3genns:

3.1 MonHoe m cokpalleHHoe (MPY HanuuumM) HAaMMEHOBaHNS KPUANYECKOTO
nvua (B ToM Yncne rpMeHHOe HaMMeHOBaHWe), OpraHN3aLnoHHO-
npasoBas dopma 1 agpec (MeCcTo HaxoXaeHus), KOHTaKTHas Hdopmaums

3.2 OpraHusauunoHHas CTpyKTypa 1 B3anmoaencTaue ¢ topuanyeckumm
nuuamMn B paMkax CMCTeMbl MEHEXKMEHTa KayecTBa MeAULIMHCKUX
n3genun

3.3 MepeyeHb NPOM3BOACTBEHHbBIX MMOLWAA0K (C yKasaHUeM UX aapecos,
NPOU3BOANMBIX MEAULIMHCKUX U3AEMNUIA, MPUMEPHOMN YNCIIEHHOCTM
COTPYAHMKOB, Y4aCTBYHOLLMX B NpoLIECcax B paMKax OLieHMBaeMon




CUCTEMbI MEHE)KMEHTA Ka4YeCTBa, a Takke KOHTaKTHON VIH(*)OpMaLI,VIM)

3.4

MepeyeHb NPOU3BOAUMbBIX MEANLIMHCKUX U3AENUIA, HaXoOSALIMXCS B
obpallleHnn B paMkax EBpasniickoro SKoHOMUYECKOro cooaa

3.5

MepeyeHsb rpynn (Noarpynn) MEANLIMHCKUX U3AENNIA COrNacHoO paHee
BblJAHHOMY 3aKITHOYEHMIO O COOTBETCTBMM (C YKasaHWeM nHgopmaumm o
BKIIOYEHUN (HEBKITHOYEHMU) NPOLIECCOB MPOEKTMPOBAHNA 1 pa3paboTku B
061aCTb MHCMEKTNPOBAHNA NPOM3BOACTBA)

3.6

MepeyeHb KPUTUHECKNX MOCTABLLMKOB
(c ykasaHnem nx agpecos, NOCTaBMASEMbIX N3AENUI NN OKa3biBaeMbIX
yCnyr, a Takke KOHTakTHou MHdopmauum)

MHdpopmaumsa 06 nHcnekTnpoBaHMn Npou3BoacTBa:

[aTbl NpoBegeHNA MHCNEKTUPOBaHNA NPOM3BOACTBA, B TOM YnCre AaThl
Bbl€3HbIX MHCMEKLMIA NPOU3BOACTBA KAXKAOr0 NPOBEPEHHOIO ob6bekTa

4.2

CocTaB UHCMNEKLMOHHOM rpynnbl (C ykazaHuem (OYHKLUA YNeHoB rpynnebl, a
Takke cBegeHun 06 y4acTBoBaBLUMX NepeBoAYMKax U 06 MHCneKkTopax
(3kcneprax), ecnu TakoBble NPUCYTCTBOBANN)

4.3

[MnaH npoBefeHNs MHCNEKTUPOBAHUSA NPOM3BOACTBA

Pe3yJ'IbTaTbI MHCNEKTUPOBaHNA NPoOn3BOACTBaA (I'IO Ka>XgoMy nNpoBepeHHOMY O6'beKTy):

51

O6Lee onucaHne NpoBepAeMon 4eATENbHOCTH n (unu)
TEXHOMOIMYECKMX NPOLECCOB

5.2

damunum, uMeHa, otyecTBa (MpW HaMMYKMK) 1 JOSHKHOCTM ONMPOLLEHHbIX
nuy,

53

HavmeHoBaHUA MeanLUMHCKUX N34enui, BbiOpaHHbIX ANA NPOBEPKN B
KayecTBe npeacTaBuTenbHbIX 06pasLoB, a Takke 000CHOBaHUE AAaHHOMO
BblGOpa

5.4

Tunbl 1 KOANYECTBO NPOBEPEHHbBIX JOKYMEHTOB W 3anncen

5.5

MepeyeHb BbISABMEHHbIX HECOOTBETCTBUI CUCTEMbI MEHEeIKMEHTa
KayecTBa MeaULMHCKUX naaenuin TpeboBaHUAM K BHeOPEHMIO,
NOAAEPKaHMIO U OLEHKE CUCTEMbI MEHEeI)KMEHTa KauecTBa MEANLIMHCKNX
U3Oenuin B 3aBUCYMOCTY OT NOTEHLMANBHOMO PUCKA MX NMPUMEHEHUS

