IMPABUTEJILCTBO POCCHMCKON ®EJEPALIMMA
ITOCTAHOBIJEHHUE

ot 30 nexabps 2015 . Ne 1517

MOCKBA

O rocyiapCrB€eHHOM pPEryJimMpoBaHvMH leH HA MEIHIIHHCKHE H3/1€/1UH,
BKJ/IOYCHHLBIC B MepeYeHb MCAHIIHHCKHX “3£leﬂﬂﬁ, HMIIVIAHTHPYEMBbIX
B OpPraHH3M 4€/I0B€Ka NpPpH OKa3aHHH MeAUUMHCKOH MOMOUIH B paMKax
nporpaMmmabl rocyiapcrBeHHbIX rapaHTuii 0ecnaTHOro oKka3saHHud
rpa;xxiaHam MEIHHUHMHCKONH NMOMOLIH

B cootserctBun co crarbeit 80 DenepanbHoro 3akona "OO6 ocHoBax
OXpaHbl 310poBbsS rpaxnad B Poccuiickoli ®enepaunu" IIpaButensctso
Poccutickoii ®egepaiii nocTaAaHOBASA €T :

1. YTBepanuTs npunaraeMele:

IIpaBuia rocyaapCTBEHHOHW perucTpalvu NpefelibHbIX OTIYCKHBIX LEH
NPOM3BOJUTENIE HAa MEIUWLMHCKUE WU3JeNHs, BKIIOYEHHbIE B IepeveHb
MEIMLMHCKUX U3JENUH, MMILUIAHTUPYEMBIX B OpraHU3M 4esIOBeKa IPU OKa3aHHH
MEIULMHCKOM IMOMOIIM B paMKax INpPOrpaMMbl TOCYJapCTBEHHBIX TrapaHTHH
OecIulaTHOTO OKa3aHHWs paXkJaHaM MeTULMHCKOM TOMOLIH;

IlpaBuna BeleHHs TOCylapCTBEHHOIO peecTpa NpelesIbHBIX OTIYCKHBIX
LIeH IMPOU3BOIUTENCH Ha MEAMLUUHCKHE H3AEIMs, BKJIIOUEHHBIE B IepeveHb
MEIULUHCKUX U3/eIHH, MIMITIAaHTUPYEMBIX B OPraHU3M YesloBeKa MPH OKa3aHHH
MEIUIMHCKOM ITOMOINM B paMKax IPOrpaMMbl TOCYNapCTBEHHBIX TapaHTHH
OecInaTHOro OKazaHus rpaXxaaHaM MeIULMHCKOM ITOMOLIK;

METOJMKY OIIpENE/IEHHs IIPENEeNbHBIX OTIYCKHBIX LIEH MPOU3BOIUTENEH
Ha MEIULHHCKHE H3JeUs, BKIIOUYCHHbIC B MNEpPEUYeHb MEIULIMHCKHX H3JENHH,
UMIUIAHTUPYEMBIX B OPTaHU3M 4eJIOBEKa MPU OKa3aHHH MEIULIMHCKON IOMOIIH
B paMKaX IIpOrpaMMbl TI'OCYJapCTBEHHBIX TapaHTHHl OeCIUIaTHOrO OKa3aHHs
rpaxJjaHaM MeJULUHCKON MOMOIIH, a TaKkXe MpeAelbHBIX pa3MepOB ONTOBhIX
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Han0aBOK K (akTHUECKUM OTIYCKHBIM LI€HAM Ha yKa3aHHble MeIHLHHCKHE
N3/IeTHS.

2. ®enepansHOi cinysxbe 1Mo Haa30py B cdepe 3IpaBOOXpaHEHHs B CPOK:

a) He mnpeBbllaomui 20 pabouyux OHEH cO JHA BCTYIUIEHHS B CHIY
HACTOALLETO  TIOCTAHOBJEHMs, HANpaBUTh 3alpockl O NpPeICTaBICHUH
NPOU3BOAUTENAMH  MEIULUHCKUX H3JEIHM, BKIIOYEHHBIX B IepeyueHb
MEIULUHCKUX U3AENINN, UMIUIAHTUPYEMBIX B OpraHU3M YeJoBeKa MPH OKa3aHUU
MEJMIMHCKOW IMOMOLIM B paMKax I[pOrpaMMbl TOCYJapCTBEHHBIX TapaHTHH
OecriaTHOro oOkasaHMs TpaKAaHaM MEIUIMHCKOW TOMOINH, YTBEP:KIEHHbIM
pacnopsbkeHueM IlIpaButensctBa Poccuiickoit ®epepauuu ot 29 nekabps
2014 r. Ne 2762-p (nanee - MEIULMHCKUE U3IEIHS ), UIH UX YIIOJTHOMOYEHHBIMHU
[IPEACTABUTENIIMA B CPOK, HE MPEBbIIAIOUIMN OAMH MECSI] CO THA MOJYYEeHHUs
3allpoCcOB, HH(OpPMAaLMK Ui [POBENEHHS pacyeToB CpedHEB3BEIIEHHEBIX
OTIYCKHBIX LE€H Ha MEIMLUMHCKHE H3JeNus IO BHJIAM  COIUIACHO
HOMEHKJIATypHOH KJIAaCCU(PUKAIIUN MEIULIUHCKUX H3ACIUH 1o GopMe COriacHo
IIPUJIOXKEHUIO K METOJIUKE, YTBEPIK/ICHHOW HACTOSIIMM [TOCTAHOBIECHHEM;

0) He MpeBBILIAIOIIMN 4 MECSLIeB CO JHS BCTYIUIEHHS B CHJIY HACTOSIIErO
[IOCTaHOBJIEHUS,  HaNpaBUThb Ha  coracoBanMe B DexpepaibHylo
aHTHUMOHOIIOJBHYIO Clyxk0y mnpousBeneHHble @DenepalibHOM Ccay)00H 10O
HazA30py B cepe 3ApaBOOXpaHEHMs] pacueThl CPeIHEB3BEICHHBIX OTITYCKHBIX
IleH Ha MEeOULUHCKHE H3AeNus 10 BHUJaM COIJIaCHO HOMEHKJIATypHOM
KnaccuUKaud MEAULUMHCKUX M3IeNUd M KONMM pacuera MpeaesbHBIX
OTIYCKHBIX LI€H HAa MEJUIIUHCKHE U3JIeIINs, IPEICTaBICHHbBIE TTPOU3BOAMTENSIMU
MEIMLIMHCKUX U3JeNUid (MX YNOJHOMOYEHHBIMHU TMpPEACTaBUTENSAMHU), Ha
OyMaXHOM HOCHTEJIe M B DJJIEKTPOHHOM BHIEe B HH()OPMAIHOHHO-
TEJIEKOMMYHUKalUMOHHOU ceT "MHTepHeT",;

