006 yTBep>xaeHuu Mpasun hpopMUpoOBaHUA NEepPeUHA
MeAULUUHCKUX U3AeSIMKA, Cneuunasim3mpoBaHHbIX NPOAYKTOB
ne4yeOHOro NUTaHMA, He0OXOAUMBIX A1 HA3HAYEHUA NALUEHTY
no MeAULUHCKUM NnokKasaHuaM (MHaMBUAYyaNbHas
HenepeHoCUMOCTb, MO XXU3HEHHbIM NMOKAa3aHUAM) NO peLueHUIo
Bpa4eOHON KoMUccum, Kotopoe hbukcupyeTcsa B MeAULLUHCKOM
AOKYMEHTauuu nauueHTa u XXypHase Bpa4yedbHOU KOMUCCUM, B
ONMUCAHUMU KOTOPbLIX NPU OCYLLECTBJZIEHUU 3aKYNOK ANA
rocyAapCTBeHHbIX U MYHULMUNAJNbHbIX HY)XA AOMNYCKaeTcA
yKa3aHue Ha TOBapHbIA 3HAK
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NMPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 22 ABI'YCTA 2023 T. Ne 1368
MOCKBA

06 yTBepxAeHnn MpaBua opMNPOBaHUS NepeyHs MeaULMHCKUX N3LeNniA, Creunann3npoBaHHbIX
NPOAYKTOB fle4ebHOro NTaHns, HeobX0AUMbIX /1 Ha3HAYEeHNS MALVEHTY N0 MeAULIMHCKMM MOKa3aHUsIM
(MHOMBMAYaNbHAs HEMEPEHOCMMOCTb, MO »XMW3HEHHbIM NMOKa3aHUAM) MO PeLLEHUt0 BpayebHon Komuccum,
KOTOopoe PUKCUPYETCS B MeAULIMHCKON [OKYMEHTALMUM NaLMeHTa 1 XXypHane Bpa4yebHon koMmmccum, B
OMMCaHUN KOTOPbIX MPW OCYLLECTBAEHNN 3aKYMNOK 418 FOCYAaPCTBEHHbIX Y MyHULIMMAbHbBIX HYX[,
[OMYCKAeTCs YKa3aHue Ha TOBAPHBbI 3HaK

B cooTBeTCTBUM C NOANYHKTOM "I NyHKTa 1 YacTn 1 ctaTbu 33 PenepalibHOro 3akoHa "O KOHTPaKTHOW
cucTeMe B chepe 3aKynok ToBapos, paboT, ycnyr ans obecnevyeHns rocy[apCTBEHHbIX U MyHULMMAbHbIX
Hy>x4" MNpaBuTenscTBO Poccniickon defepaunm NoCTaHOBASART:

YTBEepanTb Npunaraemsle Mpasuna HopMUpoBaHNSA NepeyHs MeANLMHCKMX U3AeNNIA, CheLmanm3npoBaHHbIX
NpoAyKTOB fle4ebHOro NTaHns, HeobX0AUMbIX ANF Ha3HAYeHNS MaLNeHTy N0 MeAULMHCKM MOKa3aHUAM
(MHAMBMAYanbHas HEMEPEHOCMMOCTb, MO XU3HEHHBIM MOKa3aHUAM) MO peLLeHnto BpadyebHON KoMnccmuy,
KOTOopoe (PUKCUPyeTCs B MEAULMHCKON LOKYMEHTaLNM NaLMeHTa 1 XypHase Bpa4yebHoN KkoMmccum, B
OMUCaHNKN KOTOPbIX MPW OCYLLECTBAEHUN 3aKYMNOK A5 FOCYAaPCTBEHHbLIX U MYHULMMNAJIbHBIX HYXA,
[OMYCKaeTCs yKa3aHue Ha TOBapHbIN 3HaK.