5.6

MHdopmaumsa 0 HeCOOTBETCTBUSAX, YCTPAHEHHbIX B NpoLecce
WHCMNEKTUPOBaHUS MPOM3BOACTBA, a Takke O CPOKax NpoBeAeHus
KOPPEKTUPYIOLLMX AENCTBUN B OTHOLLEHUW HEYCTPaHEeHHbIX
HecoOTBEeTCTBUI U hopMax NOATBEPKAEHNS NPOBEAEHNS TakuX AeNCTBUN
(npeacTaBneHne NoaTBEPXAAIOLLEN AOKYMEHTaLUM Uy NpoBepka Ha
MecTax)

5.7

MHdopmaumsa o paHee BbIBNEHHbIX HECOOTBETCTBUAX U pedynbTaTax
NpoBeAEeHNSA KOPPEKTUPYIOLLMX U (UMW) NpeaynpexaarLwmnx 4eNcTBUn

BbiBOAObI:

3aknoyeHne o cooTBETCTBUM (HECOOTBETCTBUN) CUCTEMbI MEHEKMEHTA
KayecTBa MeOULIMHCKMX n3genuii TpeboBaHnsm K ee nogaepXaHuio B
aKTyarbHOM COCTOSAHUN

damunumn, UMeHa, oT4ecTBa (I'Ipl/l HaJ'II/I‘-IMM) N OOJNKHOCTU MHCMEKTOPOB

Mopnvcu, nevaTb (Npy HaNM4MK)

MPUNOXEHWME Ne 7

K TpeboBaHVsAM Kk BHEAPEHWIO, MOAAEPKAHMIO U OLEHKE
CUCTEMbl MEHEO)KMEHTAa KayecTBa MeOULNHCKUX U3aenuit
B 3aBMCUMOCTM OT NOTEHLMANBHOIO pUcka UX NPUMEHEHMUS

OTHET

O pe3ynbTaTax BHENJIAaHOBOro MHCNEKTMpoBaHUA nNpou3BoacTBa

(dpopma)

Homep oTyeTa

OpraHu3auusi, NpoBoOAMBLLASA MHCTIEKTUPOBaHWE NPOU3BOACTBA (MOSHOe U
COKpaLLEeHHOe (Npy HanM4uM) HaMMEHOBaHUS KOPUANYECKOro Nnua (B ToM

yucne UpMeHHOE HaMMEHOBaHMWE), OpraHM3aLMOHHO-NpaBoBas hopma u
agpec (MecTo HaxoxgeHus))

MHdopmaums o npoussBoanTene MeauLMHCKOro U3aenus:

MonHoe u cokpallleHHoe (Npy HanM4Mn) HaMMeHOBaHNS FOPUANYECKOTO
nvua (B Tom Yncne mpMeHHoe HaMMeHOBaHUE), OpraHn3aunoHHO-
npaBoBas hopma u agpec (MECTO HaXOXAEHUSI), KOHTAKTHas
MHdopmaums

3.2

OpraHnsaumoHHas CTPYKTypa 1 B3aumModencTBMe C pUaNYecknMmm




nMuamMmn B pamkax CUCTEMbl MEHEXKMEHTA KayecTBa MeANLIMHCKUX
n3genumn

3.3

[MepeyeHb NPoON3BOACTBEHHbIX NMOLAAO0K (C YyKasaHNeMm 1x agpecos,
NPOu3BOANMbIX MEANLMHCKUX N3AENNIA, NPUMEPHON YUCIIEHHOCTU
COTPYAHMKOB, YHaCTBYIOLLUMX B MpoLieccax B paMKax oLeHNBaeMoin
CUCTEMbl MEHE)KMEHTA KQYeCTBa, a TakKe KOHTaKTHON MHdopMaumm)

3.4

MepeyeHb NPoON3BOANMbBIX MEANLIMHCKUX U3AENUIA, HaXOAALNXCA B
obpalleHun B pamkax EBpasninckoro 3koHOMUYECKOro coto3a