B) He ImpeBblIaomui 10 paboynx pHeW cO JHS COMNIACOBaHHA C
DenepabHOM  aHTUMOHOINOJIBHOM  CIIy)k00il  pacyeToB CpeHEB3BEIIEHHbIX
OTIYCKHBIX L€EH Ha MEIHLMHCKME U3JeNus MO BHAAM  COIJIacHO
HOMEHKJIATypHOH  KJIacCH(QUKALMM MEIULUHCKUX H3JeNud, pa3sMeCTUTh
uHpopMauuio 00 YKa3aHHBIX I[eHaX Ha CBOeM O(QUIMAIBHOM caiTe B
MH(QOPMaLMOHHO-TENIEKOMMYHHUKAIIMOHHOH ceTH "MHTepHeT".

3. @enepallbHOM aHTHMOHOIOJIBHOM CIy»0€e B CPOK, He MpeBBILIAIOIIHIA
2 Mecs1eB co IHs nocTymieHus ot PenepanabHoit ci1yxObl 10 HAA30PY B chepe
3[paBOOXPAHEHMS] pacyeTOB CpEOHEB3BEIIEHHBIX OTIYCKHBIX II€H Ha
MEMLIMHCKUE M3JEIUs 10 BUAAM COINIACHO HOMEHKIATYPHOU KiacCH(pHKAIH
MEIMLMHCKUX M3JEJIUH, OCYILIECTBUTH NPOBEPKY OOOCHOBAaHHOCTH pacyeTOB
CPEHEB3BEIUEHHBIX OTIYCKHBIX LI€H Ha MEAUIMHCKHE H3AENHS 110 BUIAM
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COIVIACHO  HOMEHKJIATYpHOH  KlacCUPUKAIMU  MEAMLIMHCKUX  U3IENHH
1 HanpaBuTh B PenepanbHylo cioyx0Oy Mo Ham3opy B cdepe 31paBOOXpaHEHHUS
PeLIeHHs O COITIaCOBAHWH MM 00 OTKa3e B COTTaCOBAHUM yKa3aHHBIX PacyeToB
(c yKazaHHeM NPUYHUH OTKa3a).

4. 1lpou3BOAMTENSIM MEIULUHCKUX M3IENUi (MX YHNOJNHOMOYEHHBIM
NPEACTaBUTENSAM) HanmpaBuTh 10 15 mronsa 2016r. B QepepanbHyro ciyxOy
MO Haf3opy B cdepe 3ApaBOOXPaHEHHs M FOCYAapCTBEHHOM perHcTpaIiy
NpeneNbHbIX OTIYCKHBIX LEH IPOU3BOAUTENEH Ha MEIUIMHCKUAE W3IeNusl
JAOKYMEHTBI, yKa3aHHble B myHKTe 4 IIpaBuN rocynapcTBeHHOH perucrpanyn
NPEACNBHBIX OTHYCKHBIX LEH MNPOM3BOAUTENECH HA METUIUHCKHE W3AEIIHS,
BKJIIOYCHHBIE B IepeveHb MEIMUMHCKMX M3JEJIUH, HMIUIAHTUPYEMBIX B
OpraHusMm YyelnoBeKa pu OKa3aHUU MEeIULUHCKOH IIOMOILIU
B paMKax MOpOrpaMMBl TI'OCYyJapCTBEHHBIX TapaHTHH OeCIJIaTHOrO OKa3aHUs
rpakaaHaM MEJIULIHUHCKON IIOMOILIH, YTBEPXKIOEHHBIX HaCTOSIIUM
[IOCTaHOBJICHUEM.

5. Havanbuble (MakcMManbHBIE) II€HBI KOHTPAaKTOB Ha  3aKyIKY
MEMLUUHCKUX  W3JENWH He MOrYT MpEeBBIIATh  3apETHCTPUPOBAHHBIC
NpeAenbHblE OTIIYCKHEIE ILIEHBI IPOU3BOJAMTENIEH Ha MEIMIMHCKUE W3ACIUS
C YYETOM YCTaHOBJIEHHBIX NPEAEIBHBIX pa3MepOB ONTOBBLIX HAA0ABOK U HaJora
Ha J00aBlEHHYIO CTOMMOCTDh (U1 MEIMUMHCKMX W3IelHi, ob1araeMpIx
HAJIOrOM Ha N00ABIEHHYIO CTOUMOCTB ).

6. PekoMeHOBaTh  OpraHaM  VCIOJHHTENBHOW BIACTH  CyOBEKTOB
Poccuiickoii ®enepaunn n0 1 ceHTsa6ps 2016 . ycTaHOBMTH mpenelbHbIE
pa3Mephl  ONTOBBIX Han0aBOK K (aKTHYECKMM OTIYCKHBIM LeHaM Ha
MEIULIMHCKHE M3JEeNMUs B COOTBETCTBUM C METOAMKOH, YTBEPKIAECHHOM
HaCTOSIUM IIOCTAHOBJICHUEM.

7. MuHUCTEPCTBY 3apaBoOXpaHeHus: Poccuiickoii Menepauuu nasath
Pa3bsACHEHUs 10 TMPUMEHEHUIO METOMUKH, YTBEPKIACHHOM  HACTOSIIUM
[IOCTaHOBJICHUEM.

