MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
IITIOCTAHOBJIIEHUWE
ot 22 aBrycta 2023 r. Ne 1368

MOCKBA

00 yrBep:xknenuu Ilpasua popmupoBanus nepeyHss MeAMUHCKHAX
U3/1eJIU, CTIeHAJTU3MPOBAHHBIX MPOAYKTOB JIe4eOHOI0 NMUTAHUS,
HE00XO0AUMBIX /ISl HA3HAYEHUS MANUEHTY 110 MeAMIUHCKUM MOKA3aHUAM
(MHAMBUIYAJIbHAS HENEPEHOCUMOCTD, 10 )KU3HEHHBIM MOKA3AHUAM)

M0 peleHUI0 Bpa4eOHOM KOMUCCHH, KOTOpoe (pMKCHUpYyeTcst
B MEJIUIUHCKON JOKYMEHTAIMHU MALMEHTA U )KypHAaJie BpauyeOHO! KOMHCCHM,
B ONIMCAHUHU KOTOPBIX NPH OCYLIECTBICHUHU 3aAKYIOK ISl TOCYIaPCTBEHHBIX
U MYHUUMINAJBHBIX HYK/ J0IYCKAETCH YKAa3aHUE HA TOBAPHbIA 3HAK

B cootBerctBuuM ¢ moamyHkroM T myHkTta 1 wactu 1 crathu 33
®denepanbHoro 3akoHa 'O KOHTPAKTHOW cHCTeMe B cdepe 3aKymnmoK TOBApOB,
pabot, yciyr miisg oOecredeHus] TOCYAapCTBEHHBIX U MYHUIIMTIAIBHBIX HYXI'
IIpaBurenscTBO Poccuiickon Oenepaiii 1O CTAaHOBJAAE T !

VYTBepauts npunaraemsie [lpaBuia opMupoBaHus nepeuHss MEIUIMHCKIX
U3JIIUN, CHIEIMATM3UPOBAHHBIX TPOIYKTOB JICUEOHOTO MUTAHUS, HEOOXOAUMBIX
JUIs. Ha3HAYeHMsI MAlUEeHTY MO MEJMLMHCKUM IOKa3aHWAM (MHIMBUIYyaJbHAs
HENEPEHOCUMOCTb, IO W3HEHHBIM IIOKa3aHUSM) IO PEIICHUI0 BpaueOHON
KOMHUCCHH, KOTOpo€ (PUKCHUpPYETCS B MEIUIMHCKOW JAOKYMEHTAIMM MalueHTa
U KypHaje BpaueOHOW KOMHCCHH, B OMHCAHUU KOTOPBIX MPHU OCYIIECTBICHUU
3aKyNOK JUI1 TOCYAApPCTBEHHBIX M MYHMLMIIAJBHBIX HYXJ JOIIyCKaeTcs
yKa3aHHE Ha TOBApHBIN 3HAK.

[Ipencenarens [IpaBurenscrBa
Poccniickon @enepanun M.MuyctuH



YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
ot 22 aBrycta 2023 r. Ne 1368

ITPABHUJA

(popMupoBanus nepeyHss MeIUIUHCKUAX U3ACJINH, CIEUAJTAIUPOBAHHBIX
NMPOAYKTOB JIe4eOHOT0 MUTAHNS, HEOOXOAMMBIX JJI1 HA3HAYECHHUSA
NANUEHTY M0 MeIMIMHCKUM MOKa3aHUAM (MHIUBHUAYaJIbHAas
HENePEeHOCHUMOCTb, M0 )KM3HEHHBIM MOKA3AHUAM) 110 PeLIeHUI0
Bpa4e0HOH KOMHCCHH, KOTOPOe GUKCHPYeTCS B MeTUIIUHCKOM
AOKYMEHTALUM NMALMEHTA U )KYyPHaJie Bpa4eOHO KOMUCCHH,

B ONIMCAHUHU KOTOPBIX MPH OCYIIECTBJICHUH 3aAKYIOK /ISl TOCYIaPCTBEHHBIX
U MYHULIMIAJIbHBIX HYK/ T0IMYCKAETCS YKa3aHUE HA TOBAPHBIN 3HAK

1. Hactosimuue IlpaBuiia onpenensoT NOpsAaoK (POPMUPOBaHUS NEPEUHS
MEIUUUHCKUX U3AENINN, CTIELMAIM3UPOBAHHBIX IPOJYKTOB JIEYEOHOTO MUTaHUS,
HEOOXOAMMBIX [UJIsl Ha3HAUYE€HMs] MAalUMWEHTy [0 MEIUIMHCKUM TOKa3aHUSIM
(MHOUBUAYaJIbHAS HETIEPEHOCUMOCTb, IO KU3HEHHBIM MOKA3aHUSAM) 10 PELICHUIO
BpayeOHOM KOMHUCCHUHU, KOTOpOE€ (PUKCHUPYETCS B MEAUIMHCKOM JOKYMEHTALMH
NalyMeHTa W OKypHaje BpayeOHOM KOMHUCCHUH, B OIMCAHUU KOTOPBIX
IIPU OCYIIECTBJIEHUHU 3aKYIOK Il TOCYIAPCTBEHHBIX U MYHUIUITAJIbHBIX HYXK/]T
JIOMyCKaeTCsl yKa3aHue Ha TOBAPHBIN 3HAK (Jajee - MepeUeHb).

