PuUckn mexaHnsma
LLEHOBOIO peryJimpoBaHus
MeAULUMUHCKUX nsaenamm

MockBa, ®eBpanb 2020

. International Medical Device Manufacturers Association



Johmsonafohmson () ZIMMER BIOVET

By
. L]
ReCkitt Abb tt » .‘i’:; ) EH e T e T O W
Beaniser a 0 LIMGM o @ ggp‘uﬁe‘!esﬂ!’nﬂe‘s*ﬂh
= CoESENIUS A\ .
-y VALEANT ¥ MeDicALcARe K URSAPHARM  [IBTANVIRIID)

sysmex @ Bisciio
@ BD KAVO«" Kerr ng Adsmgenuffiﬁ @
y N SIEMENS .-, -
!#&‘&\ =~ Healthineers "’ BIORAD

I H I ll ps N MEDICAL SYSTEMS
Together, we make it possible.
Y P\

GE Health
© ascensu ~FERUMO  SCA I Medironic
mindray  e@ . ... & BIOTRONIK ArhiéX<

Canon
CANO! AL SYS

: e HEALTH CARE
i’.ﬁi F\l\.ll:lgEl‘l AIOOI"I Siwg\ggtis OO0 «BEJTA BocTok»
By OLYMPUS 1
-LQE OmRrRON o o e & straumann seni
Edwards Baaxter e i - 3E R\ Y 2 SARSTEDT
//Cephe,-d@ .:':. A"ergan NNNNNNNNNNNNNNN — E Ortho Clinical Diagnostics
[ -

A better way.

MRBRCTK tivanNova @ ConvaTec )y FRESENIUS

BOUle Health innovation that matters

il




Perynupyiolliee 3aKoHOA4aTe/IbCTBO CEroaHs

M. 2 ct. 80 ®3 o1 21.11.2011r. N2323-®3 «O6 oCcHOBax OXpaHbl 310POBbS
rpaxkgaH B Poccumnckomn Oepepaumm»

M N2968 ot 22.09.2014r. "O nopagke ¢oOpMUPOBAHUSA TMEPEYHEN
MeJULMHCKUX nu3aenmmn”

NepeyeHb MW, uMnaaHTUpPYEeMbLIX B OpraHuUsM YyesioBeKa MNMpuU OKasaHUMU
MeAULUHCKOM NMOMOLLU B paMKaxX MporpamMmbl rocyfapCcTBeHHbIX rapaHTUM
6ecnaaTHOro OKasaHuA rpakpaHaM MeauUMHCKOM nomouwm + [lepeyeHb
MW, oTnyckaembiXx Mo peuentaMm Ha MeAUUMHCKUE u3nenus npu
npenocTaBAeHUM Habopa coumanbHbIX yenyr (M3HavyanbHo yTB. P N 2762-p oT
29 nekabpsa 2014r., notoM 6b1a pacwmpeH PN 2229-p o1 22.10.2016r. 1 ewe
pa3 akTtyaim3supoBaH 31.12.2018r. PIM N23053-p). CornacHo [MNN2968
obHoBeHMEe [lepeyHen ocyLLecTBAsEeTCS He pexe 1 pa3a B 2 roga.

MM N21517 ot 30.12.2015r. "O rocyaapcTtBEHHOM peryanpoBaHumn LueH Ha MU,
BKJIIOYEHHbIE B NepeyeHb MU, MNAaHTUPYEMBbIX B OpPraHM3M 4YesoBeKa npu
OKa3aHMMU MeJMLMHCKOM MOMOLLM B paMKax NporpamMMmsbl rocyaapCTBEHHbIX
rapaHTUiM 6ecnaaTHOro oKasaHus rpaXxagaHamMm MmeaulmMHCKon noMmom"



LIEJIN BHeapeHUa
MEXAHN3MA ueHoBOro peryiMpoBaHus

v [Mpo3pavyHOCTb NpoLeaypbl 3aKyNnOK BO BCEX permoHax

v’ BblpaBHMBaHME 3aKYMOYHbIX LLEH MO CTpaHe

V' 3bbEKTUBHOCTL PACXOA0BAHMS FOCYAAPCTBEHHbIX CPEACTB



Y10 perynmpyertcs

B Hactosawee Bpemsa B llepeyHe UMW - 372 suaga UMW, n3 Kotopsbix

OKOJIO TPETN MOMEYEHDbLI * U He noanexXat ueHoBoMy peryimpoBaHUIO
(omHeceHbl K MW, ucrnosb3yeMbiM A1 NOAMOMOBKU K UMIMIAHMALuu, npeaomspalleHus
OC/IOXKHeHUU Mpu Xupyprudyeckux BmeLlamesibcmBsax, AOCMABKU, GUKcALUU U U3BJieYeHus
MeAULUHCKUX u3genuti, UMMIaHmupyeMbiX B OPraHu3sM 4esioBeKd, U BK/HOYeHHble B
YKA3aHHbIU nepeyeHs);