8. MuHHCTEpPCTBY 3ApaBoOXpaHeHus Poccuiickoit Penepani COBMECTHO
¢ MUHHCTEPCTBOM 3KOHOMHYECKOTO pa3BUTHA Poccuiickoit Denepamuy,
MunucrepctBom  ¢unancos  Poccuiickoit  ®enepauuu, MUHHCTEPCTBOM
OPOMBINIJIEHHOCTH U ToproBiu Poccuiickonn  Penepauun, PenepaibHO
AHTHMOHOIIONBHOH ~ Ciy)00d u  @enepanbHoll  cayxGoil no  Hazopy
B Cepe 31paBOOXpaHEHHS C Y4YeTOM aHaiu3a IPakTHKA [OCYZapCTBEHHOM
PETUCTpallUd NPEAENbHBIX OTIIYCKHBIX LI€H IPOM3BOAUTENIEH HAa MEIULIMHCKHE
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4

u3llenusl NpeAcTaBuTh A0 1 okTaOpst 2016 r. B YCTaHOBJIEHHOM TOpPSAKE
B lIpaButenbctBo Poccuiickoii ®enepauuu coriacoBaHHbE MPEIOKEHUST
O MOpsAJKE NEPEPETHCTPALMU IPENEIbHBIX OTIIYCKHBIX LIEH NPOU3BOJUTENEH
Ha MEWLIMHCKUE U3JENHS. ‘

IIpencenarens [Ipaputfisy

Poccuiickoit Oeney J1.MenBenes
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YTBEPX/IEHBI

nocradoBienueM [IpaBurenscTBa
Poccuiickoit @enepanium
ot 30 nexabpst 2015 r. Ne 1517

IIPABHUJIA

rocyIapcTBEeHHOH perHcTpauuy npeaeabHbIX OTNYCKHBIX LEeH
NpOU3BOANTE/IeH HA MEAHLIMHCKHE H3/1e/Hs, BKJIIOYEeHHbIE B epeYeHb
MEeAHLUMHCKHX H3/e/IHil, HMIIAHTHPYEMBbIX B OPraHU3M 4Ye/I0BeKA NpHU
OKa3aHMH MEAHLHHCKOH MOMOIUH B PAaMKaX NPOrpaMMbl rocy1apcTBeHHbIX
rapanTii 0ecrnIaTHOro OKa3aHHus rpaskIaHaM MeIHIHHCKOH MOMOIIH

1. Hacrosmue IlpaBuna ycraHaBIMBAarOT TMOPSAOK OCYHIECTBIICHHS
roCy/JJapCTBEHHON PErucTpaldi NMpenebHBIX OTIYCKHBIX LI€H IPOHU3BOAUTEIEH
Ha MEIULMHCKUE M3JENusl MPOU3BOJACTBA TOCYIApCTB - WieHOB EBpasuiickoro
DKOHOMHYECKOTO COK3a M HHOCTPAHHOIO MNPOU3BOACTBA  (Hamee -
IIPOU3BOJUTENH ), BKJIIOUCHHBIE B yTBEp K AeHHEIH [IpaBuTtensctBoM Poccuiickoit
Denepanyy nepedyeHb MEIUIMHCKUAX H3JENUil, UMIUIAHTUPYEMBIX B OPTaHH3M
4eJI0BEKa IpH OKa3aHWU MEJUIMHCKOM TIOMOIIM B paMKax MpPOrpaMMbl
rOCyJapCTBEHHBIX rapaHTUH OeCIIaTHOTO OKa3aHWs rpakJaHaM MeIMLIMHCKOM
NIOMOIIHY (J1aiee COOTBETCTBEHHO - IepedeHb, MEUIITHCKOE H3EIHE).

2.l'ocygapcTBeHHass  perucTpauusi TpeAeibHBIX  OTIYCKHBIX  UeH
NPOU3BOAUTENEH Ha MEAMLMHCKHE H3lenus ocyiuecTBisercs DenepanbHoit
ciyx00i 1o Hai3opy B cdepe 3ApaBOOXpaHEHHs (Hajee - perdCTPUPYIOIIUA
opras).

3. Ilpennaraemass K TOCYJAapCTBEHHOH perucTpalid  IpeaeibHas
OTITyCKHas LieHa MPOU3BOAUTENA Ha MEIWIIMHCKOE H3JIeJIhe MPH PEerucTpaiuu
HE  MOXET  MpEeBbIIIaTh  CPEIHEB3BELICHHYI  OTIYCKHYIO  LEHY
COOTBETCTBYIOILIEIO  BHJa MEAMLUMHCKOIO  M3JeNus, pacyeT KOTOPOi
OCYILECTBIIIETCS PETUCTPUPYIOILIMM OPTaHOM C Y4eTOM TpPeOOBaHMM METOIUKH
OIlpeZieNIeHnsl TIpeIeTIbHBIX OTIYCKHBIX LIEH MPOU3BOIUTENEH HA METUIMHCKHE
U3/IeNUs, BKIIOUEHHBIE B [IEpeUEHb MEAULIMHCKUX H3/ENNH, IMILIAaHTHPYEMEBIX B
OpraHM3M 4YeJIOBEKa IIPU OKa3aHHM MENUIMHCKONH TOMOINM B paMKax
IporpaMMbl T'OCYJAApCTBEHHBIX TapaHTHH OECIUIaTHOrO OKa3aHHs IpakJaHam
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METULMHCKOH MOMOLIM, a TakKe INpeleNbHbIX pa3MePOB ONTOBBIX HAaA0aBOK K
(paKTU4eCKUM OTITyCKHBIM L€HaM Ha YyKa3aHHble MeIUIMHCKHE W3,
YTBEpXXIEHHON nocraHoBienneM IlpaBurenscTBa Poccuiickoit ®enepanuu
oT 30 nexabps 2015 r. Ne 1517 "O rocymapcTBeHHOM peryJIMpOBAHHH LEH Ha
MEIMLMHCKUE U3JeNNs, BKIIOYEHHBIE B IEpeYeHb METUIMHCKUX H3IEIHUi,
UMIUIAaHTUPYEMBIX B OPIaHHU3M Y€JIOBEKA MPU OKA3aHUM MEIULUHCKON TOMOIIU
B paMKax TIpOrpaMMBbl TIOCYAAapCTBEHHBIX TapaHTHH OecIIaTHOro oka3aHus
rpaxaaHaM MeITMUMHCKOM nomoum” (faee - METOAUKA).

