IIpoexr

IMPABUTEJBCTBO POCCUMCKOHN ®EJEPAIINN

ITOCTAHOBIJIEHMNUE

OT « » 2019 . Ne

O npoBenenuu Ha Teppuropuu Poccuiickoin Penepanum IKCEPUMEHTA 110
MapKHPOBKe CPeCTBAMH WAeHTU(PUKAIMY MeIMUMHCKUX U31eJIui 1
MOHHUTOPHMHIY 32 HX 000POTOM

IIpaButenscTBO Poccniickon Penepaimi 1O CTAHOBJA A ET ¢

1.  VYTBepauth npumaraemoe [lomokeHne 0 MPOBEAECHUH HAa TEPPUTOPUH
Poccuiickon ~ ®denepanyu  3KCHEPUMEHTAa IO  MapKUPOBKE  CPEACTBAMHU
UACHTUUKAIIMY MEIUIIMHCKUX U3JEIUI 1 MOHUTOPUHTY 32 UX 000POTOM.

2. Tlposectu ¢ 1 despana 2020 r. o 1 centsi6ps 2021 r. Ha TeppUTOpUH
Poccuiickon ~ ®denpepauyu  3KCHEPUMEHT IO  MApKUPOBKE  CPEACTBAMHU
UJIECHTU(PUKALIMU OMpPEACICHHBIX TPYNI MEAUIMHCKUX H3ACIUA U MOHUTOPUHTY
3a X 000pOTOM (J1aJIee — IKCIEPUMEHT).

3. YcTaHOBHTB, YTO (peAepaIbHBIMU OpraHaMU UCIIOJIHUTENILHOMN BIACTH,
YIOJHOMOUYEHHBIMU Ha O0O€CTeueHUe TMPOBEACHUS OKCIIEPUMEHTA, SIBIISIOTCS
MuHucTepCcTBO  NPOMBILUIEHHOCTH U ToproBin  Poccuiickonn  denepanuu,
MunucrepctBo 3apaBooxpaHenus Poccuiickon ®enepanun, MuUHHCTEPCTBO
¢bunancoB Poccuiickoit denepanuu, MUHUCTEPCTBO TU(DPOBOTO Pa3BUTHS, CBA3U
U MaccoBbiX KoMmyHHKanuii Poccuiickoit ®denepanuu, denepanbHas ciayxOa
1o HaA30py B cepe 3apaBooXpaHeHusi, MUHUCTEPCTBO SKOHOMHYECKOTO Pa3BUTHUS
Poccuiickoit @eneparuu, OenepanbHas TaMOKEHHAs CITy»K0a.

4. Cormacutbcsi € TPEIJIOKEHUEM O00IIecTBa C€  OTPaHUYEHHOUN
oTBeTCTBEHHOCThIO  «Omepatop-LIPIIT» 00  ocymecTBieHnn  ykazaHHBIM
oOmIecTBOM Ha 0e3BO3ME3IHON OCHOBE (YHKIMI omeparopa HH(POPMAIMOHHOM
CHUCTEMBI, HCIOJIb3YEMOMU B LeJIX IIPOBEICHUS DKCIIEPUMEHTA
(manee — nH(popMaIIMOHHAS CUCTEMA).



5. PexomennmoBath  omeparopy MH(MOPMALMOHHOW  CHUCTEMBI IO
coriacoBanuio ¢ Munnpomroprom Poccun m MunszgpaBom Poccuun paspaborath
1o 1 maprta 2020 r.:

a) TpeboBaHUA K HH()OPMAIIMOHHON CHCTEME;

06) TpeOoBaHUS K OOECHEUEHUIO 3alUTH HHPOPMAINH, COAepKallencs
B MH(OPMAIIMOHHOM cucTeMe, U K 00ecrieueHUI0 HH()OPMAIIMOHHON 0€301acHOCTH
IIPU UCIIOJIb30BaHUN MH(POPMAITMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTUH B paMKax
JKCIIEPUMEHTA.

