CBOJHAS HH®OPMAILIUA

0 peI0KEHHSAX, OCTYMHBIIHX B X0/I¢ IIPOBe/IeHH s Iy 0JIMIHOro 00CcyKIeHHs MPoeKTa pemennus EBpazuiickoii 3K0HOMHYecK0il KOMHCCHH

B paMKaXx OLeHKH PeryJHpylomero Bo3aeiicTBus

Haumenosanwue npoekra permenns: pemenne Coera Espasuiickoit skoHOMHYecKoit KoMuccHH «O BHECEHHH H3MEHEHHUH B Tpebosanust k BHEIPEHMUIO,
TIOIICPIKAHHIO H OLCHKE CHCTEMBI MEHEDKMEHTA Ka4eCTBa MEIUIIHHCKIX H3/IENIUi B 3aBUCHMOCTH OT IIOTEHIMATBHOTO PHCKA HX IPHMEHEHHS
(nanee cOOTBETCTBEHHO — MPOEKT pemenus, Tpebosanus)

Howmep Bompoca u ero opMyuposka
COIJIaCHO ONIPOCHOMY JIHCTY

CopepxaHue oTBeTa

Hadopmarus o
JIHIIE, 3aMOTHUBIIEM
OIIPOCHBII JIUCT,

a TaKxe crocobe

KommeHTapwmii
NIeTIapTaMeHTa,
OTBETCTBEHHOTO 32

HanpaBlIeHHS pa3paboTKy mpoeKTa
3aMOJIHEHHOTO pemenns EDK
OIIPOCHOTO JIACTa
1 2 3 4

1. Hanuume kakoii mpobremel oOycrmoBuino | HeoGxonumo BHECTH H3MeHEHHs B 1pe0OBaHHS K O6mectBo € [TpurATO K CBECHHUIO.

IpUHATHE TpoekTta pemeans EDK? Hackonbko | BHepeHHIO, TMOMIEPKAHHMIO H OLEHKE CHCTEMBI OTrpaHMYEHHOH

TOYHO OIpefeneHa mpobiema, I pelleHHs | MeHe/UKMEHTA KadeCcTBa MEJMIIMHCKUX H3JEHH B | OTBETCTBEHHOCTBIO

KOTOpO#t HEo0X0auMO BBEJICHHUE | 3aBHCHMOCTH  OT [OTEHIHATBHOTO pPHCKA HX «Bonotsy,

perynupoBanuss Ha yposHe EBpasmiickoro | mpuMeHeHus, yTBepxaeHHble PemenumeM Coera IPEUIOKEHHS

SKOHOMHYECKOI0 COr03a? EBpasmiickoli 3KOHOMHYECKOM KOMHCCHH oOT 11 HalpapJeHbl Ha

HOA0pst 2017 1. Nel06, a WMEHHO: ONpENEIHTEH

OCODEHHOCTH  OIEHKH  YCIIOBHM  IIPOH3BOJCTBA
IIPOM3BOJICTBEHHOH TIJIOMIAKH, OCYIIECTBIAIOIIEH
CTEpHIH3AIHI0  MEJUIMHCKOTO  H3JIeNHd 110
KOHTPAaKTy (ayTCOPCHHTY) C IPOHU3BOIHTEIEM
MEIHUUHCKOro u3genud. Cumrtaem, 4ro mpobiema,
JUIS  pelleHHs KOTOpod  HeoOXOJHMO BHECTH
H3MEHEHHUS Ha YPOBHE EBpasuiickoro
O9KOHOMHYECKOI'0  COH03a, OIpeJelieHa TOYHBIM
obpazom.

2. Hackompko mens pa3paboTKH IPOEKTa
pemenus EDK  (uens  perymupoBanus)
COOTBETCTBYET  CIIOXKHBIIEHCSI NpobiieMHOMR

Cuuraem, 9T0 LEIBI0 pa3paboOTKH NPOEKTA SBIISETCH,
B TMEpBYI0 OYepenb, HMCKIKYEHHE H30BITOYHOM
aJIMHHHCTPAaTHBHOH HArpy3kd Ha TIPOH3BOIUTEIIEH

ajipec 3JIeKTPOHHON
TIOYTEHI
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IIpunsTo k cBeneHHIO.




cutyarui? OO0CHYHTE CBOIO MO3HUIIHIO.

MEJIHIHHCKUX u3denud. Yro B CBOIO ouyepenms
JOIDKHO 00€CHeYuTh JOCTYIHOCTH MEIHIMHCKHX
H3IeHA HA pBIHKAX [OCYJAPCTB-YIEHOB MYTEM
ONTHMH3ALMH BPEMEHHBIX M TPYIOOBBIX 3aTpar

IIPOU3BOIUTENEH MEIHIHHCKIX W3JIeTHi,
TpeOyeMbIX IS cOONIOIEHHS  YCTAHOBJIEHHBIX
TpeOOBaHHIH.

3. Hackombko TOYHO  [emapTaMeHTOM-
pa3paboOTYMKOM OIpeNe/eHa Tpynna JMil, Ha
3allUTY HHTEPECOB  KOTOPBIX  HallpaBleH
npoekT pemenuss EDK, a Taioke ampecats
PErylIMpOBaHMs, HHTEPECHl KOTOPBIX OymyT
3aTPOHYTHI TIPEIUTAaraéMEIM PeryITHPOBAHUEM, B
TOM H9HCIE CYOBEKTH IpeANpPUHUMATENBCKOM
IeATeIbHOCTH?

IIpn HeoOXOAMMOCTH YKaKHTE HEIOCTAIOIIHX
NHI, Ha 3allUTy HHTEPECOB  KOTOPEIX
HanpaBJieH TIPOEKT pEHIEHHs, ¥ aapecaToB

ITo wmueHmio cmnemmamuctoB OO0  «Bonotsy,
JenapTaMeHTOM-pa3spaboTIHKOM TOYHO OIpezeicHa
Tpymma JHI, Ha 3alUTy HHTEPECOB KOTOPBIX
HampagneH npoekt pemenus EDK, a taxke agpecars
PeryJIMpOBaHUS,  HHTEPEChl  KOTOPBIX  OyayT
3aTPOHYTHI IIpe/yiaraeMbIM PEryIHPOBAaHHEM, B TOM
qHCITe CYOBEKTBI IIPEANPHHAMATETBCKON
JESATEIBHOCTH.

PEryIHpOBaHHIL
4. YxaxuTe COIAEPKaHHE YCTaHABIMBaeMBIX | Bo-TepBBIX, Mpeamonaraercs ONpENENHTE 00BEM
OrpaHUYeHUHA (oOs3aTENBHEIX NPaBHJI | MHCIIEKTHPOBAHUA IIPOM3BOJCTBEHHON IUIOIIA/IKH,

IOBENECHHS) [UIA apecaToB perylMpOBaHHA
TaK, Kak Bel ero nonumaere. Kakwme Oymyt
MOCTIEICTBHS.  OT BBEJCHHS TIPEAIaraeMoro
perynupoBaHusi Ha ypoBHe EBpasuiickoro
3KOHOMMYECKOTO CoOio3a (B TOM YHCIE IO
CPaBHEHHIO C PETyIUPOBAaHUEM, AEHCTBYIOIIHM
B TrocydapctBe — uieHe EBpasmiickoro
9KOHOMMHYECKOT'0 COr03a)?

ITo BO3MOXXKHOCTH TpPHUBEIUTE NPHMEPEI TAKHX
IIOCJIEACTBHIH.

SBJIAIOMICHCA MOCTABIIMKOM IPOAYKIHH HIIH YCIIYT
M0 KOHTPakKTy C I[IPOM3BOAUTENIEM MeIHIIHHCKHX
U3ICITHHA.

Bo-BTOpEIX, HEOOXOIMMO ONpeNeNuTh CIyYau, Koraa
JUIs IIPOU3BOJICTBEHHOM MJIOIIAAKH,
OCYIIECTBILAIONIEH CTEPHIM3AMIO IO KOHTPAKTY
(ayTcOpcHHTY) ¢ MHpPOM3BOMUTENEM MEIUITHHCKOTO
H3JIEeNUs, OlICHKA YCIIOBH# [IPOU3BO/ICTRA
[POBOIMTCA 0€3 BhHIE3Ja Ha CTEPHUIH3ALMOHHYIO
IJIOIIAIKY HHCIIEKTHPYIONIEH OpraHr3allHH.

[TpHHATO K CBEACHHIO.

5. SlBngeTcsa nu MpemyCMOTPEHHBIH MPOEKTOM
pemenns EDK BapuaHT peueHus npoOiaeMsl

CuuTaeM NOpeyCMOTPEHHBIH IPOEKTOM peLICHHS
EOK BapmanT pemrenus mpobiemsl Haunbonee

Haubomee ONTHMAJIBHBIM 3 YHCTIa | ONTHMAIBHBEIM C TOYKH 3pPEHHS €ro BIMSAHHS Ha
PaccMOTPEHHBIX JenapTaMeHTOM- | YCIOBHS BEICHUS NpeIPHHAMATENECKOR
pa3paboTYNKOM BapHAHTOB C TOYKH 3PEHHUS €0 | AeATEIbHOCTH. IlpennaraeMoe B mpoekte

ITpuHsTO K CBENEHHUIO.

[IpHHATO K CBEICHHIO.




BIIHSHUSA Ha YCIIOBHS BEJICHUS
OpEANPUHUMATEILCKOH NEATENBHOCTH (B TOM
qiclie BBITOA M HU3AepkeKk CcyOBeKTOB
NpeaNpHHAMATEIBCKOH IeATEIEHOCTH)?