4. Jlns roCyapCTBEHHON pETHCTpALid MpPEAeNbHOM OTIYCKHOH IIeHBI
NPOU3BOAUTENS HA MEAUIMHCKOE U3JEIHE 3asBUTENb - [POM3BOAUTEIND
MEJMIMHCKOTO U3/ENHUS UM €0 YIOJHOMOYEHHBIN NPEICTaBUTENb HANIPABIISAET
B PETUCTPUPYIOILUIA OpraH:

a) 3asBJIEHHE O TOCYJApCTBEHHON PErMCTpPalliy NPeebHBIX OTITYCKHBIX
IIEH TIPOU3BOJMTENS Ha MENULMHCKHE W3JeNHs, BKIIOYCHHBIE B IIE€pEYeHb
MEAMIHCKUX U3/ENNH, UMIUIAHTAPYEMBIX B OPraHH3M YeOBEeKa IPY OKa3aHUH
MEIMLMHCKOH MOMOIIM B paMKaX NPOrpaMMBI FOCYIapCTBEHHBIX TapaHTHUi
OeCIUIaTHOTO OKa3aHHUs rpakaHaM MeIUUHHCKON oMo (nasee - 3asBieHue),
o (opMe COINIACHO NPHIOKEHHIO Ha OyMaKHOM HOCHTeNe WIH B (opMe
3JIEKTPOHHOIO JOKYMEHTa, NOJIHMCAHHOIO YCHICHHOW KBalu(DHUIMPOBaHHOM
3JIEKTPOHHOM MOJITUCHIO;

0) IOKyMEHT, NOATBEPXKIAMOIIUK  [OJIHOMOYUS  YIIOJHOMOYEHHOTO
IPEICTABUTENSA IIPOU3BOAUTENS MEAMLIMHCKOIO U3EIHS.

5. Peructpupyromuii opraH OCyLIECTBISIET INPOBEPKY NPaBHILHOCTH
OOpMIIEHHs] TOKYMEHTOB, YKa3aHHBIX B IyHKTe 4 HacTosmmx [TpaBui, a Takxe
IOJIHOTBI U TOCTOBEPHOCTH COAEPXKAIUMXCS B HUX CBEJEHUH MyTEM CPaBHEHMS
C JaHHBIMH  PETHCTPALIMOHHOTO  JIOCh€ HAa  MEJULMHCKOE  H3JejIie
U TOCYJApCTBEHHOI'O peecTpa MEOULMHCKHX M3IeNWid W OpraHusanui
(MHOMBUIYaIbHBIX MNpeANpUHUMATeNnelf), OCYUECTBISAIOMMUX IPOU3BOACTBO
U H3TOTOBJICHME MEULIMHCKHX U3ETHH.

6. B ciyyae yka3aHMs B JOKyMEHTaX, YKa3aHHBIX B IyHKTe 4 HAaCTOALIMX
IlpaBui, HEMOJNHBIX M (MIM) HENOCTOBEPHBIX CBEAEHWH MIIM HENPaBUIIBHOTO
X OohopMIIeHHS, a TaKKe B Clydae MpEBBIEHHS IpeljiaraeMoil
K  TOCYNapCTBEHHOW  DPErucTpalvid  TNpeneibHOW  OTIYCKHOH  IeHBI
IPOM3BOAMTENS] HAa MEIWUMHCKOE HM3Je]HE CpEeIHEB3BELICHHOW OTIyCKHOM
IE€HB! II0 BUJY MEIULHMHCKOrO W3JIEeJMsS PErMCTPHPYIOIIMIA OpraH B CPOK, He
npeBblaomri 10 pabounx nHeH co AHS MONyYeHHs 3asBIEHHS, YBeAOMISET
3ajdBMTEN [YTEM  HalpaBJIeHHs  3aKa3sHOTO  IIOYTOBOIO  OTIPABJIECHMS
(c yBeloMieHMEM O BpyYeHHH) M B (DOPDME OINEKTPOHHOTO JOKYMEHTA,
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MOANKMCAHHOIO YCUJIEHHOM KBaTu(HULHUPOBAHHON BJIEKTPOHHOM MOAIKCHIO, UK
B DJJIEKTPOHHOM BHJ€ B HHGOPMALNOHHO-TEIEKOMMYHHMKALIMOHHOW CETH
"NHTeprer" (manee - cetb "MHTepHer") 0 HEOOXOOUMOCTH B TEUYEHHE
20 pabouux AHeH co IHS MOJYYEeHHs YBEIOMJICHHS YCTPAHEHHS BBISBIECHHBIX
HapYILIEHUH.

7. 1lpn HagnexameM oQOpPMIIEHHH NOKYMEHTOB, YKa3aHHBIX B IyHKTe 4
HacToammx IlpaBui, a Takke B ciyyae yCTpaHEHUS B CPOK, IPeIyCMOTPEHHBIN
NyHKTOM 6 Hactosiux [IpaBun, BBISBIEHHBIX HapyUIEHHH PErHCTPUPYIOIIMN
opraH B TedeHHE 5 pabouux JHEH cO [HSA TMOJY4YEeHHsS 3asBJICHUS WIH
YCTPaHEHHs BbISIBIEHHBIX HAPYILICHHA:

a) IPUHUMAET peLIeHHe O TOCYHapCTBEHHOW pervcTpaldHl IMpeaeabHOH
OTIIyCKHOM LEHBbI IIPOU3BOJAMTENE Ha MEIMUMHCKOE H3JeNIUEe C H3JaHHEM
COOTBETCTBYIOLIETO [IPUKAa3a U BHECEHHEM CBEIECHUH O 3aperucTpupOBaHHON
LEeHE B rOCYIapCTBEHHBIN peecTp NpeaeIbHbIX OTIYCKHBIX LIeH MPOU3BOAUTENEH
Ha MEIMLIMHCKUE U3/eIHUs;

©) 7151 HOBOrO BUAA MEIMLMHCKOTO M3IENUSl COrNIACHO HOMEHK/IATypHOH
KJaccHuGUKalMd MEIUIUHCKUX M3eNIMil HamlpaBiseT Ha COrjiacOBaHHWE B
PenepanbHylo AHTUMOHOTIOJIBHYIO ciyx0y OCYILIECTBIIEHHBI
PErUCTPUPYIOIIUM OPraHOM pacyeT CPeIHEB3BEIIEHHOM OTIYCKHOHM IIeHBI Ha
MEJMUMHCKOE H3Je/iMe MO BHIY COIVIACHO HOMEHKIIATypHOH KilacCHUpUKAIMH
MEIULMHCKUX HU3JEIUH U KOIMIO pacyeTa MpeAesibHOW OTIYCKHOM LIeHBI Ha
MEIULMHCKOE U3JENINE, IPEACTABIEHHOrO 3asBUTENIEM, Ha OYMaXKHOM HOCHTEJNE
U B DJIEKTPOHHOM BHUJE B ceT "MHTepHeT".