6. MunucrepcTBy MPOMBIIINIEHHOCTH u TOPTOBJIH
Poccuiickoit @enepaiinu 00eCeunTh:

a) KOOpDAWMHAIIMIO W MOHUTOPUHI palbOThl YYaCTHHKOB 00O0pOTa
OTJIEIbHBIX BUJIOB MEAUIIMHCKUX U3JIEIUI, YIaCTBYIOIINX B SKCIIEPUMEHTE;

0) no 1 anpens 2020 r. mo coriacoBaHuio ¢ GpeAepaTbHBIMU OpraHaMH
UCIIOJIHUTENIHOM BJIACTM W TOCYIapCTBEHHBIMU BHEOIOKETHBIMH (DOHIAMU,
YIOJHOMOYEHHBIMU B COOTBETCTBUU C MYHKTOM 3 HACTOSIIIETrO MOCTAaHOBJIEHUS Ha
o0ecrnieueHre NpoOBEACHMSI SKCIIEPUMEHTA:

YTBEPKJICHUE METOAUYECKUX PEKOMEHIALMK I10 IPOBEACHUIO DKCIIEPUMEHTa U
I1aHa-rpauKa MpoBeICHUs SKCIIEPUMEHTA;

YTBEPKJIEHUE TpeOOBaHUW, MNPEIBABIAEMBIX K HH(DOPMALMOHHOW CHUCTEME, U
TpeOOBaHMI K OOECHEYEHUI0 3alluThl MHGOPMALMM, COAEpKaleics B
MH(POpMAIIMOHHON cucTeEME, U 00ecTieueHUI0 MH()OPMAIIMOHHON O€301TaCHOCTH MPHU
UCIIOJIb30BAaHUU HMH(OPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJOTMH B paMKax
DKCIIEPUMEHTA;

B) COBMECTHO ¢ (efepaibHbIMU OpraHaMHM HCIIOJIHUTEIbHOM BJIACTH,
YIOJIHOMOYEHHBIMU B COOTBETCTBUU C IIYHKTOM 3 HACTOSILIETO TOCTAHOBJICHHS Ha
o0ecrieueHrne NPOBEIACHUS DSKCIEPUMEHTa, IPOBEIECHUE OLIEHKH pPE3yJIbTaTOB
HKCIIEPUMEHTA U MPEACTABICHHE COOTBETCTBYIOIIMX JOKIJIAI0B B [IpaBUTENHCTBO
Poccuiickoinn @enepanuu:

B OTHOUIEHUH ONpPENENEHHBIX TIpynn MeIuUuMHCKUX wu3aenuit: [loary3Huku
(THB3 9619 00), Crentst koponapusie (TH B3] 9021 90 900 1) - no 1 centsiops
2021 r.

7. ®@enepanbHON Cay)0e TO Ham30py B cdepe 3ApaBOOXpaHEHUS,
denepaibHOM  TaMOXKEHHOW  CIIy’)kO€ TNpU  OCYLIECTBICHUU  MOJHOMOYHUMN
B YCTaHOBJEHHBIX c(depax BeIEHUS YUYHUTHIBATH CBEICHUS, IMEpEAaHHbIC
YYaCTHUKAaMU SKCIIEPUMEHTA B MH(POPMAITMOHHYIO CUCTEMY.

8. Peanmuzanusa ¢denepanbHbIMM OpraHaMyd HUCIIOJHHUTENILHON BIACTH,
YIOJIHOMOYEHHBIMH Ha OO€CHeUeHUEe MPOBEACHUS SKCIIEPUMEHTA, MEPONPUITHUH,
IPELYCMOTPEHHBIX HACTOSIIMM ITOCTAHOBJIEHUEM, OCYLIECTBISETCA B IpeAenax
ycranoBieHHoU [IpaBurtenscTBoM Poccuiickon @enepanuy ITaTHON YUCIEHHOCTH



pabOTHUKOB M OFOJIKETHBIX aCCUTHOBAHMM, MPETyCMOTPEHHBIX Ha PYKOBOJCTBO
U yTpaBJieHHE B c(pepe yCTAaHOBIICHHBIX (PYHKIUH.