OueHuTe, CYIIECTBYIOT JId HHBIE BapHaHTHI
JOCTHJKEHUS [ened perymupoBaHus. Ecimu
Takhe HMEIOTCA, TO IPHBEAWTE TOT H3 HHX,
KOTOpBI ObT OBl Haumbollee ONTHMAIBHBIM C
TOYKH 3pEHHS BIMSHHUS Ha YCJIOBHSA BEJCHUS
NIPEIIPHHUMATENBCKON IS TEILHOCTH.

PEryIMpoOBaHHE COBEPINCHCTBYET YCTAHOBJICHHBIE B
paMKax Coroza Hﬁﬂmowﬁmﬂm K OINOCHKE CHCTEMBI
MEHEDKMEHTa Ka9eCTBa MEMUIIMHCKIX H3IeIHHA.

6. Kakue momoxxenus npoekta pemenus EDK
OKa3bIBAlOT WM MOTYT OKa3aTh HeraTHBHOE
BIIMSTHHE Ha YCIIOBHSI BEJICHUS
IIPEAIPUHUMATENBCKON JESTENbHOCTH, B TOM
yucie HeoOOCHOBAaHHO 3aTPyIHHUTH BeICHHE
IPEAIPUHAMATENBCKOH IeATEIFHOCTH, a TAKKE
co3zate Oapbephl s CBOOOTHOTO IBMIKEHHS
TOBapoB, YCIIYT, KanuTala H pabodeil cuibl Ha
TeppuTopuM EBpasMicKOro 3KOHOMHYECKOTO
coro3a?

He ycmarpuBaem B mpoekre pemenws EDK mo
JaHHBIM HM3MEHEHHSM HETaTUBHOE BIHSHHE Ha
YCIIOBHSA BEJICHUS IpeAnpHHHMATETBCKOH
MEATCILHOCTH, B TOM 4YHCiIe HeoOOCHOBaHHO
3aTPYAHSIOIEE BeJCHHE INPeANpHHAMATENHCKOH
JNEeATEeNILHOCTH, a TakXe co3jarolee Oapbephl A
CBOOOJHOTO ABH)KEHMS TOBApOB, YCIYT, KAHTANIA H
pabouyeli cHIBI Ha TeppUTOpPHH EBpasuiickoro
SKOHOMHYECKOT'O COH3a.

7. ObecrneynBaeT M MEXAHU3M peIlEHHS
npoOiieMbl,  TPEUIOKEHHBIH B IPOEKTe
peLIeHns E3JK, JOOCTHIKEHHE LeTH
PETYJIHPOBAHHA?

CupraeM, 9Yro ¢ TIOMOWIBIO MPENJIOKEHHOIO
MEXaHH3Ma pelleHus npobiemMbl OODKHA OBITH
ZOCTHTHYTA LieNb (1[eH) peryIHpOBaHuUs.

mﬁﬂm‘m‘ﬁo K CBCJCHHIO.

[IpuHSATO K CBEICHHIO.

8. HeoOxomum 1M mepexOAHBIH NepHOm IS
BCTYIUIEHHsI B CHIy Opoekta pemenus EDK
HIH €ero OTAEIBHBIX  MOJOXEHHH s
azantanMu cyOBEKTOB IIpeNIPHHUMATENBCKOH
JNeATETBHOCTH K ero (MX) BBEIECHHIO B
JercTBue?

Ecmm nma, To kakoi NepexoaHBIH MepHo
HEeoOX0aUM H noyemy?

CundraeM, 4Yro TepexOQHOTO  TepHOga Ui
BCTYILIEHHMA B CHIIy IpoekTa pemenus EOK wim ero
OTHENBHBIX IOJOXKEHUH A ajanTalii CyOBEKTOB
IPEANPHHAMATEIBCKON HESATeNBHOCTH K ero (HX)
BBE/ICHHIO B IEHCTBHE He TpedyeTcs.

[IpunsaTO K CBEACHHIO.

9. Umetores iu y Bac uHBIE NpennoxeHHs
(3amedaHus) K mpoekTy pemeHus EDK?

Ecnu umeroTcs, H3M0XKUTE HX, HOXKATYHCTa, C
COOTBETCTBYIOIIHM 000CHOBaHHEM.

[Ipennoxenuii (3amMmeyanuii) He UMEETCS.

Vureno.




10. Miasle BONPOCHI, BKIIOUEHHBIE B OIIPOCHBIH He tpebyer
JIMCT AeNapTaMeHTOM-pa3paboTYHKOM. KOMMEHTapHEB.
HUndopmanms nenapraMeHTa,

Hnble npeanoxeHus K

OTBETCTBCHHOIO 3a
HNOATOTOBKY IIPOEKTA

npoekTy peureHus EQK
U (unm) T Iy —— pemenns EDK, o6 yuete
mmeowEmEmommo- T TIORE S, (vacTHYHOM y4eTe)
aHATTUTHYECKOH CIIPaBKe CopnepxaHre HAPaBIEHHOTO TIPEAIOXKECHUS e — IIPECTaBICHHOTO
ﬁﬁmwﬁmmﬁnm e OpeanoxeHus 11uoo 06
CTPYKTYPHEI 3JIEMEHT — OTKJIOHEHUH
pasmen, MyHKT, (c obocHOBaHKEM
HOJMYHKT, ad3all u 1p.) YaCTHYHOI'O y4yeTa WIIH
OTKJIOHEHHUS)
5 6 7 8
[IpoekT pemenus 3ameyaHuH W peUIoKEeHUH HET. JenaprameHT Yureno.
TaMOKEHHOT'0 3aKOHOAATENbCTRA
¥ IIPaBONPUMEHUTENTLHOM IPAKTHKH,
ciyxeOHas 3amucka Ne 18-13389/3
ot 31.07.2025
[IpoexT perenus 3aMeyvaHuit U NpeIoKEeHHH HET. JlenapTaMeHT TaMOXeHHOU YureHo.
HHQPaCTPYKTYPHI,
ciry>xebHas 3amucka Ne 19-13424/3
ot 31.07.2025
ITpoekT pemreHHs 3amMeyaHWH U IPEUIOKEHHUH HET. Henaprament Vureno.
KOHKYPEHTHOH TTOTUTHKH K
NOJINTHKH B 00JIaCTH
rOCyJapCTBEHHEIX 3aKYIIOK,
ciayxebHas 3amucka Ne 23-14625/2
ot 20.08.2025
Vureno B penaKiuy

IToamyHKT «a» nyHkTa 1

hnﬂmﬁﬂm,gmm.—, Pa3BUTHA

zﬁowmﬂmog peOICHuA IIpeaaracTcs JOIMOJIHUTE MYHKT




WNubie IMPEIOMKCHHUS K

Wudopmarus nenaprameHTa,
OTBETCTBEHHOIO 3a

npoekty pemerus EDK [IOATOTOBKY IIPOEKTa
H (HIIH) emenug EDK, o0 yuere
Hudopmarus o nuite, HarmpaBHBIIEM P O
HHPOPMAIMOHHO- (gacTHUHOM ydUeTe)
. IIpEIOKEHHE,
AHATHTHYECKOH CIIpaBKe CozneprxaHue HanpaBlIeHHOTO IPeII0KEHH S NIPEJICTaBIeHHOTO
a TaKke crocolOe HanpaBIeHUS
(ykassiBaeTcs IpeaToxKeHus 00 00
. IIPEUI0KEHHUS
CTPYKTYDHBIH 3JIEMEHT — OTKJIOHEHHH
paszen, myHKT, (c obocHOBaHHEM
IIOANYHKT, ab3am | ap.) YaCTHYHOTO y4eTa HIIH
OTKJIOHEHHS )
5 6 7 8
IIPOEKTA peIIeHHUs 24 TpeboBaHuii ab3amaMH CIIEIyIONIETO CONEPKAHKS: IIpeANPUHAMATETBCKOM «IUIOIIaaKa, HA  KOTOpO#
1T s
«HCTIeKTHpOBaHHE NPOW3BOIACTBEHHOM IIIOMIAIKH, TeSTeNEHOCTH, OCYIIECTBIIAETCS nporecc
ABJIAIOMIEHCS MOCTABIIMKOM MPOAYKIIMH HIIH YCIYT IO cTyxebHas 3amucka Ne 10-13755/9 | CTEPHIH3aIMH Y,
KOHTPAakTy C IPOM3BOAMTENIEM METHIIMHCKHX M3JIENHM, oT 06.08.2025

OTPaHHYMBAETCA IMPOLIECCAMH, MEpeaHHBIMH Ha 3Ty
IJTOLIAMKY .

s TIPOU3BOACTBEHHOM ILIOIIAIKH,
OCYIICCTBIAIOINEH CTEPHIM3AIMI0 [0 KOHTPAKTY
(ayTCcOpcHHIy) ¢ NpPOH3BOAHTENEM MeIHIHHCKOI0
H3]eIHd, OIEHKa YCIOBHH  TNPOM3BOJCTBA  HE
MPOBOAMUTCA B CIly4ae, €CIIM IS JAHHOIO0 METoIa
CTEPWIH3ALMH OLICHKA CHCTEMBI MEHEDKMEHTA KaueCTBa
MIPOBOIHIIACE paHee npu HHCIIEKTHPOBAHUH
IPOU3BOJACTBA JHOOOr0 METHIIHHCKOIO H3JEIHS B
COOTBETCTBHH ¢ HACTOALIMMH TpedoBaHUAMH B MEPHOI
JNEACTBHS OT4eTa O pe3yJbTaTaX HHCIEKTHPOBAHHS,

BKJTIOYAIOINETO JaHHYIO CTePHIH3ALHOHHY IO
MIOINAKY.