3.5

[MepeyeHb rpynn (NOArpynn) MEAMLMHCKNX U3AENUIA COrMacHoO paHee
BblJAHHOMY 3aKTHOYEHMI0 O COOTBETCTBUM (C YKazaHnem nHdopmaumm o
BKIIOYEHMWN (HEBKITIOYEHMMN) NPOLECCOB MPOEKTUPOBaHWSA U paspaboTku B
06nacTb MHCNEKTMPOBAHUSA NPOU3BOACTBA)

3.6

MepeyeHb KPUTUYECKUX MOCTABLLMKOB
(Cc ykasaHWeM 1x afpecoB, NOCTaBMNSEMbIX M3AENUIA UK OKa3biBAaEMbIX
YCIYT, @ TakKe KOHTaKTHOW MHopMaLImn)

MHdopmaumsa 06 MHCNEKTMPOBaHWMM NPON3BOACTBA:

Oathbl npoeseaeHnA MHCNEKTUpoBaHMA Npon3BoACTBa, B TOM YUCne Aatbl
Bbl€3AHbIX MHCAEKLMN Nnpon3BOACTBaA KaXX4oro npoBepeHHoOro obbekTa

4.2

CocTaB MHCMEKLMOHHON rpynnbl (C ykazaHWeM YHKLMUIA YreHoB rpynnbl, a
Takke cBegeHuni o6 yyacTBoBaBLLUMX NepeBogynKkax n 06 nHcnekTopax
(akcnepTax), ecnv TakoBble MPUCYTCTBOBANN)

4.3

LleJ'Ib 1 3adayn UHCNEeKTpoBaHNA Npon3BoacTBa

4.4

Co,qepmaHme 1 06bem MHCNEKTUPOBaAHNA Npon3Bo4CcTBa

Pe3yﬂbTaTbl WHCNEKTNPOBAHUA NPONU3BOACTBA OJ1A KaXA0ro npoBepeHHoro obbekTa:
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O6Luee onucaHne NpoBepseMOn AEATENbHOCTU U (MNN) TEXHONOrMYECKMX
MpoL,eccoB

5.2

damunun, meHa, otyecTBa (MPW HaMMYKMM) U SOSHKHOCTM ONPOLLEHHbIX
nmy,
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HanmeHoBaHUSA MeaNLMHCKNX U3OeNnui, BbiIDpaHHbIX ANs NPOBEPKM B
KayecTBe NpeacTaBUTENbHbIX 06pasLOB, a Takke 060CHOBaHWE AaHHOMO
BblOOpa C y4ETOM LieNIN MHCMEKTMPOBaHUSA NPON3BOACTBA

5.4

Tunbl N KONNYECTBO NPOBEPEHHbIX JOKYMEHTOB U 3anncen

5.5

MepeyeHb BbISBNEHHbIX HAPYLUEHWUIA U HECOOTBETCTBUI CUCTEMBI
MeHePKMEeHTa KayecTBa MeAMUUHCKMX n3genun TpeboBaHuaM K
BHELPEHMI0, NOOOEPXKAHMIO U OLIEHKE CUCTEMbI MEHEIXKMEHTA KayecTBa
MELMLMHCKMX M30EeNuil B 3aBMCMMOCTM OT MOTEHLMANBHOIO p1cka nx
NpUMEHEHUA

5.6

MHdopmaumsa o HapyLLueHnsX, yCTpaHeHHbIX B npoLecce
WHCMEKTUPOBaHNSi MPOU3BOACTBA, a TAaKKe O CPOKax NPOBeAEHUsI
KOPPEKTUPYIOLLUX AENCTBUIA B OTHOLLEHUN HEYCTPaAHEHHBIX HAPYLUEHWI 1
dopmax NOATBEPXKAEHUSA NPOBEAEHUSI TAKUX AENCTBUM C Y4ETOM Lienn
WHCMNEKTUPOBAHWS NPOV3BOACTBA

BriBOAb!:

3akno4eHne o CoOoTBETCTBUM (HECOOTBETCTBI/IVI) CUCTEMbI MEHEKMEHTa
KayecTBa MeAULNHCKNX N3aenumn Tp96OBaHVI$|M K ee BHeJpEeHUo N
nogaep>KaHuio B akTyaribHOM COCTOAHUN C y4eTOM Lenn
WHCNEKTUPOBAHUA NPONU3BOACTBaA

~

damunuu, nmeHa, oT4ecTsa (MpU HANMYUKN) N OJMKHOCTU MHCNIEKTOPOB

Mopnwcu, nevatb (Npy HaNM4KK)