9. B memsix obecrnedeHuss HUHPOPMALMOHHOTO  B3aMMOJECUCTBUS
dbenepabHbIX OPraHOB MCIIOJHUTENICH BIACTH, YIOJIHOMOUYEHHBIX B COOTBETCTBHUU
C TMYyHKTOM 3 HACTOSIIET0 TIOCTAaHOBJICHHUS B OOECNEYEHUU MPOBEICHHUS
JKCIIeprUMeHTa MUHHCTEPCTBY UU(GPOBOTO Pa3BUTHUS, CBSI3M M MAacCOBBIX
KoMmyHukammn  Poccuiickon — @epepanuu, B cllydae  BO3HUKHOBEHUS
HEOOXOJMMOCTH JJIsl TOCTIDKEHUS IieNiel, ykazaHHbIX B myHKTe 2 [lomoskenwus,
YTBEPAKIAECHHOIO0 HACTOSIIMM IOCTAHOBJIEHUEM, N0 MPEMIOKEHUI0 MUHUCTEPCTBA
MPOMBINIJICHHOCTH U ToproBinn Poccuiickoit  dexpepanuu  oOecreuynTh Ha
0€3BO3ME3JHOM OCHOBE MOJKIIOYEHHUE HWH(DPOPMAIMOHHOM CHUCTEMBI, B KOTOPOH
OyZeT  OCyWIECTBIATHCS  HMHPOPMALMOHHOE  OOECIEYEHHE  IPOBENCHHUS
DKCIEPUMEHTA, K €IWHOW CHCTEME MEXBEIOMCTBEHHOTO  AJIEKTPOHHOTO
B3aMOJICHCTBUSA B COOTBETCTBHUM C MTOCTaHOBJIeHUEM [IpaBurtenscTBa Poccuiickoit
®depneparuu oT 8 ceHTsiOps 2010 1. Ne 697 «O enuHoM cucTeMe MEKBEIOMCTBEHHOTO
AJIEKTPOHHOT'O B3aUMOJEHUCTBUAY.

[Ipencenarens [IpaBuTenscTBa
Poccuniickon @enepanun J.A. Mengenes



YTBEpKIAECHO
nocranoByieHreM [IpaBurenscTBa
Poccuiickon denepanunu
oT 2019 1. Ne

IToso:xxenune
0 nmpoBeeHUU HA Teppuropuu Poccuiickoii @enepanuu IKCePUMEHTA 10
MapKHPOBKe CPeCTBAMHU MIEHTH(PUKAIIMNA U MOHUTOPHUHTY 32 000POTOM
OTAeJbHBIX TPYNI MeIUIIMHCKHAX U3/1eJTUil

1. Hacrosmee IlonokeHue ycTaHaBIMBAeT TMOPSJAOK IPOBEACHHUS  Ha
teppuropun Poccuiickoit deneparuu 3xcriepuMeHTa Mo MapKUpOBKE CPEACTBAMHU
UJACHTUGUKAIIMT U MOHUTOPUHTY 32 000POTOM OTHEIBHBIX TPYMHI MEIUIIMHCKUX
U3JIeTUH, HaXOISAIIMXCS B TPaxJAaHCKOM o00OpoTe Ha Teppuropuu Poccuiickoii
denepanuu (ajee - IKCIIEPUMEHT).