B osrom  ciywae  mpoBepka  BBHIIOJIHEHHS
BaJIU I POBAHHBIX TpeGoBaHui K npoueccy
CTepHITH3ALIH A1t MEUIMHCKOTO U3enus

OCYIECTBIIIETCS HAa OCHOBAHHWM KONHH 3amuceldl 1o




Huble npemioxeHus K
npoexty pemerns EDK

Mudopmanus nenapramenTa,
OTBETCTBEHHOTO 32
TIOArOTOBKY IIPOEKTa

u (amm) emenus EJK, o6 yuere
Wudopmanus o uie, HapaBHBIIEM P 708 ¥
HH(pOpPMaMOHHO- (yacTHYHOM yuUeTe)
. NIpENIOXKEHHE,
aHAJIMTHYECKOH CIipaBKe ConepxaHue HaIPaBICHHOTO MPEUIOKEHHS [PEeICTABICHHOTO
a Taxxe crocode HanpapIeHHUs
(yka3pIBaeTcst IPEeUIOKeHHS JTHO0 00
. IIPEUIOKEHHS
CTPYKTYPHBIH 3JIeMeHT — OTKJIOHEHHH
pas3zien, MyHKT, (c obocHOBaHHEM
TIOANYHKT, ab3al 1 JIp.) YaCTUYHOTO ydeTa UiIh
OTKJIOHEHHS )
5 6 7 8
npotieccy CTEpUIIH3ANUN U JIOKYMEHTOB,
[IPEICTABIEHHBIX  TPOM3BOJMTEIEM  MEIHUIHHCKOIO
u3nenusa, 0Oe3 BBIE3Ja HAa  CTePHAH3ANHOHHYH)
ILTOIAIKY. »

BmecTe ¢ TeM oTMeuaeM, UTO TEPMHH «ayTCOPCHHI»
HE SBIAETCS AHAJIOTMYHBIM IIOHATHIO «KOHTPAKT», a
(GopMyTHpOBKa  «CTEpHJIM3AIMOHHAS  IIOMIATKA»
HYKIaeTCs B YTOUHEHHUH.

B sToii cBA3M mpemnaraeTcs paccMOTPETH BOMPOC O
KOPPEKTHPOBKE OTHEIBHBIX (hOPMYIHPOBOK MOANYHKTA
«a» MyHKTa | IpoexTa peleHus, a AMEHHO:

- CIoBa IO KOHTPakTy (ayTcopcHHIY) ¢
NIPOH3BOIUTENEM MEIUIIHHCKOTO M3ICITHSA »
IpearacTcs 3aMEHHWTh CJIOBAMH «II0 KOHTPAKTy C
POM3BOMUTENEM  METUUHMHCKOTO  H3menus  (IpH
nepeayie COOTBETCTBYIOIICH byHKIEH Ha
ayTCOPCHHT)»;

- clI0Ba «CTEPUIH3ALHOHHYIO TUTOIIA/IKY »

OpeanaraeTcs 3aMEHHTE CIIOBaMH «IUIOIIANKy, Ha
%OHO@OM OCYIIECTBIIAETCA TIPOLIECC CTCPHIIM3ALHH ) WITH
CJIOBaMH «ILIoIIAanKy, OCYIIECTBIAIOIIYIO
CTCPHIIA3AITHIO ».




WHble npeamokeHus K
npoekty pemenus EJK

Hudopmanus nenapramenTa,
OTBETCTBEHHOTO 3a
TIOArOTOBKY IIPOEKTa

u (7mn) pemennst EDK, 06 yuere
Hndopmarys o 1uie, HapaBHBIIEM
HHbOPMAIIHOHHO- (yacTH4HOM yUere)
. IIpeIOKEHHUE,
aHATUTHYECKO# cripaBke Conep)xaHue HaPaBIEHHOTO MPEIJIOKEHH IPEICTABICHHOTO
a TaKKe crocobe HalpaBieHHs
(YkaseiBaeTcs IpeIoxeHus mubo 06
N IpeIOKEHHS
CTPYKTYPHBIH 3JIEMEHT — OTKJIOHEHHH
paszen, MyHKT, (c obocHOBaHHEM
NOANYHKT, ab3am | ap.) YaCTUYHOTO y4eTa HITH
OTKJIOHEHH )
5 6 7 8
[loanmynkT «a» nyHkTa 1 B nommymkre «a» mymkra 1 mpoekra Pemenus JlenmaptaMeHT pa3BHTHA Vareno B peIakuun
IIPOEKTa pelIeHus PEKOMEHIyeM  YTOYHHTb  (OpMyIMpoBKY  ab3ama HHTErpalyy, caykeOHas 3anucka | «IUIOIagKa, Ha  KOTOpOM
BTOpPOTO, HIpemiaraéMoro K BKIHOYEHHK) B IIYHKT 24 Ne 06-13891/9 ot 08.08.2025 OCYIIECTBIIIETCA Inmpomnecc
TpebGopanmii, MOCKOIBKY CIOBa KOHTPAKT» (IOTOBOP, CTEPHIIA3AIHH ».

COTTNallcHHE, MMEINee IOPHIHYECKYID CHIY) H
«ayTCOpPCHHI»  (Ipomecc  IepeJadd  HEOCHOBHBIX
olnepauuil CTOPOHHEH OpraHH3alHH) HE IBIIAKOTCH
CHHOHHMaMH M HCIOJIb30BaTh KOHCTPYKIHIO «IIO
KOHTaKTy  (ayICOpCHHTY)»,  Ha  Hall  B3IJIAL,
HEKOPPEKTHO. Bo3MOXkHO, uWMeNock B BHOY, 4TO
IIPOM3BOICTBEHHAS IIoIaaKa OCYIIECTBIISAET
CTEPUIIM3ALMI0O Ha OCHOBAaHHH IOTOBOpa (KOHTpaKTa)
ayTCOpPCHHIA C  IPOM3BOJHUTENEM  MEIHIIHHCKOIO
H3/IETTHSL

VuuTeBasg, 4TO B TEKCTE MOJDKHA HCIIONIB30BATHCS
eIMHas  TEpPMHHOJOIHS, B  ab3ame  TpeTheM,

IIPEUIaraeMoM K BKIIOYEHHIO B IYHKT 24 TpeboBammii
(mommyHKT «a» myHKTa | mpoekta Pemenus), crmosa
«CTePHITH3AIHOHHYIO TUTOIIAIKY » He00X0 MO
3aMEHHTh CJI0OBAMH (ILIOIIANKY, OCYIIECTBIAIOIIYIO
CTEPHIIH3AIMIOY (II0 aHAIIOTHH ¢ TEPMHHOJIOTHEH ab3ana
BTOPOI0, IpPEAJaraéMoro K BKIIIOYEHHIO B IIYVHKT 24




Hnble npeaioxeHus K

Hudopmanus nenapramenTa,
OTBETCTBEHHOTO 32

mmpoekTy pemenus EQK IOIIOTOBKY IPOEKTa
u (unm) emenus EDK, o6 yderte
Hudopmanus o nune, HaMpaBUBILIEM P S
HHOpMAITHOHHO- (4acTHYHOM yuUerTe)
. IpeIOKEeHHE,
aHaJIMTHIECKOM CIipaBKke ConeprxkaHue HaIPaBIEHHOTO MPEUIOKEHHS IIPE/ICTABICHHOT 0
a TaKe criocode HanpasJeHus
(yxa3eIBaeTcs MIpeIoXKeHH TUO0 00
. IPEI0XKEHHS
CTPYKTYPHBIH 37IEMEHT — OTKJIOHEHUH
pasnen, myHKT, (c obocHOBaHHEM
MOJAIYHKT, ab3an u 1p.) 9JaCTHYHOIO y4eTa HiIH
OTKJIOHEHHS)
5 6 & 8
Tpebopanuii).
Ab3arn 4 mynkra 3 Ab3an 4 nynxra 3 Tpebopanmii: Poc3apasuanzop, VYureno.
TpeGoBanmii «ITpou3BOIUTENs METUIIMHCKOTO U3/EIHS B TeYCHHE NPEII0KEHAS HAPaBIIEHbI

2 MecsleB CO OHA BHECEHWS H3MEHEHHH B JOKYMEHTSI
PETHCTPAllMOHHOIO  JI0ChE, MPEICTABIEHHOTO  JIA
PETHCTpAllMd MEIHMIHHCKOTO H3AENHA, YBEIOMIISET O
BHECEHHH COOTBETCTBYIOINMX H3MEHEHHH 10 (opme B
COOTBETCTBHH ¢ TipHiokeHHeM Ne 7 k [lpaBumam
perucTpalnyy M 3KCIIepTU3bl Oe30IIaCHOCTH, KaYecTBa U
s3¢pdexTuBHOCTH MEIMIUHCKHX U3IENHIA,
yrBepxaeHHEIM Pemennem Cosera Erpasmiickoit
SKOHOMHYECKOH KoMHUCccHH OT 12 despans 2016 r. Ne 46,
YIOJTHOMOYEHHBIH OpraH, BBIAABIIHH PerucTpaldoHHOE
YAOCTOBEPEHHE METHITMHCKOTO H3/IEIHS. ».