8. denepasibHass aHTUMOHOIIONBbHAS cilyk0a B TeueHue 20 pabouux AHEH
CO MOHA MOIy4YeHHs JOKYMEHTOB, YKa3aHHbIX B MNoAnMyHkTe "G" myHkTa 7
HacToAwWMX [IpaBui, NMpUHUMAET pelleHue O COrJIacOBaHWU MK 00 OTKa3e B
COINIacoBaHUM (C yKa3aHMEM IMPHYMH OTKa3a) pacuera CpeaHeB3BEIIEHHON
OTI[yCKHOM LIEHBI Ha HOBOE MEJULMHCKOE W3AeNre IO BHAY COIJIaCHO
HOMEHKJIATypHOH KjacCHU(UKALWKM MEJULUMHCKUX W3AEIUi W Hanpabisier
COOTBETCTBYIOLIEE PELIEHUE B PETUCTPUPYIOLIMIA OpTaH.

9. Peructpupyrominii opran B TeueHue 10 paGouux pgHeit co gHS
nosyyeHuss oT DexnepanbHOM  aHTUMOHONOJBHOM  CIYXOBI  peleHus
O COITIaCOBaHUM MU 00 OTKa3e B COIJIaCOBAaHHWH pacyeTa CpeaHEB3BEIIEHHOM
OTIIyCKHOH LIEHBl Ha HOBO€ MEIMWLHUHCKOE U3JeJue IO BHJIY COIJIACHO
HOMEHKJIATypHOH KnaccU(UKAMH MEJULIMHCKUAX H3IEIHH IPUHUMAET pellleHue
O  TIOCYNAapCTBEHHOM  perucTpalud  MNOpPeAebHOHM  OTMYCKHOH  IIEHBI
[IPOU3BOJUTENS. Ha MEIMIUHCKOE H3JeNHe C H3JAaHHUEM COOTBETCTBYIOIIETO
OpHKa3a WM BHECEHHEM  CBEIEHUH O  3aperucTpUpOBaHHON  LieHe
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B TrOCYyJapCTBEHHBIN peEeCTp NpEeAeNbHBIX OTILYCKHBIX LIEH TPOU3BOJIUTENEH
Ha MEIHIMHCKHE U3JeNUs UM 00 OTKase B TOCYJAapCTBEHHOW perucTpanuu
IIPEEIbHOM OTIIYCKHOM UEHBl MPOMU3BONUTENS HAa MEIUIMHCKOE H3JEIHe
(c ykazaHueM INpUYHH OTKa3a).

10. OcHOBaHusAMM A1 OTKa3a B TOCYAAapCTBEHHOH perucTpauuu
PETUCTPUPYIOIUMM OpPraHOM MpeleNbHON OTIIYCKHOM IIeHBl IPOU3BOANUTEIS
Ha MEJULIMHCKOE U3JIeNUe SABIISIOTCS:

a) MpecTaBlIeHHe HEAOCTOBEPHBIX CBEIEHHUI;

0) npencTaBlIeHUE JOKYMEHTOB, YKa3aHHBIX B IMYHKTE 4 HACTOSIIUX
IlpaBun, B HeENmoaHOM oObeMe u (WIM) HEMOJHOTA COAEpKAIIMXCS B HHUX
CBEJICHHUH,

B) HEyCTPaHEHUE B CpOK, IPEIYCMOTPEHHBIM IyHKTOM 6 HAaCTOSALIMX
IIpaBui, BEISIBICHHBIX HApPYLICHHUH;

I) IpEBBILIEHNE MPEICTABICHHOW Ul TOCYJapCTBEHHOW pErucTpalyu
IpeJeabHOW OTIIYCKHOM LIEHBI IIPOM3BOAUTENS HAa MEAHIMHCKOE H3ZeNne Haj
CPEIHEB3BEIEHHON OTITyCKHON LIEHOH COOTBETCTBYIOILIETO BHA MEIUIIMHCKOTO
U3MIETHs;

1) OTCYTCTBHE MEIUIIMHCKOTO H3JIENUs B IIEPEYHE.

11. Peructpupyromii opraH HampaBiisieT 3asABUTENI0 B TEYEHUE
5 pabounx qHeH co IHS MPHHATHS PelleHNS:

a) BBIIIUCKY M3 MpPHKa3a O ToCyJapCTBEHHON DPErHCTpalMU MpPEeAeNbHON
OTIIyCKHOW ILI€Hbl NPOM3BOAMTENS Ha MEIULUUHCKOE H3JeNHe Ha OyMakKHOM
HOCHTENIE WM B (hOpME DJIEKTPOHHOTO JOKYMEHTa, HOIIKMCAHHOIO YCHIEHHOH
KBAJTM(QHULMPOBAHHOHN 3JIEKTPOHHOM MMOANKCEIO;

0) yBeomiieHHe 06 OTKa3e B FOCyIapCTBEHHOM PerucTpalyy IpeaeibHoN
OTIIYCKHOM II€HBI MPOU3BOAMUTENS Ha MEIUIMHCKOE HU3JeNie Ha OyMaKHOM
HOCHTENIE WK B (OpME 3JIEKTPOHHOTO JOKYMEHTA, IOJIMMCAHHOIO YCHIEHHOM
KBaJIM(QUIMPOBAHHOH 3JIEKTPOHHOM NOAIKUCHIO (C yKa3aHHEM IPHYMH OTKAa3a).