2. lensamu sKCIEpUMEHTA SIBIISIIOTCS

a) TECTHPOBAaHHE BO3MOXXHOCTEH MCIOIb30BaHUS TEXHOJIOTMH HAHECCHMUSI
CpelcTBa HICHTU(DHUKAIIMN U COCTaBa COJEPIKaIIEHCs B HeM HH(pOpMaInu;

0) anpoOamus MOJHOTBI U JOCTaTOYHOCTH MEXAHW3MOB MAapKHPOBKH
CpeICcTBaMM WACHTH(PUKAIIMM W MOHHUTOPHHTAa 000pPOTa OTACIBHBIX TPYIII
METUITMHCKUX W3ICTUN i1 00ecleueHrus MPOTHBOJICHUCTBUS MX HE3aKOHHOMY
BBO3Y, MPOM3BOJACTBY M OOOpPOTY, a TaKKe ISl JOCTIDKEHUS APYTUX IIeNeH,
YKa3aHHBIX B MyHKTE 2 HacTosero [lonoxenus;

B) aHaIM3 IIeJIeCO00pPa3HOCTH BBEACHHUS O0S3aTEIBHOW MapKUPOBKH
CpelICTBaMH HACHTHU(PUKAIMM U MOHUTOPUHTa 000pOTa OTACNIBHBIX TPy
MEIULIMHCKUX U3ICINM;

r) OpraHu3anus 3¢ HEeKTUBHOTO B3aUMOJECHCTBUS OpraHoB
rOCyJapCTBEHHOW BJIACTH, B TOM YHCJI€ KOHTPOJBHBIX OPTraHOB, C y4aCTHUKAMU
000pOTa OMPEEICHHBIX TPYII MEIUIIMHCKUX U3CIINN;

n) omeHka dS(PPEeKTUBHOCTH € PE3yJIbTaTUBHOCTU HHGPOPMAIIMOHHON
CUCTEMBI, HCITOJTB3yeMOM B ETITX MIPOBEICHHUSI DKCIIEPUMEHTA
(manee — uHoOpMaIIMOHHASI CUCTEMA);

€) OIpeAelieHHEe U COIVIacoBaHWEe ¢  (eAepalbHBIMU  OpPraHaMHU
WCITOJITHUTEIILHON BJIACTH, YIOJHOMOYEHHBIMM Ha oOecleueHrne TMPOBEACHUS
DKCIICPUMEHTA, a TaK)Ke ydYacTHHKaMHU 000poTa ONpEICICHHBIX TPYIII
MEIULIMHCKUX M3AEIUNA, CBEACHUM O TOBApE, IIO3BOJISIIONIMX OJHO3HAYHO
UIACHTU(DUITIPOBATH TOBAPHYIO €AUHUITY MEIUIIMHCKUX W3CITHA;

k) OCYIIECTBICHHUE y4aCTHUKAMU HKCIIEPUMEHTA MEPBUYHOTO
HAITOJIHEHUS TIOJICUCTEMBI HAITMOHAJIILHOTO KaTajiora MapKHPOBAHHBIX TOBApOB
WH(OOPMAITMOHHONW CHUCTEMBl Ha OCHOBAaHMHM COCTaBa CBEACHUI O TOBape,
MO3BOJISIONIMX ~ OJIHO3HAYHO  WACHTH(PUIMPOBATH  TOBAPHYIO  €IUHHUILY
MEUITUHCKOTO U3/CIINS,



3) pa3paboTka  MPEANIOKEHWH MO  BHECEHHIO  W3MEHEHUH B
3aKkoHoAaTenbCcTBO Poccniickoit denepannu, peraaMeHTHPYIOLIEe IPOU3BOJACTBO U
000pOT OTNETBHBIX IPYII MEIUIIUHCKUX U3JIETUH;