Hcxmounts  maHHBIE  a03anl B CBA3H ¢
HECOOTBETCTBHEM TPeOOBaHMAM, H3JIOXKEHHBEIM B II. 66
[IpaBun perucTpanid ¥ 3KCIEpTH3Bl 0OE30MMaCHOCTH,
KagectBa U 3()(HEKTHBHOCTH MEIMIMHCKUX H3IEIHI,
yTBepxKIeHHBIX  pemeHHem Coreta  Epasmiickoii
DKOHOMHMYECKOH Komuccun ot 12.02.2016 Ne 46
(«3asgBuTens B TeyeHHe 90 KaleHOApHBIX JHEH CO IHS
BHECEHHMsS HM3MEHEHHH B NOKYMEHTBI, COJIEPIKAIHECS B

mucsMoM Ne 04-51278/25
ot 25.08.2025




WHbIe npemIoKeHHS K

HWudopmanus nenaprameHTa,
OTBETCTBEHHOTIO 3a

npoekTy pemenus EQK IOJTOTOBKY IPOEKTa
) Wudopmarnus o nuiie, HanpaBUBIIEM peassz K, 0 e
HHDOPMALHOHHO- (vacTuyHOM yUeTe)
. IPEUIOKEHHE,
aHATMTHYECKOH CIIPAaBKE CopnepxaHue HaIPaBICHHOTO MPEIOKEHUS IIpeICTaBIeHHOTO
a TaKke crnocobe HanpaBIeHUS
(ykaseiBaeTcs MpeaIoXKeHus TH60 00
. IPE1IOKEHUS
CTPYKTYPHBIH SJIEMEHT — OTKJIOHEHHH
pazzen, MyHKT, (c obocHOBaHHEM
IIOJUTYHKT, ab3am u jap.) YACTHYHOIO y4YeTa HIIH
OTKIIOHEHHS)
5 6 7 8
PETUCTPAallMOHHOM  [OChe, 00A3aH HHUIMHPOBATH
IOpoLENypy  BHECCHHMS  TaKMX  HM3MEHEHHH B
PETHCTPAIIHOHHOE JIOCKHE. »).
Ab3an 1 mynxra 12 W310%uTh B peIaKiiu: Yureno.
TpeGoBanmii «12. Pacxomsl, cBsf3aHHBIE C IPOBEIECHHEM
HMHCIICKTHPOBaHHS TPOM3BOJICTBA B paMKaxX OIEHKH
CHCTEMBl  MEHE[)KMEHTa KayecTBa  MEIHIHMHCKHX
U3/I€THH, HECET IPOM3BOIUTEND MEIUIMHCKOTO H3/IE/THS
WM __€ro  ynoJHOMOYEeHHBIH NpelcTABHTEIbL Ha
OCHOBaHHH IOTOBOpA, 3aKIIF0YaeMOro c
HHCOEKTHpYIOIIEH  opraHusauuedi.  Tapudsr  Ha
IIpOBEICHHE HMHCIIEKTHPOBAHHS IIPOHM3BOJICTBA
yCTAHABJIUBAKOTCS B COOTBETCTBHH &
3aKOHOJIATENbCTBOM TOCYAapCTB-HICHOB. ».
ITonnyHKT «a» myHKTa N310KHUTh B pelaKkIuu: Vureno.
14 TpeGoBanmuit «a) obpaboTKky 3ampoca 0 [IPOBEICHHUH
HMHCIIEKTHPOBaHMA IPOH3BOJICTBA, MOCTYNHBIIETO OT
[IPOM3BOJMTEN MEIMLHUHCKOTO H3JCeNHS MM _€ero
YIOJTHOMOYEHHOI0 MPeICTABHTEISN; ).
OtmedyaeM, 4YTO YIOJHOMOYEHHBIH IpPEICTABUTEND
IIPOM3BOJUTEIISI IOMMEHOBAH B II. «B» JAHHOTO MyHKTA.
Ab3an 2 nmynakTa 18 W310XUTE B pelaKiiiu: Vureno.
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Hnsle npepioxeHus K
mpoekTy pemienus EDK

Hudopmanus nenapramMmenTa,
OTBETCTBEHHOIO 3a
HOJTOTOBKY IPOEKTa

u (1) emenus EDJK, o6 yuete
( Hudopmanus o 1uue, HarpaBUBIIEM P T
UH(pOpMaHOHHO- e (vacTHUHOM y4eTe)
" JUI0KEHHE
AHATMTHYECKOH CIpaBKe ConeprxaHue HAIPaBIEHHOTO TPEVIOKEHHS ’ [IPEICTaBIEHHOIO
a TaKke crnoco0e HalpaBiIeHAA
(yxa3nIBaeTcs npeUtoXkeHus 1100 00
. TIpEII0XKEHUS
CTPYKTYpHBIH 3JIEMEHT — OTKJIOHCHHH
pasfien, myHKT, (c obocHOBaHHEM
MIOAIIYHKT, ab3ar U Ap.) YaCTHYHOIO y4eTa Wil
OTKJIOHEHHS )
5 6 7 8
TpebGoanmnii «YTIOJTHOMOYEHHBIHl OpraH BIpaBe OMNpPEIENAThH
KOJIMYECTBO HHCHCKTHPYIOIIUX  OpraHu3alMi s
IIPOBEJCHUS HMHCIEKTHPOBAHUS IPOHM3BOACTBA  IIO

3agBKaM ITIPOM3BOAMTENEH MEIMIHUHCKAX H3ICTHH HJIH
HX VIOJHOMOYEHHBIX IHpeJcTaBHTeNed U (M) B
COOTBETCTBHH c rpaduxamu [IPOBEACHUS
HHCIEKTHPOBaHHS  IPOH3BOACTBA B  CpPOK, He
OpeBBIIAKOIKN 3 Mecsia co JHS TIPeACTaBIeHHs
MPOU3BOAUTEIIEM MEIUIMHCKOTO H3JIEeNIHS WJIH _ero
YOO ITHOMO4YeHHBLIM NpeicTABHTEIEM MIOJTHOTO
KOMILJIEKTa JOKYMEHTALMH, B TOM YHCIIE JOKYMEHTOB 00
OILIATE NPOBEACHHS HHCIIEKTHPOBAHHA IPOU3BOJICTBA. ».

Ab3an 1 mynkra 23
Tpeboranmit

H310%uUTh B pelaKkIuu:

«23. B cimyyae ecnu MPOU3BOIUTENb MEIHIMHCKOIO
H3[IEeMs HE COITIaCeH C OTPHIIATENhbHBIM 3aK/IH0YeHHEM
WM BBISBJICHHBIMH HECOOTBETCTBHSIMH, OH HJIH _€ro
YIOJHOMOYCHHbIH  NpeICTaBHTeNb  HAIPABISET
OPETEH3HI0 B HHCIEKTHPYIOUIYIO OpPraHM3aluil B
teueHHe 30 paboumx pHedl co [HA MONydYeHHS
HHCIEKTHPYIOLIEH oOpraHu3anuedi KOMWH OT49eTa o
pesynbTarax MIPOBEICHHS HHCIIEKTHPOBAHUSA
npou3BoAcTBa. MHcnekTHpyIomas opranusaims 00s3ana

Yureno.
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WHple npenmoxeHust K
npoekTy pemenus EDK

Hudopmanus nenapramenra,
OTBETCTBEHHOTO 32
[IOrOTOBKY IIPOEKTa

u (un) pewenus EDK, 06 yyere
Wudopmamnus o muie, HanpaBUBIIEM
HH(POPMAIHOHHO- (uacTHYHOM yuere)
. [pEUI0KECHHE,
aHAITMTHYECKOH CIIpaBKe Cozneprxkanne HaIPaBIEHHOTO MMPEIOKEHHS IpeACTaBIEHHOIO
a TaKKe crocobe HalpaBIeHHs
(Yxa3bIBaeTcs IpeIoKeHHus 1100 00
. MIpETIOKEHHS
CTPYKTYPHBIH 3JIEMEHT — OTKJIOHEHHH
pasnen, MyHKT, (c obocHOBaHMEM
IIOAITYHKT, ab3am u ap.) YaCTUYHOTO YUeTa UITH
OTKJIOHEHHS )
5 6 7 8

PaccMOTPETh YKa3aHHYIO IIPETEH3HIO U HATPABHTH OTBET
B TedeHHEe 15 paboumx nHel co aHA ee monydeHHs. B
cay4ae  HEIOCTHXKEHHMS  COIJIaCHsA  IIPOH3BOJHTEID
MEIMIMHCKOI0 H3JENHs HJIH _ero VIOJHOMOYEHHbIH
NpeIcTABHTENL BIpaBe 00paTUTbeA ¢ xanoboi B cyn
II0 MECTY HaxOXICHHs MHCIEKTHPYIOIEH OpraHu3aliii
UM B YIOJHOMOYEHHBIH OpraH, VIIOJHOMOYHBIIHM
OpraHH3allMI0 Ha IIPOBEJEHHE OIEHKH CHCTEM
MEHEDKMEHTa KadecTBa MEAMIIMHCKHX wH3aenuii. B
ClTy4ae eCJIH IPOH3BOIUTEND MEAUIIMHCKOTO H3IE/IHS HE
corjaceH ¢ pelleHHeM YIIOJTHOMOYEHHOrO0 OpraHa, OH
HJIH _€ro_VNO/JHOMOYEeHHBIH NpeJcTaBHTEIbL BIIpaBe
00XanoBaTh NaHHOE peINeHHe B CyIe 10 MECTY
HaXO0XIECHHUs YIIOJHOMOYEHHOT'O OpPraHa. ».