2. PaccmoTpeHre Bompoca O BO3MOXKHOCTH BKJIIOYEHUS MEIUIIMHCKUX
U3JIeTUH, CHEeNHAIM3UPOBAHHBIX MPOAYKTOB JEYEOHOrO MUTAaHUSA B MEPEUYCHb
OCYILECTBIISIETCS cO3aBaeMO MuHHCTEPCTBOM 3apaBooxpaHeHust Poccuiickon
deaeparuy MEKBEIOMCTBEHHOM KOMUCCHUEH (J1aiee - KOMUCCHS).

[TonoxxeHne O KOMHCCHUM MU €€ COCTaB YTBEPXKAAIOTCA MUHHCTEPCTBOM
3apaBooxpanenus: Poccuiickon denepanuu.

B cocraB kommccuum  BXOOAT  NIpEACTaBUTENM  MUHUCTEpPCTBA
3apaBooxpanenust Poccuiickon @enepaunu, MUHUCTEPCTBA TPOMBIIIIEHHOCTH
u Ttoproeau Poccuiickon ®enepanun, DenepanbHOM aHTUMOHOIIOJIBHON
ciyx0bl, DenepanbHONl CiIyxkObl MO HAA30py B cdepe 3apaBOOXPAHECHMS,



®denepanbHO CiIy:kObl MO HAA30py B cdepe 3aluThl NpaB NOTpeOuTene
U 0JIaronoayyus 4eJIoBeKa.

Komuccust MoxeT mpuBlieKaTh K CBOEM paboTe MpelcTaBUTENIed WHBIX
benepalibHbIX OPraHOB MCIIOJIHUTENBHON BJIACTH U WCIOIHUTENbHBIX OpPraHoOB
cyobektoB Poccuiickoit ®denepanuun B cdepe OXpaHbl 3J0POBBS, TIaBHBIX
BHEIITATHBIX CHEUUAINCTOB MUHHCTEPCTBA 3ApaBOOXpaHeHUsl Poccuiickoii
@denepanuu, — [MIaBHBIX  BHEIITATHBIX  CIENUAIUMCTOB  MwuHuUCTEpCTBa
3npaBooxpaHeHus Poccuiickoit ®Depeparuu B (denepadbHBIX  OKpyrax
U TJABHBIX BHEIITATHBIX CHEIUAIMCTOB HCIOJIHUTENIBHBIX OPraHoB CyOBbEKTOB
Poccuiickoit ®denepanuu B cepe oXpaHbl 3I0pPOBbsl, CIIEHUATUCTOB HAYYHBIX,
00pa3oBaTeIbHBIX U METUIIUHCKUX OpTaHU3AIIH.

3. ®opMHpOBaHUE MIEPEUHSI OCYIIECTBIISETCS:

B OTHOUIEHUHM MEAULMHCKUX U3AEIUM - 110 BUJAM MEAULUUHCKUX U3IEIUN
B COOTBETCTBHM C HOMEHKJIATYPHOU KiacCU(UKAIMEH METUIMHCKUX W3JIETUH,
yTBepkaaeMor MuHHUCTEpCTBOM 3apaBooxpaHeHuss Poccuiickon dPenepaunu
(mamee - HOMEHKJATypHas KiaccuuKaius), HaMMEHOBAHMUSIM 3a00JeBaHUN
(cocrossHUi) W COOTBETCTBYIOIIMX UM  KOJOB MO  MeXIyHapOHOM
CTaTUCTHUYECKOM  Kiaccupukaumu OoJe3He W mpoOsieM,  CBS3aHHBIX
CO 3JI0pOBBEM, NP JICYCHUH KOTOPBIX NMPUMEHSIOTCA MEAULUMHCKUE HU3EIIus,
KOTOpbIE KIJIACCU(DUIIMPYIOTCS COOTBETCTBYIOIIUMHU BHJIAMU MEIUIIUHCKUX
WU3CIUM;

B OTHOIICHUM CIECIHMAIM3UPOBAHHBIX MPOIYKTOB JIEUEOHOTO MUTAHUS -
Mo TpynmaMm  CHEHUaJTU3UPOBAHHBIX  MPOAYKTOB  JIEYEOHOrO0  MHUTaHUS,
OpUMEHSIEMbIX  JJIA  JiedeHus  3a0oyieBaHWM, €  yKa3aHHeM  Koja
o MexaTyHapOo HOM CTAaTUCTUYECKON Kiaccudukanuu Oose3Herd u mpooem,
CBSI3aHHBIX CO 3I0POBBEM.