Ha octanbHble 213 BupoB WMMMW, BKAoYeHHbIX B [lepeyeHb U He
MOMEYEHHbIX *, PeEryIMpoBaHnI0 noasiexaT npefesibHble OTMYCKHbIe
LeHbl Npou3BoAUTENEN U NpeaesibHble pa3Mepbl ONTOBbIX HaAbaBOK K
$GaKTUYECKNM OTMYCKHbIM LeHaM;

HavanbHble (MaKCI/IMa}'IbeIe) LHEHbl KOHTPAKTOB Ha 3aKYyrNKy MeaAULUUNHCKUX
I/I3,EI,€III/IIZ HEe MOryT npesbillaTtb 3apErMcTtpyupoBaHHbl€ MpeaeJibHbie
OTNYCKHbIE LLeHbl NponsBoAnTENEN HA MeAULUUNHCKUE U3LENUSA C YYETOM
YCTAaHOBJIEHHbIX NpeAe/ibHbIX Pa3MepoB ONTOBbIX HAA6AaBOK U HAJI0ra Ha

n0006aBJIEHHYIO CTOMMOCTb (ons mMeguuuUHCKUX u3fenuli, obiaraeMblX HAJ0roM Ha
J06aB/IeHHYH0 CMOUMOCMB).




Pa3sButTue CUTYaLUMM (1a Hayaso 2020 roga)

30 pekabpa 2016 ropa P3H Bbinyctn wu  pas3ocnan npomussoamtensm UMW,
BKJIIOYEHHbIM B [lepeyeHb, 3anpoc o0 npeaocTtaBseHmnn B CpoK Ao 15 maprta 2017 roga
COOTBETCTBYIOLEN MHPOPMALIMM 32 OTYETHbLIN nepuog, (¢ 1 sHBapsa no 31 aexkabps 2016
roga) oas pacyeta cpefHeB3BELLIEHHbIX LleH Ha JaHHYH NPOAYKLMIO;

1o 15 ntona 2017 r. P3H pomkeH 6bin paccumntatb, cornacoBatb ¢ PAC n onybanMkoBaTb
cpefHeB3BelleHHble UeHbl no BuaaM WIMW, BKkaoyeHHbIM B [lepeyeHb, a
NPOU3BOAUTENN OOJ/KHbI OblAM NoJaTb 3asABNAEHUS HA perncTpauuto npeaenbHbIX
OTMYCKHbIX LUEH MCXOAS U3 pacCYUTAHHbLIX cpeaHeB3BeLWIEeHHbIX UueH no smaam VMU,
BKJItOYEHHbIM B [lepeyeHb (Kpome™);

o cocTosiHMio Ha deBpanb 2020 r. onybaMKoBaHbl cpegHue LeHbl no 152 supam MMU
lNMepeyHa u3 213 BUAOB, LEeHbl HA KOTOpble NoaJieXxat peryJmpoBaHuio, U3 KOTOPbIX
3aperncTpmpoBaHo 2952 npepenbHblX OTMYCKHbIX LLeHbl NpOU3BoAUTENIEN BCEro no 24
3aperncTpupoBaHHbIM BUAAM;

http://www.roszdravnadzor.ru/services/micode_price
http://www.roszdravnadzor.ru/services/mi_prices

[0 1 ceHTa6psa 2017 r. cybbekTaM PO 6b110 peKOMeHA0BaHO YCTaHOBUTL NpeaesibHble
pa3Mepbl OMTOBbIX HAaAbaBOK K (GaKTUYECKMM OTMYCKHbIM LEHaM Ha MeauUMHCKUe
N3aenuns, Ho NokKa ony6/IMKOBaHbI LiEHbI HE BO BCceX pernoHax (69 ns 85).



OCHOBHble Npo6sieMHble MOMEHTbI

KoppekmHocmb MEXAHWU3MA ueHOBOro peryaupoBaHUSl. Muorve
Buabl UMW, BKAtoyeHHble B [lepeyeHb, ABASAKOTCS CAUWKOM 00WUMMK, 06beMHALWUMU
OT/INYaKoLLMECS MO CBOMM CBOMCTBAM, Ha3HAa4Ye€HUIO U, COOTBETCTBEHHO, ctomMmocTn MMMW.
HackonbKo PacyeT cpeaHeB3BELLUEHHbIX LLEH MO TaKUM BUAAM MOXKET ObITb KOPPEKTHLIM?

Cno>xkHocmb peaausauuu MEXAHU3MA LleHOBOro

peryiupoBaHus.

PacueT cpegHeB3BeLWEeHHbIX LeH Ha nMnopTHble UMW ocywectBageTca ncxoad s LLEH BBO3a,
KOTOpbl€ HEe OTparkatoT CYLECTBEHHY 4acTb pacxoaos npousBoautens/YI, cBs3aHHy C
obpaweHnem WMMWU yxe B PO. [lo M™MHOrMM BuaaM, HECMOTPS Ha Haanyme
CpeAHeB3BELIEHHOW LUEH, A0 HACTOALWLEro BpeMEHU OTCYTCTBYIOT 3aperncTpmMpoBaHHble LEHbI
Npou3BOAUTENIEN U B NMpeaenax oaHOro Buaa 3apermcTpupoBaHHbIX LLEH NPOU3BOAUTENEN
3HAYNTENBbHO MEHbLLE, YEM CaMUX U3AENUN.