12. Pemienne 06 oTka3e B rocyAapCTBEHHOW pETHCTpaLdM IIpeesIbHOMN
OTIIyCKHOM LIEHBl IPOM3BOAMTEN HAa MEIMUIMHCKOE H3JelIHe MOXeT ObITh
00>kaJI0OBaHO B Cy/1e0HOM ITOPSIKE.
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YTBEPXAEHDI

nocraHoBnenuem IlpaBurenscTa
Poccuiickoit ®enepainu
oT 30 mexabpst 2015 . Ne 1517

IIPABHUJIA

BCACHHS rocyiapCcTBEHHOI0 peecTpa npeejbHbIX OTHYCKHbIX HE€H
npomsozm're.neii Ha MEAHUMHCKHE H31€]1Ul, BK/JIIOYEHHBIC B NIEepPEeY€Hb
MCIHITHHCKHX ﬂ3,ﬂeﬂﬂﬁ, HMIUIAHTHPYEMBbIX B OpPraHH3M 4Ye€JioBeKa NpH

OKA3aHUH MEAHLMHCKOHM MOMOIIH B PaMKax nporpamMmsl rocyxapCTB¢HHbIX
rapaHTm‘i 0ecmjIaTHOro OKa3aHus rpa;xxiaHam MeaUIHHCKOI MOMOIIH

1. Hacrosimue ITpaBuna yCTaHaBJIUBAIOT TIOPS 0K BEJICHUS
roCyIapCTBEHHOI'O PEECTPA 3apPETrUCTPUPOBAHHBIX MPEAENbHBIX OTITYCKHBIX IICH
[POM3BOAUTENIEH HAa MEIMLIMHCKHE H3ZENUs, BKIIOUCHHBIE B YTBEPXKJICHHBIM
IIpaButensctBoM Poccuiickoit denepauun nepedeHb METUIUHCKUX H3AEIHIA,
HMILIAHTHPYEMBIX B OPIaHU3M YeJIOBEKa NIPU OKa3aHUU MEAHIMHCKOH IOMOIIH
B paMKaxX IIpOrpaMMbl FOCYJAapCTBEHHBIX TrapaHTHH OecTIaTHOro OKazaHHs
rpakiaHaM MEJMLUMHCKOM TIOMOIM (Zajiee COOTBETCTBEHHO - peecTp,
MEIULWHCKOE U3/IeNne).

2.Peectp sBngercs  denepansHOd  MHGOPMALMOHHOW  CHCTEMON,
colepkalllel CBEINEHHsT O TOCYIapCTBEHHOH pErucTpalu MpeaelbHbIX
OTIIYCKHBIX LI€H [IPOM3BOAUTENCH HA METUIIMHCKHUE U3/ETTHS.

3. Peectp Bemercs PepepanbHOR ciyx0o0if Mo Ham3opy B cdepe
3[[paBOOXpaHeHUs (Jajee - perucTpUPYIOLIMHA OpraH) B DJIEKTPOHHOM BHJIE
C NPUMEHEHHUEM aBTOMATU3UPOBAHHON CHUCTEMBl MYTEM BHECEHHUS B PpeecTp
PEECTPOBBIX 3aIUCEH.

4. PeecTpoBas 3anuch COACPKUT CIIEAYIOIINE CBEIECHHS:

a) HAUMEHOBaHUE TIPOU3BOAUTENIS METUILIUHCKOTO H3ETIHS;

0) HauMeHOBaHHe MEANLIUHCKOTO U3IEIHS;

B) BUJL MEIULMHCKOTO WU3AENUs B HOMEHKIATYpHOH KiaccH(UKaIMn
MEJUIUHCKUX U3IENU;

I') peruCTpallMOHHBIA HOMEP MEIUIIHHCKOTO H3eIus;

2851468



) 3apETHCTPUPOBaHHAs Tpe/ieNbHAs OTIYCKHAs LieHa NPOU3BOJUTENS Ha
MEIMLMHCKOE U3/ieNiue B PyOIsX;

€) laTa rocyJapCTBEHHOH pEerucTpalud IpeAeibHOH OTIYCKHON UEHBI
IIPOM3BOJUTENS HA MEIULIMHCKOE U3ENHe.

5. BHeceHne  peecTpoBOH  3allMCM B peecTp  OCYLIECTBIAETCS
PETMCTPUPYIOLIMM OPraHoM B TedeHHe 3 pabouux [HeH €O JHS MPUHATHSA
pelieHHss O TrOCYJapCTBEHHOM PpETUCTpalMH MpeesIbHON OTIYCKHOM IIEHBI
IIPOM3BOJMTENS HA MEAULIMHCKOE U3IETIHeE.

6. CBelleHHsI O roCyIapCTBEHHOH pPErHCTpallMd TpeNelbHOM OTIYCKHOM
IEHbl MPOU3BOJUTENS] HAa MEIULMHCKOE MU3JENHe TOIekaT HCKIIOYEHUIO
U3 peecTpa B TeueHHe 3 pabouux OHEH CO [HS NPUHATHA pelleHus o6 ux
HCKJIFOYEHUH U3 peecTpa B CIEAYIOLIUX Clydasx:

a) NpecTaBleHHe NPOU3BOAUTENEM (YIIOJIHOMOYEHHBIM MPENCTABUTEIEM
IPOM3BOJMUTENS]) MEAMLMHCKOrO M3/ENHs 3asBJCHUS 00 HCKIIOYEHUH U3
peecTpa CBEAEHMM O TOCYJapCTBEHHOM PETHCTpalUu IpeAelbHOW OTIYyCKHOMN
LIEHBI Ha MEMUUHCKOE U3JIeN1e;

0) UCKJIIOYEHHE  MEIMIMHCKOTO  M3JeNUs U3  TOCYOapCTBEHHOIO
peectpa MEIMLUMHCKMX M3AENMH U oOpraHM3auuMii  (MHAWBHAyalbHBIX
OpeAnpUHAMATeNel), OCYIIECTBISAIOUIMX TPOU3BOJACTBO M  H3TOTOBJICHHE
MEIULIMHCKUX U3ENHiA;

B) UCKJIIOYEHHE MENUIMHCKOTO M3JAENUs M3 TepedHs, yKa3aHHOIro B
nyHkre | Hactosuux [Ipasu;

T) BEISIBJIGHHE ~ PETHCTPHPYIOIMM  opranoM  wimn  DenepanbHON
AHTHMOHOIIOJILHOM ~ ciIyxk00l (aKTOB TNpENCTaBleHHS POU3BOJUTENIEM
(YIIOJTHOMOYEHHBIM MpEACTAaBUTENIEM POU3BOIUTENA) MEAULMHCKOTO M3ETHS
HEJOCTOBEPHON HHMOPMALIMU NPU TOCYNAPCTBEHHOM PEruCTpaliy MpeeibHbIX
OTIYCKHBIX  1LIEH HAa  MEAMLMHCKHE  WU3JENUsi,  BCIEIACTBHE  YEro
3aperMCTpUpPOBaHHas IpeJeibHAs OTIIyCKHAas LieHAa Ha MEIUUUHCKOE H3JeIIHe
ObL1a 3aBBILICHA.