MNpencenatens MpaBuTenscTea
Poccunckon ®epepaunvt M.MuycTmH

YTBEPXIEHbI

nocTaHoBeHVeM lNpaBUTENbCTBA
Poccuinckon ®epepauun

0T 22 aBrycta 2023 r. No 1368

MPABUNTA

HOpPMMPOBAHMS NEPEYHS MEAULIMHCKUX U30e/WiA, CNeunanm3npoBaHHbIX MPOAyKTOB Jie4ebHOro NuTaHus,
HeobXoAMMbIX A1 HA3HAYEHUS NMALMEHTY MO MEAVNLMHCKUM NMOKa3aHUaM (MHAWBMAYabHas
HEMepeHOCMMOCTb, MO0 XXU3HEHHbIM NMOKa3aHUAM) No peLleHnio BpayebHol KoMuccum, KoTopoe
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(hrKCMpyeTCa B MEAULIMHCKON LOKYMEHTaLMM NaumneHTa 1 XXypHase BpadebHon KoMUCcCun, B oNmcaHum
KOTOPbIX MPU OCYLLECTBAEHNIN 3aKYMNOK A9 FOCYAaPCTBEHHbLIX Y MYHULMNANbHBLIX HYXXJ LOMYyCKaeTCs
yKa3aHune Ha TOBapHbI/ 3HaK

1. Hactosiwme MNpaBunia onpenensoT Nopsaok GopMnUpoBaHUs NepeyHs MeaULMHCKUX U34eni,
cneunann3MpoBaHHbIX MPOAYKTOB Jle4ebHOro NnTaHnsa, HeobXoaMMbIX AN Ha3HAYeHNS NaUNEHTY No
MeONLUUHCKAM MoKa3aHnaM (MHAUBMAYalbHaa HEMEPEeHOCMMOCTb, MO XXN3HEHHbLIM NMOKa3aHWAM) no
pelleHnto BpavyebHoM KOMMCCMM, KOTOPOE (PUKCUPYETCS B MEANLIMHCKON AOKYMEHTaLMW NauneHTa u
)KypHaJsie Bpa4yebHon KoMMCCMmM, B ONMCaHNM KOTOPbIX NPY OCYLLECTBEHMNIN 3aKYMOK A5 roCyA4apCTBEHHbIX
N MyHULMNANbHbIX HYXK OOMNYCKaeTCa yKa3aHne Ha TOBaPHbIN 3HaK (fasiee - nepeyeHsb).

2. PaccmoTpeHme Bonpoca 0 BO3MOXHOCTMW BKIOYEHNS MEQULMHCKUX U3AENNIA, CeLMann3npoBaHHbIX
NPOAYKTOB S1e4ebHOro NUTaHMs B MepeyeHb OCYLLIECTBNIAETCA CO3aaBaeMon MUHNCTEPCTBOM
3[paBooxpaHeHns Poccunckonm defepauin MexBeLoMCTBEHHON KOMUCCHEN (Lafiee - KOMUCCKus).
MonoXeHne 0 KOMUCCUN N ee COCTaB YyTBEPXKAATCA MMHMCTEPCTBOM 34paBoOXpPaHeHNs Poccuinckon
depepauymn.

B cocTaB KoMmMCCMM BXOOAT NpeacTaBuTenn MnHUCTepCcTBa 34paBooxpaHeHns Poccuinckon ®egepaumm,
MuHMCTEpCTBa NPOMbILLIEHHOCTM 1 TOProeaun Poccunckon ®epepaunn, PegepasbHON aHTVMOHOMOBHOM
cnyx6bbl, PenepanbHoi cnyxbbl Mo Haa3opy B chepe 34paBooxpaHeHuns, PeaepasibHom Ciyxbbl Mo
Hag30py B chepe 3aWwmnThl NpaB notTpebutenen n bnaronosay4ns YenoBeka.

Komuccus MoxeT npuBsiekaTb K CBOeN paboTe npeacTaBUTENEN UHbIX (hefepalibHbIX OpraHoB
NCNOJIHATEIbHON BIACTW M UCNOJHUTENbHbLIX OpraHoB cybbekToB Poccuiickon degepaunm B chepe oxpaHbl
3[0pOBbS, M1aBHbIX BHELITATHbLIX CreumanncTos MMHUCTEPCTBa 34PpaBOOXPaHeHNs POCCUCKOM
depnepaunm, rnaBHbIX BHEWTATHbIX CNELNaaMCcToB MMHUCTEPCTBa 34paBoOOXpaHeHNs Poccminckon
depnepaumm B hefepasibHblX OKpYrax v riaBHbIX BHELTATHbLIX CNeuManncToB UCNOHUTESIbHLIX OPraHOB
cybbekToB Poccuiickon Penepaunn B chepe 0XpaHbl 3[0POBbS, CNELNAIMCTOB Hay4HbIX, 06pa3oBaTe/bHbIX
N MeANLUHCKNX OpraHn3aumnm.