Buecenne wu3MeHeHHI B TEepeUYCHb OCYIIECTBISETCS HE Oolee
yem 2 pasa B ro/l.

4. BKIIIOYEHHIO B TIEPEYCHb MOJICKUT BHUJ MEIUIIMHCKOTO W3CINUs,
rpynmna CrHelain3upOBaHHBIX MPOAYKTOB JI€UEOHOrO MUTAHUS NPU HATUYHH
3apPETUCTPUPOBAHHOTO B YCTAHOBJIEHHOM 3aKOHOJATENBCTBOM Poccuiickon
Qenepanii HOPSIAKE TOBAPHOTO  3HAKA HA  MEIUIMHCKOE — M3JIEIHE,
CHEIUAIN3UPOBAHHBIM  TPOIYKT  JICUeOHOTO  MHUTAHWS,  OTHOCSIIHUECS
K COOTBETCTBYIOLIEMY BUIY MEIULUHCKOIO W3AENus, rpynmne
CHIEIUATN3UPOBAHHBIX TTPOYKTOB JICUSOHOTO TUTAHUSI.

UckimroyeHno w3 mnepedyHs MOIJIEKUAT BHUI MEIULMHCKOTO W3IEus,
rpynmna CreruaIn3uipoBaHHBIX IPOIYKTOB JICUEOHOTO MUTAHUS B CIIyJasiX:



OTCYTCTBUS 3aPETUCTPUPOBAHHOTO B YCTAHOBJIEHHOM 3aKOHOAATEIHCTBOM
Poccuiickoit @enepannu NopsaKe TOBAPHOTO 3HAKA HA MEIULIMHCKOE W3JENHE,
CHEIUATN3UPOBAHHBIA  MPOAYKT  JIEYEOHOr0  MUTAaHUSA,  OTHOCAIIUECS
K COOTBETCTBYIOIIEMY BUIY MEJIULIMTHCKOTO 17631 (S5 rpyIIIe
CHEIUATN3UPOBAHHBIX MTPOYKTOB JICUEOHOTO MUTAHMUS;

UCKIIFOUCHHSI BHJIAa MEAUIMHCKOTO M3JENHs W3 HOMEHKJIATypHOU
KJIaCCU(UKAIIUH.

5. [Ipu paccMoTpeHun Bompoca O BO3MOXKHOCTU BKJIIOYEHHUS BHUAA
MEIUIMHCKUX M3JEINI, TPYIIbl ClIeNUaTu3UPOBAHHBIX MPOIYKTOB JIEYEOHOTO
MATAHUS B [IEPEYEHb KOMUCCHUEN YUUTHIBACTCS:

3aKJIFOYEHUE TJIABHOTO BHEIITATHOIO CHEHHalucTa MwuHuUCTEpCTBa
3apaBooxpaneHust  Poccumiickoir ~ depepauumu 1o COOTBETCTBYIOLIEH
crenuaibHOCTU (HampaBieHHio, npoduio) (naigee - NpodUIBHBINA TIaBHBIMN
CIEIUAIIMCT) O MEJIECO00Pa3HOCTH MO0 HEeleIeco00pa3sHOCTH BKIIIOUCHHS BUA
MEIUIIMHCKOTO W3Jenusi W (WIKM) TPyNIbl CHENUATU3UPOBAHHOTO MPOAYKTA
Je4eOHOro TUTaHUs B TMEPEUEHb B CBSI3M C HMX BO3MOXKHBIM Ha3HAYECHUEM
0 MEAULIMHCKAM MOKa3aHUsIM (MHIUBUTyaTbHAS HEIEPEHOCUMOCTb,
0 JKU3HEHHBIM MOKa3aHUAM) (Jajee - 3aKII0UYeHHE);

Hanu4uue JTudo oTcyTcTBue pemenus denepanbHoil ciryKObI TT0 HAA30pY B
chepe 3ApaBOOXpaHEHUS IO pe3yjibTaTaM MpoBeleHUs (deaepabHOTOo
roCyapCTBEHHOTO KOHTPOJIS (Haa30pa) 3a 00pallieHneM MEIUIIMHCKUX U3/IeITHi
O TMPUOCTAHOBJIECHUH NPUMEHEHHUS MEAUIMHCKOTO W3JEIUsl WIH HU3bITUSA
U3 00paIlleHrs METUITMHCKOTO U3CIIHSL.