7. IIpy NpUHATUN PETUCTPUPYIOLIAM OPraHOM pellleHusI 00 UCKIIIOUYEHUH
CBEIEHHM O TIOCYJAapCTBEHHOM PpEruCTpallid TMpeAeibHOM  OTHYyCKHOM
HEHbl  MPOM3BOAMTENS HAa  MEIULUMHCKOE HU3JeJIMe B  COOTBETCTBHU
¢ moamyHkTamu "6" - "r" nyHkta 6 Hacrosimmx IIpaBui MPOU3BOAUTENIO
B Te4YeHHe 2 pabouux AHEH co JHS NMPUHSATHSA TAKOTO PEIeHUs] HAIpaBIISEeTCH
COOTBETCTBYIOLIEE  YBENOMJIEHHE  3aKa3sHbIM IOYTOBBIM  OTIpPAaBIEHHEM
(c yBemoMie€HHEM O BpyYEHHHM) WIH B (OpME 3JEKTPOHHOTO [JOKYMEHTa,
HOJAIKCAHHOIO YCHIEHHOHN KBATU(DULIMPOBAHHOH 3JIEKTPOHHOM HOAIHCHIO.
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8. BHeceHne u3MEHEHMH B PEECTpOBYIO 3allUCh C COXPaHEHHEM
MOCTEHEH  3aperMCTpUPOBAaHHOM  LEHbl Ha  MEIUIUHCKOE  H3JENHE
OCYILIECTBIAETCS PETUCTPUPYIOIIMM OpPraHOM Ha OCHOBAaHHMM 3asBJICHHS
IpOU3BOAMTENA  (YNOJIHOMOYEHHOIO  MpPENCTaBHTENs  MPOM3BOAMTENS)
MeIMLMHCKOro u3znenus 0e3 cornacoBanus ¢ PenepalibHON aHTHMOHOIIOILHOMN
ciry00#1 B ciyuae MU3MEHEHHUs] HaMMEHOBaHUS MPOU3BOAUTEINS MENULMHCKOTO
M3JENHd UM HAaMMEHOBAHUS MEJULMHCKOrO W3Jenus (ecld HE H3MEHMIIHCH
CBOMCTBA M XapaKTepHUCTHKH, BIHAIOINME Ha KadecTBO, 3()(eKTHBHOCTE
1 6e30nacHOCTh MEOULIMHCKOrO U3JIENHS).

9. CBenenus, copepxaluyecs B peecTpe, ABISIOTCS OOIETOCTYIHEIMU U
pasMemialoTcss  Ha  OQUIMAILHOM  caiiTe  PerMCTpUpYIOIEro  opraHa
B MH(OPMaLlMOHHO-TEJIeKOMMYHHKaMOHHOH ceTr "UHTepHeT".

2851468



VTBEPXXIIEHA

nocta”osneHueM [IpaBurenscraa
Poccuiickoiit ®eneparun
o1 30 nexabpst 2015 . Ne 1517

METOJAUKA

onpeae/eHus NnpeacjJbHbIX OTINIYCKHLIX HEH ﬂpOl/BBOIll/lTeJIei"l
Ha MEJHUHHCKHE H31€JIMd, BKJIIOYECHHBIC B NnepeYeHb MEAHIHHCKHUX
H3Il€ﬂﬂﬁ, HUMIUIAHTHPYEMBIX B OPraHH3M 4€/I0BEKA NMPH OKa3aHUH
MeJHIHHCKOMH NOMOLIH B paMKaX NporpamMmmsl rocyiapcTBeHHbIX
FapaHTHﬁ 0ecrIaTHOro oKazaHHus rpaxiaHam MeAHIUHCKOH NnoMOIIH,
a4 TaKiKe Nnpeae/ibHbIX pa3MepoB ONITOBLIX HallﬁaBOK K (l)aKTl'l‘leCKl'lM
OTNYCKHBIM IICHAM Ha YKa3aHHbIC¢ MEeIHILHHCKHE H3Je/TUs

l. Hacrosimias ~ MeTonuka yCTaHAaBIUBAaeT MOPSAOK  ONpeseseHHUs
NPENCIBHBIX OTIYCKHBIX LIEH IPOU3BOAUTENEA Ha MEIUUMHCKHE H3IENHs,
BKJIIOUYEHHBIE B yTBepkIeHHbI IlpaBurensctBom Poccuiickoit ®enepauum
NepevYeHb MEIMIIMHCKUX U3/IeIUH, UMIIAaHTHUPYEMBIX B OPraHU3M YellOBEKa IIPH
OKa3aHMU MEJHLMHCKOH MOMOINM B paMKaX MpPOrpaMMbl TOCYIAPCTBEHHBIX
rapaHTuii OecnIaTHOro OKazaHWs TpaKJIaHaM MeAWLIMHCKOHM MOMOLIH, a TAaKXKe
Ipe/IeNbHBIX Pa3MEPOB ONTOBBIX HAl0AaBOK K (PaKTHYECKUM OTIYCKHBIM I[€HaM
Ha yKa3aHHbIC MEAUIMHCKUE U3JIENHA (laee - MeJUIUHCKOE U3eIIueE).