[MonmyHKT «a» myHkTa 1

nﬁﬁhhoxmomm:umm a03allbl U3JI0KHUTE B PEOAKITHHA

YuTeHo B pe/lakiiuu:

TIPOEKTa peIeHHs «MHCIEKTHPOBaHKUE MPOU3BOACTBEHHOM IUIOIIAIKH, «HMHcnekTHpoBaHHE
SIBJISIFOINCHCS MOCTAaBINMKOM IPOAYKIHU HIH YCIYT IO IIPOM3BOJICTBEHHOMH
KOHTPAaKTy ¢ IPOM3BOJMUTENEM MEIMLHMHCKAX H3ICITHH, IJIOLIATKH, ABJIAFOLIEHCS
OTPaHWYHBAETCA MPOLECCaMM, IEepPENaHHBIMH Ha 3Ty IOCTaBIMKOM  MNPOIYKIUHU
MJIOLIAKY. HIH YCIyI IO KOHTPakTy ¢
Jlnst IIPOM3BOICTBEHHOU [UIOLAIKH, IPOH3BOIUTENEM
OCYIIECTBIIAIONIEH  CTEPHIIM3AIMK0 1O  KOHTPaKTy METHIIMHCKHX H3EIHI,
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Wuste npemioxenus K
npoekty pemerus EDK

HMudopmanms nenmapramenra,
OTBETCTBEHHOTO 32
IIOATOTOBKY MIPOEKTa

U (wim) pewmenust EDK, 06 ydere
Hudopmarus o mine, HanpaBUBIIEM
HH(pOpMaIHOHHO- (JacTHYHOM yYeTe)
. IpeaI0KeHHE,
aHaINMTHYECKOH CIIpaBKe Coneprkanue HanpapJIeHHOTO IPEIIOKEHHS IPe/ICTaBICHHOTO
a TakXke crocobe HanpaBIcHUS
(yka3pIBaeTcs npeuioxKeHus 1ubo 06
. IIPETIOXKEHUS
CTPYKTYDHBIH 3JIEMEHT — OTKJIOHEHHH
paszen, NyHKT, (c obocHOBaHHEM
IOIIYHKT, ab3all 4 ap.) YaCTUYHOIO y4eTa Wik
OTKJIOHEHHS )
5 6 7 8
(ayTCOPCHHTY) C MpPOW3BOJHMTENEM MEIHUIMHCKOTO OTrpaHHYHBAETCH
H3JIENHsA, OLEHKA YCIIOBHI IPOM3BOICTBA HE TPOBOIUTCS IpoleccaMH, MepelaHHbIMU
B Cly4ae, €ClM JJs JaHHOTO MEeTOJa CTEPH/IH3AIHH ¢ Ha 3TY IUIOIIAAKY.
HCIOJIb30BAHHEM TOH ke HHQPaCTPYKTYPbl __H JUis  mpou3BOJCTBEHHOMH
OPOM3BOACTBEHHOH  cpeAbl  OIEHKAa  CHCTEMBI MIJIOIIA/IKH,
MEHE/DKMEHTA KayecTBa INPOBOAMIACH paHee MpH OCYIIECTRIISAIONIEH
HMHCIEKTHPOBAHUU  IPOU3BOJICTBA HHOIO JHOHOFO CTEPHIIM3AIHIO TI0 KOHTPAaKTY
MEQUIIMHCKOTO H3/IE/IUA B COOTBETCTBHH C HACTOSIIHAMH (ayTcopcuHry) C
TpeboBanmamMu B nepuom [OelCTBHS  OTYeTa O IIPOH3BOIUTENEM
pesyabTaTax MHCIEKTHPOBAHH, BKIFOYAIOMIET0 JaHHYIO MEIHMLMHCKOTO U3JENHA,
CTEPUIM3ALHOHHYIO MIOIMANKY. OIIeHKa YCIIOBHI
B  astoM cnydae — mpoBepka  BBIIOJIHEHHS [IPOM3BOICTBA HE
BAJTH/IAPOBAHHBIX TpeboBaHmiH K IIponeccy IIPOBOAMTCS B CiIydae, €CIH
CTEepHIIH3aAIIIH Ui MEUIUHCKOTO H3IETHS i JTAHHOTO METOo/1a
OCYIIECTBIIIETCS] HA OCHOBAaHWUM KOMMH 3ammcedl 1o CTEPUITH3AIHH OIICHKA
Ipomeccy CTEPUIH3AIHH u JOKYMEHTOB, CHCTEMBI MEHeIKMEHTa
IPEJICTABIEHHBIX  [POM3BOOUTENIEM  MEIUIIHHCKOIO KauecTBa [IPOBOAMIIACH paHEE
u3zienus, 6e3 Bble3ia Ha CTEPUITH3AIMOHHYIO ILUIOMIAMKY. IIpH HHCIEKTHPOBAHHH
Ilpy _nogaye B YyNOJHOMOYEHHLIH _ oprad IIPOM3BO/ICTBA moboro
(3KCHEPTHYIO OPraHH3ANHIo) 3a8BJIEHHH 0 MEIMIMHCKOTO H3JeIHud B
IpOBeICHHH perHcTpPanHu H IKCIEePTH3BI COOTBETCTBHH C HACTOSAUIMMH

MEIHIHHCKOI0 H3/A¢/H#A, 3adBJI€EHHH O BHeECEHHH

TpeboBanusmMu B mepHOX
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VHple npeanoxeHus K
npoekty pemenns EJK

Wudopmanns nemapraMenTa,
OTBETCTBEHHOTO 32
IIOJITOTOBKY IIPOEKTa

H (M) pemenust EDK, o6 yuere
Wrdopmarus o 1uie, HapaBUBLIEM
HHPOPMAIHOHHO- (4aCTHYHOM y4eTe)
. IpeNIoKEHHE,
aHATMTHYECKOU ClIpaBKe Coneprxanie HaNPaBICHHOTO MPeUIOKEHHS IPEe/ICTABIEHHOTO
a Takke crocode HanpaBleHUs
(ykaspiBaeTcs IpeIIoKeHus 100 00
. IIPEIIOKEHUS
CTPYKTYDHBIH 3JIEMEHT — OTKJIOHEHHH
pasjen, NyHKT, (c obocHoBaHHEM
NIOAMYHKT, ab3am u ap.) YaCTHYHOTO yU€Ta HIIH
OTKJIOHCHHS)
5 6 7 8
H3MEHEHHH B _ perucTrpandoHHoe J0Che IeACTBUSA oT4era 0
MEAHIHHCKOr0 H3e/is HIH 3adB/JeHHS 0 BHECEHHH pe3ynbrarax
H3MeHeHHI B perncTpanuoHHoe _ochbe HHCIIEKTHPOBaHMS,
MEIHIHHCKOI0 H3/1e/Hs B YBeIOMHUTEJIbHOM NOPSIIKE BKJTFOYAOIIETO TaHHYIO
JeHCTBYIOMHMH _ 10JUKHBI _ ObITh __KaK__OTYeT _ 0 CTEPHIIH3AHOHHYIO
pe3yabTaTax HHCHECKTHPOBAHHS _ NPOH3BOIHTEN IUIOLIAKY.

MEAMIHHCKOr0 H3/eJHsl, TAK H 0TYeT 0 Pe3yabTaTax
HHCIIEKTHPOBAHHS, BKJII0YAKIIEro
CTEPHIH3ANMOHHYI0 IJIOMAIKY. ».

OtMmeuaeM, 4TO HOpMa, OIHCAHHAS B TOCIIEIHEM
ab3ane npennaraeMoi pefakuy (CBA3aHHAs CO CPOKAMH
OTYETOB MpH Io/1a4e 3asABICHHUI), MOKeT OBITH BHECEHA
B 3TOT HOPMAaTHBHBIM INpaBoBoH akT wimu B [IpaBmna
pErucTpaui H IKCIEPTH3bl 0€30MacHOCTH, KauyecTBa W
3¢ dexTHBHOCTH MEAHITUHCKAX U3IEITHH, YTBEPKICHHEIE
pemenneM Coera Eppasuiickodi 5KOHOMHYECKOi
komuccuu ot 12.02.2016 Ne 46. B cimyuae BHeceHHS
n3MeHeHudl B [IpaBuna perucTpallil W 3KCIEPTH3BI
OesomacHOCTH, KaueCcTBa 1%} s dexTuBHOCTH
MEIUIMHCKHX M3JeNUH, YTBEpXKICHHbIE peIIeHHEM
Copera EBpazHiCKOH 3KOHOMHYECKOH KOMHCCHH OT
12.02.2016 Ne 46, Takoe BHECEHHE [O/DKHO OBIThH

B stoMm ciydae nposepka
BBITIOTHEHHUS

BaJTH/IUPOBAHHBIX

TpeOOBaHHE K  Ipomeccy
CTEpUTH3AIAH s
MEUIMHCKOTO 3T
OCYIIECTBIISETCH Ha

OCHOBaHWH KOIHH 3amHceH
IO IIPOLIECCY CTEPHUITHA3AHH |
JOKYMEHTOB,
IPEeACTaBICHHBIX
MPOM3BOIHUTEIEM
MEIUIIHHCKOTO H3denus, 0e3
BBIE3A Ha
CTEPHIIM3ALHOHHYIO
IJIOIIAIKY.
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WHble mpemIoxKeHus K

Wudopmanus nenaprameHra,
OTBETCTBEHHOTO 32

npoexTy pemerus EDK IIOJITOTOBKY IPOEKTa
U (AIH) emenns EDK, 00 ydete
Huadopmanus o nuie, HampaBUBILEM P S
UHGOpPMALHOHHO- (JacTHYHOM yd4eTe)
. IIpeUIoJKeHHe,
aHAJIMTUYECKOM CripaBKe CopepxaHue HalpaBIEHHOTO MPEITOKEHHS Ipe/CTaBIEeHHOTO
a TaxKe crocode HanpaBJIeHHs
(yxa3sIBaeTcs IIpeIoXKeH s MO0 00
. IpeTOKEHHS]
CTPYKTYPHBI# 3JIEMEHT — OTKJIOHEHHH
paszen, myHKT, (c obocHOBaHKHEM
HOAIYHKT, ab3am u ap.) YacTUYHOTO Y4eTa HIIH
OTKJIOHEHHA)
5 6 7 8
BBIIIOJIHEHO CHHXPOHHO € J@HHBIM IPOEKTOM (B TOM [Tpu nonade B

yHClIe NYTeM BHECEHHS H3MEHCHHH B HaMMEHOBaHHE
CaMoro MpOEKTa).