3. ®opMUpoBaHME NePeYHs OCYLLECTBASETCS:

B OTHOLUEHUN MeANLNHCKNX N3O - MO BUAAM MeQULMHCKUX N30ENNA B COOTBETCTBUN C
HOMEHKJITaTypPHOWN KNnaccnpukaumnen MeQULMHCKUX N30SI, YTBEPXKAAEMON MUHNCTEPCTBOM
3[paBooxpaHeHus Poccuinckon Genepaunn (fanee - HOMeHKAATYpHasa KnacCcnukaunus), HauMeHoOBaHNAM
3abonieBaHMin (COCTOSIHMIA) U COOTBETCTBYIOLLMX UM KOAOB MO MeXXayHapoaHOW CTaTUCTUYECKON
Knaccudnkaumm 6onesHen n npobnem, CBA3aHHbIX CO 340POBLEM, MPU JIEYEHUN KOTOPLIX MPUMEHSIOTCA
MeONLUHCKME U3AENNs, KOTOPbIE KacCUULMPYIOTCA COOTBETCTBYOLWMMY BUAAMU MEANLINHCKUX N3LEeNnN;
B OTHOLUEHWNW CMEeLNann3npoBaHHbIX MPOAYKTOB 1e4e6HOro NMTaHUS - NO rpynnam cneumuann3mpoBaHHbIX
NPoAYKTOB sie4ebHOro NMTaHus, MPMMEHSEMbIX A5 neveHns 3abonesaHnii, C yKasaHWEM KoAa Mo
Me>XAyHapOoaHOM CTaTUCTUYECKON Kaccudukauun 6onesHen n npobnem, CBA3aHHbIX CO 300POBLEM.
BHeceHne n3MeHeHUN B NepeyeHb OCYLLIECTBASETCA He 6osiee YeM 2 pa3a B rog.

4. BKAOYEHWIO B MepeyeHb NoAAeXNT BUA MEAULMHCKOrO N34enuns, rpynna cneunaam3npoBaHHbIX
NPOAYKTOB S1e4ebHOro NMTaHNs NPY HaaNYMmn 3apPerncTPUPOBaHHOIO B YCTAaHOBIEHHOM
3aKoHodaTenbCTBOM Poccuinckon ®egepaumm nopsake TOBapHOro 3Haka Ha MeAUUNHCKOe n3genue,
CNeunann3mpoBaHHbIN NPOAYKT Ne4ebHOro NUTaHMs, OTHOCALLMECS K COOTBETCTBYIOLLEMY BUAY
MeONLUHCKOro n3aenms, rpynne cneunann3vpoBaHHbIX MPOAYKTOB Jie4ebHOro nnTaHms.

VICKSII04EHMIO N3 MepeYHs MNOAJIEXMNT BUA MEOULMHCKOrO N3Aennsa, rpynna cneumann3npoBaHHbIX
NPOAYKTOB Sie4ebHOro NMTaHUs B Cyvasx:

OTCYTCTBWS 3apEerucTpMpoBaHHOro B yCTaHOBJIEHHOM 3aKOHOA4ATeNbCTBOM Poccuinickon depepaunmu
nopsiike TOBapHOro 3Haka Ha MeAULNHCKOE U3fenune, Cneunann3mpoBaHHbIi NPOAYKT Ne4ebHOro NuTaHms,
OTHOCSLLMECS K COOTBETCTBYIOLWEMY BUAY MEAULMHCKOrO U3Lenns, rpynne cneumaan3npoBaHHbIX
NPOAYKTOB Sie4ebHOro NUTaHus;

UCKJIIOYEHUNS BUAA MEANLUHCKOrO N34EeNNs N3 HOMEHKNATYPHOW KnaccudmKkauuu.
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5. Mpwn paccmMoTpeHMmn BONpPoOCa 0 BO3IMOXHOCTYW BKIOYEHUS BUAA MEAULNHCKNX U34S, rpynnbl
cneunann3mpoBaHHbIX NPOLYKTOB ne4ebHOro NMTaHna B nepeyeHb KOMUCCUEN YYNTLIBAETCS:
3aKJ/II04EHMEe r1aBHOM0 BHELWTATHOro cneunanmcta MuHMcTepcTBa 34paBooXpaHeHuns Poccuinckonm
®efepalimm No COOTBETCTBYIOLLEN CNeLnasbHOCTY (HanpasaeHunto, Npodui) (ganee - NPoUIbHbIN
rNaBHbIN CNeumanncT) o LenecoobpasHocTn ambo HeuenecoobpasHOCTU BKAKOYEHWS BUAA MEAULNHCKOrO
n3penus n (uan) rpynnsl CNeLnaam3npoBaHHOro NPoayKTa ne4ebHoro NnTaHMs B MepeyeHb B CBA3N C X
BO3MO>XHbIM Ha3Ha4YeHNeM rno MeAULUHCKUM MoKa3aHusaM (MHOuBMAYaibHas HenepeHoCUMOoCTb, Mo
)KU3HEHHbIM NMoKa3aHuaM) (Janee - 3ak/to4yeHune);