2. CpenneBsBelleHHass OTIYCKHas [I€Ha COOTBETCTBYIOILETO BHAA
MEIUUHMHCKOTO  M3AENHs  COIJIaCHO  HOMEHKJIATYpPHOH  KilaccH(HKaLuu
MeIULIMHCKUX U3MIeNnH, 3aKynaemoro B Poccuiickoii ®enepaiyu, onpeaesnsercs
Ha OCHOBaHHH MPEJCTABIIEMON MTPOU3BOAUTENSIMH MEIULIMHCKUX U3AETUN WIH
UX YNOJHOMOYCHHBIMU IPEACTABUTENIMY HHPOPMALUU MO (OPME COIIACHO
npuioxeHnto DesepaibHOM ciyx00H Mo Haa30py B cdepe 3npaBoOXpaHEHUs
1o dopmyie:

wena B = (ueHa cp3Bllplxk-Bol)+(uena cpp3BlIp2 xk-B02) +...+(ueHa cps3sllpn xk-Bon)

H

K-BO ofluee
rae:
uena B - cpennes3BelieHHas OTIYCKHasi [[eHA COOTBETCTBYIOILETO BUA
MEIULIHNHCKOTO u3nenus (pyoneit);
ueHa cps3BlIpl, uena cpe3Bllp2,... neHa cpe3Bllpn - cpeaHeB3BelIeHHAs
OTIYCKHas [IeHa MPOU3BOAUTENA Ha MeMIUHCKOe u3zenue (py6Gieit);
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k-Bol (k-B02, ..K-BOn) - KOJNMYECTBO MEIUIMHCKUX H3IENUM
OPOU3BOAMTENS IO  HAaUMEHOBAaHUIO  COTJIACHO  PETHUCTPAIMOHHOMY
YIOCTOBEPEHMIO HA  MEAMLMHCKOE HU3/eiHe, BHAY HOMEHKJIATypHO#
KJaccubuKamu MEIULMHCKUX U3J1euii, peann30BaHHBIX 3a
12 mpeqmecTByromux MecsieB Ju00 MEHBIIMH TEpPHOA ¢ Hayaua BBOJA
B oOpallileHue MeJUIIUHCKOTO u3eaus (IITYK);

K-BO 0OlLIee - KOIUYECTBO MEIUIMHCKIX U3/IENUi BCEX MTPOU3BOJMTENEH,
peanu30BaHHbIX 32 OTYETHBIN NIEPUOJ B IIpefienax Buaa (ITyK).

3. MudopManust 0  cpenHEB3BELIEHHBIX  OTMYCKHBIX  II€HAX  Ha
MEIUIUHCKHAE M3AENHU 10 BUAAM COINIACHO HOMEHKJIATYpHOU KiIacCHGHUKALUN
MEIMLIMHCKHUX H3JEeNHH pasMmelnaercsd Ha o¢unuaibHoM caiite DenepaibHoi
ciyx6pl Mo Haa3opy B cdepe 3apaBoOXpaHeHHs B HH()OPMAIHOHHO-
TeJIEKOMMYHHMKallMOHHOM ceTH "MHTepHet".

4. IlpenenpsHbie pa3Mepsl ONTOBBIX HaA0aBOK K (DaKTUYECKUM OTITYCKHEBIM
LeHaM Ha MEJIULIMHCKHUE U3MENUs] YCTaHABIMBAIOTCS OpraHaMy HCIIOHUTEIBHOM
BlacTu cyObekToB Poccuiickoii @epeparium.

5. IlpenensHelii pasMep ONTOBBIX HAJI0ABOK K (DAKTHUECKHM OTIIYCKHBIM
HeHaM Ha MEIHMLMHCKHME H3JeNHsl yCTaHaBiIUBaeTcs IuddepeHIMpOBaHHO B
3aBHCUMOCTH OT [IPpEIENbHOW OTIYCKHOH LIeHBl MPOM3BOAMUTENS Ha
MEIUIHHCKOE H3JeNMe M C yYeTOM pacxoJ0OB, CBS3aHHBIX C peanu3aluei
MEIMUMHCKUX H3JEJIMH, OlIEHKa 3KOHOMMYECKOH OOOCHOBAaHHOCTH KOTOPBIX
IIPOU3BOJUTCS B COOTBETCTBHH € 3aKOHOATeNNbcTBOM Poccuiickoii @enepanuy.

6. Pacxonpl, cBsi3aHHBIE C peanu3alMedl METUIMHCKHX  M3JEIHH,
IIPOU3BOIATCA 10 CIEAYIOLINUM IPYyIIaMm:

a) TpaHCHOPTHBIE pacxonsl. llpum pacuyere TPaHCHOPTHBIX PacXoi0B
YYMTBHIBAIOTCS JIOrOBOPBl Ha OKa3aHWE TPAHCIOPTHBIX YCIYr CTOPOHHUMH
OpraHu3allMsAMu HIM  (aKTUYeCKUe 3arparbl Ha JOCTaBKY COOGCTBEHHEIM
TPaHCIIOPTOM, BKIIFOUas €ro Cojiep>kaHue U 00CITyKHBaHUE;

0) pacxoibl Ha OIMIaTy TpyJAa C HAYHCIEHUSIMH B COOTBETCTBHHU
¢ 3akoHozartenscTBOM Poccuiickoit eneparuu;

B) pacXofibl Ha COJEpXaHHe M OKCIUIyaTalldi0 3JaHHH, COOPYKEeHHH,
MIOMELIeHHUI U 000pyI0BaHHS;

I') aMOPTU3aLIMOHHBIE OTYUCIICHHUS;

1) pacxofibl Ha XpaHEHUE M MpPeIIpOoJaXHYIO MOATOTOBKY TOBapoB. [Ipu
pacyeTe pacxoJOB Ha XpaHEHUE M NPEANPOAAXKHYIO IIOATOTOBKY TOBapoOB
YYHTBIBAIOTCS CTOMMOCTh MAaTEPHUANIOB, UCIIONb30BAHHBIX TPH MPEAIPOaaXKHOM
MOJTrOTOBKE, 3aTPAThl HA OIUIATY YCIYr CTOPOHHHUX OpraHU3aluid N0 XpaHEeHHUIO
MEINLIUHCKUX U3ENHil;
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€) pacxozbl Ha OIIaTy KOMMYHalbHBIX ycnyr. [Ipu pacueTe pacXomoB Ha
KOMMYHAaJIbHBIE YCIIyTH YYUTBIBAIOTCS pPacxojAbl Ha 3JeKTpPOCHaOXeHue,
BOJIOCHA0XEeHME U BOJOOTBEACHUE, Ta30CHA0KEHHE U TEIIOCHAOKEHME;

K) IpoYMe  pacxoAbl (pacCUUTBHIBAIOTCS C  Y4YETOM  IOJIOXKEHHMH
Hanorosoro koaexca Poccuiickoit ®enepanun).
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