VIIOITHOMOYEeHHBIH oprat
(3KCMepTHY0 OpraHu3auio)
3a4BIIEHUH O IIPOBEIECHUH
PETHCTpAllMi M BKCIEPTH3BI

MEIHIIUHCKOTO H3JICTTHS,
3asBIICHHA o] BHECEHHH
H3MEHEHHUH B
pPEeruCTpallMOHHOE JOChe
MEIUIWHCKOrO H3JCTUs HIH
3asIBJIEHHS 0 BHECEHUH
H3MEHECHHIT B
PETHCTPAllHOHHOE JI0CBE
MEIUIHHCKOTO H3JelIHs B
YBEOOMHTEIBHOM  IOpsJIKE
JEACTBYIOITAMH JOJIKHEI
OBITH KaK OTYET o]
pe3ylbTarax
HHCIIEKTHPOBaHHA
[IPOHU3BO/IATENS

MCIHIITMHCKOrQo H3JEIHs, TakK
H OTHET O pesyibTarax
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Huble npegnoxeHus K
npoekty pemenus EQK

Hudopmarius nenaprameHTa,
OTBETCTBEHHOTO 3a
HOATOTOBKY MPOEKTa

o (i) Hudopmanus o mune, HarpaBHBIIEM petuerns EIK, 06 ysere
uHpOpPMAIHOHHO- (JacTHYHOM yHeTe)
. IpeIIoKEeHHeE,
aHATUTHYECKOM CIpaBKe Conepixanue HapaBIeHHOTO TPEIIOKEHHS IIPEICTaBIEHHOI0
a Take crocobe HarnpaBJIeHus
(vka3pIBaeTCs npemioxeHus b0 0o
. IPEI0KEHHS
CTPYKTYPHBIH 3JIEMEHT — OTKJIOHEHHUH
pasjel, IIyHKT, (c obocHoBaHHEM
NOANYHKT, ab3an u ap.) JAaCTHYHOIO y4eTa HIH
OTKJIOHEHHUH)
5 6 7 8
HMHCIIEKTHPOBAHHA,
BK/IFOYAIOIIETO
CTEPUIH3AIUOHHYIO
IJIOMIAJIKY. ».
Ab3aner 2 u 3 nmyHkTa 35 M3n0xuTh B penaKiyu: VY4reHo B penaKium:
TpebGopanwuit «35. Ilepuomuueckoe (MJIAHOBOE) WHCIIEKTHPOBAHHE «35. [lepnonmueckoe
IIPOM3BOJICTBA poBoguTes | pas B 3 roja. (m1aHOBOE)
OrcyTcTBHE JAeHCTBYIONIET 0 oT4yeTa 0 HHCIIEKTHPOBaHHE
pe3yabTaTax HHCHEKTHPOBAHUSA (A8 MeIHIMHCKHX IIPOM3BOJICTBA IPOBOAUTCA |
H3/1eHH, MPOMIeNAX NePBHYHOE HHCIIEKTHPOBAHHE pa3 B 3 roza.
NPOM3BOJCTBA, 332 HCKJIKYEHHEM MeIHIHHCKHX IIpou3BouTens
u3aeauii KJjacca NOTEHIIHAILHOIO pHCKA MEAUITMHCKOTO b (Shizecs
npuveHesusa 1 H HeCTepPHIBHBIX MeIHIHHCKHX BIOpaBe 00paTUThCH B JTHOOYIO
H3/1eTHi KJIacca NOTEHIHAJILHOIO pHCKa HHCIICKTHPYIOIILYIO
IpHMeHEHHs  2a) #BJSETCH  OCHOBAHHEM LI OpraHH3alHi0 C 3aABJICHHEM
NPUHATHA PENICHHH 0 NPHOCTAHOBJIEHHH JeHCTBUS 0 IPOBENCHUH
PErHCTPalHOHHOIO YI0CTOBEpEHHS IEPHOIUYECKOTO
YIIOJHOMO4YEeHHbIM Oprasom _pethepeHTHOTO (nmnaroBoro)
rocyiapcrBa. HHCIIEKTHPOBAHHUS
[Tpou3BomuTens MEIHIMHCKOTO W3IENHA BIIPABE IIPOM3BOJCTBA HE [O3/HEE

0bpaTuThCA B IO0YH0 HHCIEKTHPYIOMIYIO OPraHU3aIHIo
C  3asBJEHHEM O TPOBEJEHWH IIEPHOAMYECKOTO

yeM 3a 90 pabouux aHeH a0
OKOHYaHHs CpOKa [OeHCTBHS
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Hnsle npennoxeHus K
npoekTy pemenust EQK

Hudopmanms nemapramenTa,
OTBETCTBEHHOTO 32
HOATOTOBKY IIPOEKTa

Y (W1M) pemenus EJK, 06 yuerte
Hndopmanus o nuie, HaIpaBHUBIIEM
HHPOPMAITMOHHO- (4acTHYHOM yueTe)
. IIpeIOXKEHHE,
AHAIMTHYECKO# CIpaBKe CoaeprkaHue HalpaB/IEHHOTO MPEIIOKEHHs IIPECTaBICHHOTO
a TaKke crioco0e HampaBIeHHs
(yka3zeBaetcs IpeaIoxeHus 160 06
. IpeATOKEHHS]
CTPYKTYPHBIH 3JIEMEHT — OTKJIOHEHHH
paszen, myHKT, (c obocHOBaHHEM
MIOAITYHKT, ab3am u 1p.) YaCTHYHOTO Y4eTa HIH
OTKJIOHEHHS)
5 6 7 8
(IUIaHOBOTO) ~ MHCIEKTHPOBAHHS  IIPOM3BOJICTBA  HE OTYeTa 0 pe3yabTarax

paHee, YeM 32 B TedeHHE O MECANECB 10 OKOHYAHHS
CpOKa [eHCTBHS OTYeTa O pe3yibTarax MpPOBeIeHHs
TIPEABIAYINEr0 HHCIEKTHPOBAHUS IIPOU3BOJICTBA, HO He
noszaHee dem 3a 90 paGouux JiHeil 10 OKOHYAHHS
CPOKA 1eHCTBHA JaHHOI0 0TYETa, C IPEICTABIEHHEM
CIIEAYIOIINX TOKYMEHTOR: ».

OtMeyaeM, 4TO:

- HOpMa O  DOpPHOCTAHOBICHHH  JIEHCTBHA
PETHCTPAIHOHHOTO  YIOCTOBEPEHHS  MOXET  OBITH
BHECEHAa B 3TOT HOPMAaTHBHEBIM NpPaBOBOH aKT HIIH B
IIpaBuna perucTpanii H 3KCIEPTH3EL OE30MACHOCTH,
KauecTBa H 3(QQEKTHBHOCTH MEIWIHHCKHX H3/IENHil,
yTBepxkIeHHble pemeHneM CoBera  EBpaswuiickoii
SKOHOMMYECKOH Komuccuu oT 12.02.2016 Ne 46. B
clryqae BHECEHHs M3MeHeHMH B [IpaBuna peructpanuu u
3KCIEPTH3El 0€30MacHOCTH, KauecTBa U 3P (HEeKTHBHOCTH
MEIUIUHCKAX ~H3JIENHH, YTBEPKICHHBIE pEIIEHHEM
Cosera EBpasuiickoif 3KOHOMHYECKOH KOMHMCCHH OT
12.02.2016 No 46, Takoe BHEcEHHE IOMKHO OBITH
BBIIOJIHEHO CHHXPOHHO C J@HHBEIM TIPOEKTOM (B TOM
4HCJI€ NYTEM BHECEHUS W3MEHEHHWH B HaWMEHOBAHHE

IPOBEICHUS  IPEABLIYIIErO
HHCIIEKTHPOBAHHUS
IIPOHM3BOJICTBRA, c
IpPEICTaBICHHEM CIIEYIOIIHX
JOKYMEHTOB: ».
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WHble npemnoxeHus K
npoekTy pemenns EOK

Wndopmanms nenapramenTa,
OTBETCTBEHHOTO 32
IIOJTOTOBKY IPOEKTa

U (WIn) pewmenns EDK, 06 ygere
Wudopmanus o 1Hle, HanpaBHBIIEM
uHpOpMaAIHOHHO- (YacTHYHOM yUeTe)
. MIPEUIOJKEHHE,
AHATMTHYECKOM CIIpaBKe Copepxanue HaNpaBIEHHOTO MPEUIOKEHUS NPEICTABICHHOTO
a Takke crocobe HanpaBIeHus
(ykaspIBaercs NpeUTOKeHHs TH00 06
. P IIOKEHHSI
CTPYKTYPHBIit 3JIEMEHT — OTKJIOHEHHH
paszen, myHKT, (c obocHOBaHHEM
HNOJMYHKT, ab3aIl u 1p.) YaCTHYHOTO y4eTa W
OTKJIOHEHHS )
5 6 7 8
CaMOoro IpoeKTa);
- TpeNIOKEeHHe 00 YCTaHOBICHHH TIPEIEILHOTO

cpoka nOJavH 3asBIICHUS 0 POBEICHHH
INEPHOAMNYECKOTO  (NJTaHOBOTO)  HMHCIIEKTHPOBAHHS
TIPOH3BOJICTBA chopMyIHPOBAHO c yYeTOM
NPEANIOKEHUH TI0  YCTAHOBJIEHHIO  UIMTEILHOCTH
MIPOBE/IEHUS UHCIIEKTHPOBAHUA (CM. IPEUIOKEHHS K II.
36 TpebGoBanuii).