Hanu4ne nnbo oTCyTCTBME peleHns GegepanscHol Cnyxbbl MO HaA30py B chepe 34paBOOXPAHEHNS MO
pe3ynbTaTaM npoBefeHus defepanbHOro rocylapCTBEHHOro KOHTPos (Haf3opa) 3a obpalleHnem
MeONLUNHCKUX U3gennii 0 NPUOCTaHOBIEHUN NPUMEHEHNS MeAULIMHCKOrO U3AeNns Uan n3baTus us
obpalleHns MeanUNHCKOro n3aenns.

6. PepepasibHble opraHbl NCMONHUTENbHON BNACTW, NCNOJIHUTENbHbIE OpraHbl CyObeKkTOB POCCMINCKOW
®epepalmm B chepe oxpaHbl 340p0OBbS, MlaBHble BHELITaTHbIE CNeunanncTbl UCNOJHUTENbHbIX OPraHoB
cybbekToB Poccuiickon depepaunn B chepe oxpaHbl 340POBbS, MEAULUHCKE OpraHu3aunn (ganee -
3a58BUTENb) HanNpaBAsOT B MMHUCTEPCTBO 34paBooxpaHeHna Poccumnckon ®epepalmm 3asBeHme o
BKJIIOYEHWM BUAA MELULMHCKOr0 U34enuns 1 (Wam) rpynnel cneLmanu3npoBaHHbIX NPOAYKTOB ne4ebHoro
NMTaHNA B MepeyeHb (fanee - 3asBNeHne 0 BKIYEHNN) 160 06 NCKIIIOYEHNN BULA MEANLIMHCKOTO
n3penus n (Man) rpynnsl CNeLMannm3npoBaHHbIX MPOAYKTOB Ne4ebHOro NuTaHms U3 nepeyHs (oanee -
3asBaeHne 06 ncknoveHnn). Popmbl 3a8BIEHNI YTBEPXKAAOTCA MUHNCTEPCTBOM.

7. 3asBneHne 0 BKIKYEHNUNW, 3a9BNeHne 06 NCKIYEHU MOFYT HanpaBasaTbCA Ha ByMaxKHOM HOCMTEeNe uan
B (hOpMe 3/1eKTPOHHOr0 AOKYMeHTa, MOAMUCAHHOMO YCUIEHHON KBaU(ULIMPOBAHHOW 31€KTPOHHOW
NOAMNCHIO, C BKJIIOYEHWNEM YKa3aHHbIX B MyHKTe 3 HacToAwMmX MpaBua CBeLEeHNIN B OTHOLIEHUN BULOB
MeLNLMHCKNX N34eNni 1 (Maun) rpynn Cneumnannm3npoBaHHbIX NPOAYKTOB Ne4ebHOro nnTaHus.

B cnydyae HanpaBneHUs 3asaBAEHNS O BKIIOYEHNN, 3a89BaeHns 06 NCKTIIoYeHNN Ha ByMa>kKHOM HocuTene
3a8BUTENEM LOJKEH ObiTb yKa3aH aflpec 3IeKTPOHHON MOYThI.

8. B uensx paccMoTpeHnsa 3aaBJI€HNSA 0 BKIOYEHUN MUHNCTEPCTBO 34paBOOXpPaHEHNs Poccninckom
depepaumm B TeveHne 3 paboymnx gHen Co AHSA ero noay4YeHUs HanpaBaseT ero Konu npoguiasHoOMy
rfaBHOMY CrieunanunucTy oas noAroTOBKY 3aKJIIOYEHUS.

9. MpounbHbIN rNaBHbIA CNeunanncT B TeyeHne 7 paboynx aHen co OHS NOCTYMNJIeHNS B COOTBETCTBUN C
NYHKTOM 8 HacTosLwmX [MpaBun 3as8BJIeHUS 0 BKJOYEHWUW HanpaBaseT 3aKkiveHne B MMHUCTepCTBO
3[paBooxpaHeHns Poccunckon Gegepauum.