M) OIpeeseHne TEXHUYECKUX BO3MOKHOCTEM WHTErpaluuu
WH()OPMAIIMOHHOW CHUCTEMBbI, BKJIIOYas MOJCHUCTEMY HAIIMOHAJIBLHOTO Karajora
MapKUPOBAaHHBIX TOBApOB HWH(GOPMAIIMOHHOM CHUCTEMBI, C TOCYIapCTBEHHBIMU
MH(OPMAIMOHHBIMU CUCTEMaMU (eiepabHbIX OPraHOB UCIOJHUTEIHLHOM BIIACTH,
YIIOJHOMOYEHHBIX Ha OOecleueHre MpPOBEJCHHS 3KCIEPUMEHTa, B TOM YHCIE C
Enunoit  rocynmapctBeHHod ~— uHGOpMAlMOHHOM  cuUcTeMOM B cdepe
31paBOOXPAHEHUS.

3. DOKCHepUMEHT TMPOBOAUTCS B OTHOIICHUU TPYHI MEIUIIMHCKUAX
mzaenuit: [Toarysuuku (TH B3] 9619 00), Crentsl koponapusie (TH B3 9021 90
900 1).

4.  VY4acTHMKaMU HKCIIEPUMEHTA SIBIISIOTCS:

a) (¢enepagbHble OpraHbl HCIOIHUTEIBHONW BIACTH, YIMOJTHOMOYEHHBIC
[IpaButensctBOM Poccuiickoit ®enepanmn Ha oOecriedeHUE MPOBEACHUS
AKCIEPUMEHTA;

0) MNpOU3BOJIWUTENH, HMMIOPTEPHI, JpyrHe  Y4aCTHUKH  00OpoTa
ONPEICIICHHBIX TPYII MEIUIIMHCKUX U3EIHII;

B) omepaTop HWH(MOPMAIIMOHHOW CHUCTEMBI, HCIIOJIB3YEeMOM B IEJAX
IIPOBEICHUSI SKCIIEPUMEHTA.

5. IlpomsBomurenu, HUMIOPTEPBI, JPYrHe  YYaCTHHKUM  00OpoTa
OMPENICNICHHBIX TPYNI MEIUIMHCKUX HU3JIETUA Y4acTBYIOT B OSKCIEPUMEHTE Ha
T00pOBOJBLHOM OCHOBe. JlJisi ydacTusi B AKCIEPUMEHTE OHM TOAAIOT 3asBKH B
COOTBETCTBUM C METOJIMUECKUMU PEKOMEHAAIUSAMH, YKa3aHHBIMU B TYHKTE 6
Hactogmero [lomoxenus.

6. [ns mpoBenenus skcriepuMeHTa MUHHUCTEPCTBO MPOMBIIIEHHOCTH H
ToproBiu Poccutickoit deneparuu 1o coriiacoBaHuio ¢ peaepaabHBIMU OpraHaMu
VCIIOJIHUTEJIbHOW BJIACTH, YNOJHOMOYEeHHbIMU [IpaBurenscrBom Poccuiickoi
denepanii  Ha  OOECHEYEHHME TMPOBEACHMS  OKCIEPUMEHTa,  YTBEPKIACT
METOJUYECKUE PEKOMEHIAlINK, B TOM YHCJIE [0 CIAEAYIOIIUM BOIIPOCAM:

a) MapKUpOBKa  OINPENEIEHHBIX TPyNIl  MEAUIMHCKUX  U3JIENUl
CpelcTBaMH WUIEHTU(UKAIIMU, B TOM YUCJIE BUJIbI UCIIOIB3YEMBIX B IKCIIEPUMEHTE
CpPEACTB HACHTU(DUKALMKM, CTPYKTypa HAHOCUMBIX Ha YyKa3aHHbIE CpPEACTBa
UAEHTU(PUKALIMKI KOJIOB, CIOCOOBI UX ()OPMUPOBAHUS U HAHECEHMUS;

0) o00opyaoBaHue, UCIOIB3YEMOE JJIsi HAHECEHUS] U CUYUTHIBAHUS KOJOB,
HAHECEHHBIX Ha CPeJICTBA UACHTU(UKAIINUH;