A63anps! 1 u 2 mynkra 36 W310XUTE B pe/lakiiHg: Vyreno.

Tpebopanuit

«36. MHcnexkTupyromas OpraHH3alus I[POBOIAT
aHaIM3 MpPEACTABICHHBIX JOKYMEHTOB B TeyeHnue 10
pabounx JHEH cO [HS IOAa4H IPOH3BOIHUTEIEM
MEIHIUHCKOT0 H3eIHs HJIH ero VIOJHOMOYEeHHBIM

IpeICTABHTEIEM 3asBKH 0 IPOBE/ICHHH
INEPHOJUYECKOTO  (IUJIAHOBOTO)  WHCIEKTHPOBAHHS
IIPOH3BOACTBA. B ciydae ecnu HHCHEKTHPYIOINAS
OpraHM3alMs INpHHANA pElIeHHEe O IIPOBEICHHH
NEPHOANYECKOT0  (IUIAHOBOTO)  HHCMEKTHPOBAHHA
IPOU3BOACTBA, OHA 3aKTIOYaeT COOTBETCTBYHOLIMMA

JOTOBOp C IPOH3BOAMTENIEM MEIWIOHHCKOIO H3OCIIHA
HJIH €70 VIIOJTHOMOYEHHBIM MpeACTABHTE/IEM.
Omeﬂ OpraHu3salnuyA H NpOoBEICHHA
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Wuble npeanoxeHus K
npoekTy pemmerus EDK
A (HIH)
UH(OPMALIHOHHO-
aHAJTUTUYECKOHU cripaBKe
(ykasbiBaeTca
CTPYKTYDHBIH 3JIEMEHT —
pazzien, MyHKT,
HOIIYHKT, ab3all u zp.)

OOhoﬁvmﬁmmﬁm HaIIpaBJICHHOT'O MPEIJIOKCHHA

Wubopmarus o nwie, HalpaBHBIIEM
TIpeIoKeHue,
a TaKKe crocode HanpaBieHHs
MPeUI0KEHHS

Hndopmanus nemapramenTa,
OTBETCTBEHHOTO 32
IIOITOTOBKY IIPOEKTa
pemenus EDK, 06 yyete
(4acTHYHOM yueTe)
[pe/ICTaBIeHHOTO
npeanokeHus mubo 0b
OTKJIOHEHHH
(c obocHOBaHHEM
YaCTHYHOTO YU€Ta HIH
OTKJIOHEHHUSA )

6

8

NepHoOANYecKoro  (IJIAHOBOI0) HHCHEKTHPOBAHHSA

HNpPOH3BOACTBA HE JOJIKEH B COBOKYIIHOCTH

npeeplmarsh 90 paGouux aHeH co JHA 3AKJIOYEHHHA

COOTBETCTBYVIOILIIEIr0O JOroBopa ¢ TIPOHM3BOJAMHTEJIEM

MEIHITHHCKOI0 H3IC/AHMHA HJAH €ro vioJHOMOYECHHbIM

NpeaCTABHTEIAEM.
B clIydac €CJIH IIPHHATO OTPHLATCIBHOC DEIICHHE,

WHCIIEKTHPYIOIIAas  OpraHM3allusi  YBEIOMIIET B
NUCBMEHHOH (opMe MPOH3BOIUTENS MEIHIIHHCKOTO
W3JeTHs MM _ero YIOJHOMOYEHHOr0 NMpeACTABHTEN
00 oTKase B MPOBEJECHHH NEPUOAUYECKOrO (IJIAHOBOIO)
HMHCIIEKTHPOBAaHHS  IPOM3BOACTBA  (C  yKa3saHHEM
IPUYHH). ».

[Tomnaraem 1enecoodpa3HbIM perIaMeHTHPOBATH CPOK
IIPOBEICHUS MEPHOIHYECKOTO (nm1aHoBoOro)
WHCIEKTHPOBAHUS, AHAJTOTHYHBIA CPOKY INPOBEICHHUS
IEPBHYHOTO MHCIEKTHPOBAHHS.

IIynkt 40 TpeGoBanmit

W3710%uUTh B peakuu:

«40. IlpowsBoauTens MEOWUIHHCKHX H3JAEIUH HJIH
€ro___ VIOJHOMOYEHHBIH _ NpeICTaBHTENIb  BIpPaBe
oOpaTUTECSI B HHCMNEKTHPYIOIIYIO OpPraHH3alui0 ¢
3asIBJIEHHEM 0 IIPOBEICHHH BHEIJIAHOBOTO

Vureno.




19

HWupie npeioxenus K
poexTy peureHus EDK

Hudopmarms nemapramenta,
OTBETCTBEHHOTO 32
IOATOTOBKY IIPOEKTA

u (An) pemenns EDK, 06 yyere
Wudopmanus o nune, HanpaBuBIIeM
HHGOPMAIHOHHO- (yacTH4YHOM yuere)
. IIPeUI0KEHHE,
aHAIMTHYECKOH CIpaBKe ConepxxaHue HalpaBIEHHOTO MPEIOKEHHS IPEACTaBIEHHOTO
a TaKke crocode HampaBlIeHHs
(yxa3biBaercs npeanoxeHus modo 06
. NIPETOKEHUS
CTPYKTYPHBIH 3JIEMEHT — OTKJIOHEHHH
paszmen, MyHKT, (c obocHOBaHHEM
TIOAIIYHKT, ab3an | ap.) 9aCTUYHOTO y4eTa Wi
OTKJIOHEHHS )
5 6 7 8
HHCIIEKTHPOBAHHUSA IIPOU3BO/ICTBA B CIEAVIOIIUX LEIX:
a) BHECEHHE U3MEHEHHH B nepeueHb
NPOH3BOACTBEHHBIX  IUIOMIANOK, IIEPEYEHb  IPYIIN

(moArpymm) MEIMUMHCKHX H3JENHi, Ha KOTOpEIE
paclpoCTpaHseTCs [OEHCTBHE OTYeTa O pe3yJibTarax
IIPOBEICHHS HHCIIEKTHPOBAHHS,

0) NOATBEpPKIECHHE YCTpaHeHHsA HaApYLIEHHH MO

pesynbTaTam IPOBEICHHUS HHCIIEKTHPOBAHHS
IIPOM3BOJICTBA;

B) TIOATBEPXK/ECHHE YCTPaHEHHs [PHYAH, KOTOpHIE
TIPUBEITH K BBIITYCKY HeloOpoKadecTBEHHBIX
MEIHIMHCKAX H3JENIUH, IOCPEeACTBOM  BKIHOUYEHHUS

OTYeTa O MPOBEJACHHH BHEIUIAHOBOTO MHCIIEKTHPOBAHHS
B 3aKMIOYHTENILHBIA OTYET O KOPPEKTHPYIOLIMX
JOEHCTBHAX 10 (pOpME B COOTBETCTBHH C IPHIOKEHHEM
N 2 k |[IlpaBunaM TpoBeIeHHS MOHHTOPHHIA
Oe3onacHoCTH, KayecTBa H s dexTuBHOCTH
MEIHUITHHCKUAX U3JICITHH;

I) DOATBEPXKICHHE BHEIPEHHS MPOM3BOJHTENIEM

CHCTEMBl ~ MEHE/DKMEHTa  KayecTBa  MEHIMHCKHX
H3/IeHH, 3aPErHCTPUPOBAHHBIX B COOTBETCTBHH ¢
IlpaBuaamu PETHCTPALIHH H IKCHEPTH3bI
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Hubie npeanoxeHus K
npoekTy pemenus EQK
U (1m)
HHPOPMAIHOHHO-
aHAITUTHYECKOH CIIpaBKe
(yxa3seIBaeTcs
CTPYKTYPHBII 3JIEMEHT —
paszen, OyHKT,
NOJIIYHKT, ab3ar u 1ip.)

Oohmﬁmﬁmmﬁﬂ HalIpaBJIICHHOI'O IpeIJIOXKECHHS

Wudopmaius o mime, HapaBUBILEM
IIPEI0XKEHHE,
a TaKKe crocobe HanpaBiIeHHs
NIPEATI0KEHHS

Hudopmanus nenapramenra,
OTBETCTBEHHOTIO 3a
IOATOTOBKY MPOEKTa
pewmenus EDK, 06 yuere
(YacTHuHOM yUETE)
IpPENCTaBICHHOTO
IpeUTOKeHHs 1100 00
OTKJIOHEHHH
(c obocHOBaHUEM
YaCTUYHOTO y4eTa HiTH
OTKJIOHEHH )

6

8

0e30MACHOCTH,  KadecTBa W 3(deKTHBHOCTH
MEIMIHHCKHX H3/1e/HH, YTBepKIeHHbIMH Pemennem
Cosera EBpa3suiickoii 3K0HOMHYECKOH KOMHCCHH OT
12 deBpans 2016 r. Ne 46 (B ciryyae eciy OIeHKA 3TOH
CHCTEMBl MEHE/PKMEHTa KadecTBa Ha COOTBETCTBHE
HacTodmuMm TpeOoBaHHAM HE IIPOBOIWIACE B X0/
NpoIeIYPhl PerHCTPAINH MEIMIHHCKO0 H3IeIHs B
pamkax Coro3a).