Cutyaumus c HagbaBkaMu, B LLE/IOM, AOCTAaTOYHO NpobsemMmatnyHas, o4eHb 60/1bLION pa3bpoc
+ HEOAHOPOAHAaA TPAKTOBKA pa3HbIMM permoHamm yctaHoBneHHbIX MM1517 tpeboBaHUN.

He Ha Bce Buabl UMW, BkatoyeHHble B [lepeyeHb, yCTaHOB/1IEHbI CpeHEB3BELUEHHbIE LEeHbI;
He BO BCEX PErMOHaxX YCTaHOBEHbI HAA0aBKU K GaKTUYECKMM OTMYCKHbIM LeHaM Ha UMW; He
NO BCEM CPeAHEB3BELLUEHHbIM LIEHaM €eCTb 3aperucTtpupoBaHHbIe LiEHbl NPOU3BOAUTENEN.
CoOOTBETCTBEHHO, B C/y4asix, He npeaycMoTpeHHbix MMM1517, B T.4. B 0603HAYEHHbIX Bbille,
3aKyMnKa AOJ/KHA OCYLUECTBASATLCS B COOTBETCTBUM C OOLIMMU MONIOXKEHUAMU CT.22 44-D3
(PazbsaAcHeHUe MuH3apaBa PO). PUcCK Ang cBoeBpeMeHHOCTU noctaBok MU B JINY.




Bo3MoXXHble PUCKU

*B HacTosuwee BpeMs MuH3apaB Poccum Beaet paboTy no BHeceHUto nameHeHmm B NN N21517. B
nocnegHem AOCTYNMHOWM BEPCUM MPOEKTA YTOYHAETCA NpuUHUMN POPMUPOBAHMSA HavasIbHOMN
(MakcuManbHOM) UeHbl KoHTpakta (HMLUK). Mpu 3ToM M3 npoeKkta 6bl1a  MUCKIKOYEHa
nepBoHa4vanbHo npeanoxeHHass BAPUATUBHOCTb Bo3smoxHocTen ana popmupoBanmsa HMLUK,
K/JIIO4EBOM OCTajslaCb €AMHCTBEHHAs MPUBSA3KA K CpeAHEB3BELUEHHbIM OTMYCKHbIM LEHAM Ha
MeAVUUHCKUE usgenma no suaamMm cornacHo HKMWM ¢ ydyeToM yCTaHOB/IEHHbLIX MpeaenbHbIX
pa3MepoB OMTOBbIX HaA6aBOK W Hasora Ha J06aB/IeHHYH0 CTOMMOCTb (AN MeAMUMHCKUX
u3gennn, obnaraeMbix HaloOromM Ha A06aBNEHHYIO CTOMMOCTL), a TaKXKe MPOEKT COAEPXUT paf
MHbIX WM3MeHeHUWN. [lpoeKT npowen nyoanyHble OOCYXXAEHUS U OLEHKY PEryInUpyroLLEro
Bo3gencteua (OPB) http://regulation.gov.ru/projects#npa=77819, opHako, [0 HacCTOALWEro
BpeEMEHU He 6bin NpuHAT. EcTb cepbe3nbin PUCK, 4To npu peanansaumum MexaHusma LLEeHOBOro
peryampoBaHua u ¢popmuposaHma HMUK no MMM1517 BO3MOXKHbI CJ/IOXKHOCTU C SIBKOU M
y4yactueMm B Toprax. UTOl: puck cpbiBa noctraBok MU.

*dopmuposaHme Kartanora toBapoB, paboT M ycayr AnsA rocygaapcTtBeHHbIX Hyxna, (KTPY).
CdopmupoBaHHble Tpynnbl MW  aBRsOTCA  TakKe [OCTaTOMHO OOWMMU, OObeaMHAIOT
oT/InYaroLMecss no CBOMM CBOWMCTBAM, Ha3HAYeHUIO WU, COOTBETCTBEHHO, cToMmMocTu MW, +
HeobxoaAnMMO yuuTbiBaTb MOCTOSAHHbLIM Npouecc pa3sutna MW, noseBneHne WMHHOBALMOHHBIX
npoayktoB. Heobxoaumoctb onepatmBHoro obHoBnenus bl KTPY. PUCK «BbiMbiBaHUA» U3
Kateropuin Hambosnee 3pdHeKTUBHbIX U MHHOBALMOHHbIX (HO U 6osee aoporocroawmx) MU +
OJHOBPEMEHHO YyJ0pOoXaHue ux 6o0jiee npocTbiX M [elieBbiX aHaJoroB (MCKYCCTBEHHOE
NOATArMBaHUE K YPOBHIO CpeiHEB3BELUEHHOM LLEHbI 3a CYET OTCYTCTBUSA aJibTepHaTuBbl). UTOT:
OTCYTCTBUE BO3MOXXHOCTU obecneyeHus 3dPeKTMBHOM MEeAULMHCKON NOMOLUU AN TPaXKAAH

CTPpaHbI.
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