B) B3aUMOJEHCTBUE HH(POPMALMOHHON CUCTEMBI C MHBIMU
WH(POPMAIIMOHHBIMU CUCTEMAaMH YUYaCTHUKOB SKCIIEPUMEHTA,

r) [ojaya 3asiBKM Ha y4acTHE B AKCHEPUMEHTE U MPHUIIAraeMbIX K HEM
JIOKyMEHTOB, a TaK)Ke TUTIOBast (popma 3asBKU;

7) perucTparysi YJaCTHHUKOB OJKCIIEPUMEHTAa B HH(POPMAIMOHHOU
CUCTEME;

€) BHeceHWe wuHPOpMAIMM B HWHOOPMAIMOHHYIO CHUCTEMY, BKIIIOUAS
COCTAaB MPEJCTABIIIEMbIX YHYaCTHUKAMU SKCIIEPUMEHTA CBEACHUM;



) HaIOJIHEHUE TOJCUCTEMbI HAIIMOHAIBHOTO KaTajaora MapKUpPOBaHHBIX
TOBapoB  HMH(OPMAIIMOHHOW CUCTEMBI CBEIEHUSIMH, TIO3BOJISIOIINMU
UICHTU(PHUIMPOBATH TOBAPHYIO €AMHUILY MEIUIIMHCKOTO M3JEIHsi, B TOM YHUCIE
B Enunolt  rocymapcTBeHHON MH)OPMAIIMOHHOM CUCTEMO B chepe
3paBOOXPaHEHMS.

3)  GYHKIMHM YYaCTHUKOB YKCIIEPUMEHTA U TOPAJIOK UX B3aUMOJIECHCTBHUS.



HOACHUTEJIBHASA 3AITUCKA
K npoeKkTy nocranosJienus IpasurenbcrBa «O nNpoBeeHUN HA TEPPUTOPUH
Poccuiickoit @enepanuu IKCNIEPUMEHTA 10 MAPKUPOBKE CPeICTBAMHU
HACHTHQUKANNM MeIMIUHCKUX U3/1eJIMid 1 MOHUTOPHUHTY 32 X 000pOTOM)

[Ipoext mnocrtaHoBnenust IIpaButenscTtBa Poccuiickoit ®depepamuu  «O
NpoBeeHNH Ha TeppuTopun Poccuiickoin @enepauun 53KCIEPUMEHTA IO
MapKUPOBKE CPEAICTBAMU UACHTU(PUKAIINN METUIIUHCKUAX U3ACTUN 1 MOHUTOPUHTY
3a ux obopoTom» (maiee - moctaHoBiIeHUE IIpaBuUTeNnbCTBA) MOATOTOBIEH
MunucrepcTBoM 3apaBooxpanenus Poccniickon denepanny B LENSX UCIIOTHEHUS
nyHkta la) mopyuenus Ilpesupenta Poccuiickoit @enepanuu B.B. Ilytuna ot
06.12.2018 Ne IIp-2287 mo BOmpocy BHECEHHUSI UBMEHEHUN B 3aKOHOAATEILCTBO,
HaIlpaBJICHHBIX HA CO3JaHUE B €IMHOM TOCYAapCTBEHHOW HH(POPMALMOHHON
cucteMe B cdepe 31paBOOXpaHEHUS MOJACHUCTEMbl B OTHOIICHHH MEIUIIMHCKUX
U3JICJIAN, IPEAYCMOTPEB BBEACHUE UX MAPKUPOBKU JIJI1 MOHUTOPUHIA JBUKEHUS OT
IPOU3BOIUTENS 10 KOHEUHOTO MOTPEOUTEIS.

VTBepxkaenue — nocraHoBieHuss — [IpaButenbctBa  He  moTpebyer
JIOTIOJIHUTEIBHOTO BBIIETICHUS CPEACTB U3 (PeiepaIbHOTO OIOIKETA.