Cpok opraHH3anMH H NPOBeIEHHS BHEILIAHOBOIO
HHCIEKTHDOBAHHSA NPOW3BOJCTBA _He JIOJGKEH B
COBOKYIIHOCTH NpeBbImAaTh 90 pabouunx aHeil co aHs
3aKJI0YeHHA  COOTBETCTBYIOIIEr0  0roBopa ¢
IPOH3BOANTEIeM MEeNHIHHCKOr0 M3IeIHs HJIH €ro
YIOJIHOMOYEHHBIM IPEICTABHTEIEM. ».

[Tonaraem menecoobpazHbIM:

- pErIaMEHTHPOBATE CpOK IIPOBENIEHUS
BHEIUIAHOBOI'O HHCIEKTHPOBAHHSA, aHAIOTHYHEIH CPOKY
[IPOBEJICHHS IEPBUYHOIO HHCIIEKTHPOBAHHS;

- yrounuTh mi. «r» 1. 40 TpeGoBanmit ¢ yderom
IPOTOKOJIA 3acelaHus pabodell rpynmsl oT 5-6 maprta
2025 r. Ne 2/men.

ITynkr 41 TpeboBauuii

H3nmoxuTe B PEOaKIIUHA:

VureHo.
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Wnbie npennoxenus k
npoeKTy pemenus EQK

Hndopmanus nenapramenra,
OTBETCTBEHHOTO 32
IOJrOTOBKY MPOEKTa

u (um) emenus EJK, 06 yuere
Hudopmarius o nure, HanpaBuBIIEM g r B S
HH(pOpMaIHOHHO- (4acTHgHOM yueTe)
. TIPEIIOKEHHE,
AHAJTHTHYECKOH CrpaBKe Conieprkanre HaNpaBIEHHOTO IIPEIIOKEHHUS IIPEJICTABICHHOTO
a TaKKe crocobe HampasleHUs
(yxa3bIBaeTcs IpeUIOKEeHU THO0 06
. IPEUIOKESHHSA
CTPYKTYPHBIH 3JIeMEHT — OTKJIOHEHHH
paszen, MyHKT, (c obocHOBaHHEM
IOAMYHKT, ad3aIl u 1p.) YaCTHYHOTO y4YeTa HITH
OTKJIOHEHHS )
5 6 7 8

«41. Ilo pesynpTaTtaM NpoBeJEHHs] BHEILIAHOBOIO
HHCOEKTUPOBAHHS MPOM3BOACTBA B LENIX, YKa3aHHEBIX B
noanyHkrax "a" - "B" mymkra 40 HacTOSmmx
TpeboBanuii, HHCIIEKTUPYIOLIas OpraHu3aius
oopmiseT oTHeT HO GOpPME COrNacHO HPHIOKEHHIO N
7, B LEIAX, YKa3aHHBIX B MOANYHKTE "T" nyHkta 40
HacTosux TpeGosanuil, - Mo hopMe B COOTBETCTBHH C

npunoxkendieM N 4 k HacrosmuM TpebGoBaHHAM.

Ot4er, odopmiaeHHbIH B HeasX, VKAa3aHHBIX B
noanyeakTe "r'" nynkra 40 nacrosmux Tpebosanmii,
[CHCTBHTE/IEH B TeueHHWe 3 JIeT co AHHA ero BbLIa4H,
OTYET N0 pe3yabTaTaM NpOBeJeHHsS BHEIIAHOBOIO
HHCIIEKTHPOBAHHA  NPOHM3BOIACTBA B HeJsX,
YKa3aHHBIX B_moanyHkTax "a'" - "B" myvakra 40
HacTosmmux TpeGoBaHuii, - 10 oKoHYaHMS cpoka
AEHCTBHA 0TYeTa 0 Pe3yabTATAX NEPBHYHOLO HJIH
NEPHOAMYECKOr0 (MJIAHOBOIQ) MHCIEKTHPOBAHHS
NPOH3BOICTBA, IPOBEJICHHOI0 B OTHOIIEHHH JAHHOT0
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HHbie mpeioxenus K
npoekTy pemenus EJK

Hndopmanus nenapramenra,
OTBETCTBEHHOTO 32
IOATOTOBKY IPOEKTa

" (M emenus EDK, 06 yuere
) Wudopmarus o nuie, HampaBHBIIEM P e SO
HHPOPMAILHOHHO- (gacTHYHOM yuere)
. IIPEUIOKEHHE,
AHAIUTHYECKOH CIpaBKe ConepxaHue HalIPaBIeHHOTO MIPEUIOKEHHS IIPE/ICTaBIEHHOTO
a TaKxkKe crocobe HampaBIeHUs
(yka3biBaeTcs IIpeI0XKeHH JTHO0 00
. IIPENIOKEHHUS
CTPYKTYPHBIH 2JIEMEHT — OTKJIOHEHHH
pasznen, myHKT, (c obocHOBaHHEM
NOJIYHKT, ab3ar u zp.) YaCTHYHOTO y4YeTa MITH
OTKJIOHEHHS)
5 6 7 8
IPOH3BOAUTEIS. ».
Ilonaraem  menecooOpa3sHEIM  H3MEHHTH  CpOK
NEeHCTBHMs BHEIIAHOBOTO OTYeTa BO  H3bekaHHe
Heo0X0IuMOCTH IIPOXOKICHUS MHOTOKPaTHOTO
HHCIIEKTHPOBAHUS NTPOK3BOJICTBA B TEYEHHE roJa.
[TynkTs1 3.1 N3710KUTE B pelakivu: Varewo.
npuoxenni Ne 4, 6 u 7 «Ilomroe ®  cokpameHHOe (IpH  HATHUMM)
x TpeboBaHmsM HAaHMCHOBAHMSA FOPUAWYECKOTO JHIa (B TOM YHCIIE
bupmMenHOe HaNMEHOBaHHE), OpraHH3aIMOHHO-
npaBosas ¢opmMa H agpec (MeCTO HaXOKIECHH:),
KOHTaKTHas HH(pOpPMAIys, CBeJeHHS 0 perucTpAIHH
(HoMep, xarTa)».
IMonnyskr «e» myHkTa 1 M310%uTh B penakiue (B UeNAX NPHBEICHAA B VYuareno.
npunoxerus Ne 5 k COOTBETCTBHE C TOJOKEHAAMH [IpaBun perucrpanuu u
Tpe6oBarmsm JKCHEPTHU3EI mnuoumomomamu KayecTBa H 3G PeKTHBHOCTH
MEJMIIMHCKHX W3JIENHH, YTBEP)KICHHBIX peIleHHEM
Coseta EBpasuiickoii 3KOHOMHYECKOH KOMHCCHH OT
12.02.2016 Ne 46):
«€) OmMCcaHHE COCTABHBIX YaCTEH, B TOM 4YHCIE
[epeYCHb BO3MOKHBIX MoOjejeii (MapoK) BapHaHFeB
HEHOHHeHHA PACCMATPUBAEMOT0 H3JEIIH; ).
H3n0xuTh B peakim: VYureno.

[IynxT 15 npunoxenus
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WHble npeanoxenus K

Hudopmauus nenapramenrTa,
OTBETCTBEHHOI'O 3a

npoexTy pemenus EQK IOArOTOBKY IPOEKTa
U (mm) emenus EDK, 00 yuere
Hndopmanus o nuie, HanpasuBIIEM P 20
HH(pOopMaHOHHO- (JacTHYHOM yyeTe)
. NpeJII0JKeHHe,
aHAJIUTHYECKOH CIIpaBKe ConepsxaHue HapaBIEHHOTO MIPEUTOKEHHS IIPEJICTABIEHHOTO
a TaKke crnocobe HalpasjeHus
(ykxa3piBaeTcs npeutoxkeHust 1100 06
. NPEIIOKEHHs
CTPYKTYPHBIH 3IIEMEHT — OTKJIOHEHHH
paszen, myHKT, (c obocHOBaHHEM
MIOJITYHKT, ab3ar u Jp.) YaCTUYHOTO y4eTa HITH
OTKJIOHEHHS)
5 6 7 8

Ne 5 k TpeGopanusm

«15. Texuuueckuit Gaiin MoKEH BKIIOYATh B ceds
KpaTKO€ H3II0XKEHHE DE3yNbTaTOB MNEATENBHOCTH IO

BepHHKAITHH U BaIM AN IIPOrpaMMHOTO
oOecreYeHHs, BBIIOJHEHHONH NPOM3BOAHTENEM B
OpFaHH3aHHH-HPOHIBOAHTEHE. ),

[Moanyukr 7 myHKTa 3 H310XHUTE B pelakiiyy:

npunoxeHns Ne 8 k «7. TpeboBaHHsA K IpoLeccaM HPOEKTHPOBAHHA H

Tpebopanmsam pa3spabOTKH  CHCTEMBI ~ MEHE[KMEHTa  KadecTsa
MEIHIMHCKHX H3JeNud (0 _NpPHMEHHMOCTH iiFaee

HOFeHHHAALHOTO-PHEKa-HpHMeHeHHA3)).

OTMmeyaeM, 4YTO NpOLECCHl NPOESKTHPOBAHHA U
pa3paboTky 06s3aTeNbHEI, HAPHMED, I8 METUIIHHCKHX
H3JIC/Hi Kjlacca MOTEHIHAIBHOI0 PHCKA IpUMEHEHHS |
W HECTEPHJBHBIX MEAMIMHCKHX H3JEIMH Kjacca
NOTEHIMAIBHOTO  pHCKa  IpHMeHeHHs 2a (B
CoOTBeTCTBHH ¢ 1. 3 TpebGoBammuit).

Vyureno.

3aMecTUTeNb AUPEKTOPa
JenaprameHTa TEXHUYECKOTO
PEryJIUPOBaHUS U aKKPEIUTALINH

Y.M. MambeTtanueBa
17 HOs16ps1 2025 T.