10. B uenax nosiy4eHus LOMOJAHUTENbHON NHopMaLUy 415 NOATOTOBKM 3aKJII04EHUS NMPOoduIIbHbIN
raBHbIN CNeLManncT BApaBe HanpasBaTb 3anpochl M1aBHbLIM BHELUTATHLIM crelnanmctaMm MuHucTepcTBea
34 paBooxpaHeHus Poccuiickon Pepepaunn B hefepasnbHbIX OKPYrax U riaBHbIM BHELWTaTHbIM
cneuvanncTaM UCNONHUTENbHBIX OpraHoB CybbekToB Poccuinckon depepauun B chepe oxpaHbl 340p0OBbS,
WHbIM CreLnanncTam, B NpodeccnoHanbHble MeaMLMHCKME CoobLLECTBa (fanee - 3anpoc).

11. Jlnya, nonyymBLINe B COOTBETCTBUM C MYHKTOM 10 HacTosAwmx MNpaBunn 3anpoc, He no3gHee 3 pabounx
OHEN Co OHSA NOCTYMNJeHMs 3anpoca HanpasasioT NPOGUIbHOMY FIaBHOMY CreunanncTy OTBET Ha Takom
3anpoc.

12. Mocne nonyyeHns 3aknoyeHns MUHUCTEPCTBO 34paBooxXpaHeHns Poccunckon degepauum B TedeHme 3
paboynx OHeNn HanpaBNsSeT ero BMeCTe C 3asB/I€HNEM O BKJIIOYEHMMN Ha PACCMOTPEHNE KOMUCCUMN.

13. B uenax paccMoTpeHns 3aaBneHns 06 cknoyeHMn MMHMCTEepPCTBO 34paBooxXpaHeHns Poccninckon
denepaumm B TeveHne 3 paboymx gHeR Co AHS ero NoayyYeHust HanpaBaseT ero Ha pacCMOTpeHne
KoMmuccuu,

3aaBneHune 0 BKJIIOYEHUW, 3aaBeHne 06 UCKIIDYEHNN U 3aKJTI0YeHre NoANieXXaT pacCMOTPEHMIO Ha
3acelaHMM KOMUCCMM B MOPSAAKE, YCTaHOBIEHHOM MUHMCTEPCTBOM 34 paBooXpaHeHunsa Poccuinckon
®epnepauymm.
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14. 3acefaHne KOMUCCUM NPOBOANTCS He No3aHee 3 paboynx AHEN CO AHS MONYYEHUS JOKYMEHTOB,
yKa3aHHbIX B ab3aLie BTOpoM nyHKTa 13 HacTosawmx Mpasun.

15. MHhopMaums 0 NPUHATBLIX Ha 3aCefaHnn KOMUCCUN peLleHmax pa3MeLlaeTcs Ha ouLmnanbHOM canTe
MuHMCcTepCcTBa 34paBooxXpaHeHns Poccminckon deaepaum B MUHGMOPMaLMOHHO-TEIEKOMMYHMKALWMOHHO
ceTu "MIHTepHeT" B TeyeHue 3 paboynx AHEN CO AHA NPOBELEHUS 3aCefaHNs KOMUCCUUN.

16. O NpuHATOM Mo pe3ysbTaTaM PaCcCMOTPEHNS OKYMEHTOB, YKa3aHHbIX B ab3aLie BTOPOM NyHKTa 13
HacTosAwwmx Mpasun, peweHnn MUHUCTEPCTBO 34paBooXpaHeHns Poccuiickon ®efepaumm He no3gHee 5
paboynx OHeNn yBeooOMIAET 3aaBUTENS.

17. C y4eTOM MPUHATLIX KOMUCCMEN PELLIEHWI O BKJIDYEHUN BUAA MEOAULMHCKOro U3genuns n (nnm) rpynnel
cnewunann3mpoBaHHbIX NPOLYKTOB ne4ebHOro nuTaHna B nepeyeHb ibo 06 ncknioyeHun suaa
MeLMLMHCKOro U3genmns u (nam) rpynnsl CNeumanm3npoBaHHbIX NPOAYKTOB 1e4ebHOro NMTaHms 13 nepeyHs
MuHWCTepCTBO 34paBooxpaHeHns Poccuiickon defepanmm NnoLroTaBaMBaeT B yCTAaHOBIEHHOM MOpsLKe
COOTBETCTBYIOLWLMI NPOEKT akTa lNpaBuTtenbcTBa Poccuinckon ®eaepaumm.
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