6. ®enepanbHble OpraHbl MCHOJHUTEIBLHOW BJIACTH, HCIOJHUTEIHHBIC
opranbl cyOwbekToB Poccuiickoit ®enepanmu B cdepe OxpaHbl 310pOBbs,
IJIaBHBIC BHEINTATHBIC CICIHUAIUCTHI UCIIOIHUTEIBHBIX OPraHoB CyOBEKTOB
Poccuiickoit  ®epeparmun B cdepe OXpaHbl  3J0POBBS, METUIIUHCKHE
opranuzanuu (#ajee - 3asBHUTENb) HANpPaBISIIOT B MUHHUCTEPCTBO
3apaBooxpanHeHusi Poccuiickon @enepanuiu 3asBJICHHE O BKJIOYEHUM BHIA
MEIULMHCKOTO H3AENHs W (WJIH) TPYIIbl CHEHUAIA3UPOBAHHBIX MPOIYKTOB
Je4eOHOrO THUTaHWS B TIEpEYCHb (Jajiee - 3asgBICHUE O BKIIOYEHUH)
b0 00 WCKIIOYEHUW BHUAA MEIUIMHCKOTO W3AENTUs U (WJIW) TPYIIbI
CHEIUATN3UPOBAHHBIX ~ MPOJYKTOB  JIEYEOHOTO  TUTAHUS U3  TEPEUHS
(mamee - 3asBneHue 00 wuckKIoueHun). DoOpMbI 3asABICHUN YTBEPKIAIOTCS
MuHUCTEPCTBOM.

7.3asBNeHUE O BKJIIOYCHUU, 3asBICHUE 00 WCKIIOUYCHUH MOTYT
HAIPaBJIATHCSA Ha OyMa)KHOM HOCHUTEJIE WIH B (DOPME DIIEKTPOHHOTO JOKYMEHTA,
MOANMUCAHHOTO YCUJIEHHON KBATM(UIIMPOBAHHONW SJIEKTPOHHOW TOJIHUCHIO,



C BKJIIOYCHMEM YKa3aHHBIX B IIyHKTe 3 Hactosmux IIpaBui cBeaeHuit
B OTHOIIIEHUH BUJIOB MEIUIIMHCKUX WU3JICIUHN U (MJIM) TPYII CHEIHAIM3UPOBAHHBIX
MIPOJTYKTOB JICUEOHOTO TTUTAHUS.

B cinyuae HampaBieHHss 3asBICHHMS O BKJIIOYECHUHU, 3asIBICHUS
00 HCKIIOYEHUH Ha OyMa)KHOM HOCHTEJIe 3asSBUTENIEM JIOJDKEH OBITh yKa3aH
aJpecC JIEKTPOHHOM MOYTHI.

8. B menmax paccMOTpeHUs 3asBJICHUS O BKJIOUCHHMH MUHHUCTEPCTBO
3npaBooxpaHeHus Poccuiickoit ®enepanuu B TedueHue 3 pabouux JHEH
CO JHSA €ro IOJyYCHHUsS HaIlpaBiseT ero KOMUI0 MPOGUILHOMY TJIABHOMY
CIICLIMATIUCTY ISl IOJITOTOBKYU 3aKJIFOYEHHUS.

9. [IpoduIIbHBIN TJIABHBIN CIICHMAIKMCT B TCUCHUE 7 pabOUMX JHEH CO JTHS
MOCTYIUICHUSI B COOTBETCTBUMM C NyHKTOM 8§ Hactosimux I[IpaBui 3asBieHHs
O BKJIFOYECHUM HAIpPaBISIET 3aKIIOYCHUE B MUHHCTEPCTBO 3IPaBOOXPAHEHUS
Poccutickon ®@enepanuu.

10. B nensax mosydeHus TOMOJHUTEILHON MHGOPMALIUK JIJIsT TTOATOTOBKHU
3aKJTIOUCHHS MPO(IIIBHBIA TJIaBHBIM CHEIUAIHUCT BIPABE HAMPABIATH 3aPOCHI
[JIaBHBIM ~ BHEIITAaTHBIM  CIEIUATIUCTaM MMHHUCTEPCTBA  3APaBOOXPaHEHUS
Poccuiickoit ®@enepanuu B ¢eliepadbHbIX OKpPYrax M TJIaBHBIM BHEIITATHBIM
CIeIUAJINCTaM HMCTIOJHUTEIIBHBIX OpraHoB cyOBbekToB Poccuiickoit deneparuu
B cdepe oOxpaHbl 3JI0pOBbS, HHBIM CICIUMAIUCTaM, B MNpodeccuoHaIbHbIe
MEJIMIIMHCKHUE COOOIIeCTBa (fanee - 3ampoc).

11. JIuma, mOJyYMBIIME B COOTBETCTBUM € IyHKTOM 10 HacToOsAmuX
[IpaBui 3ampoc, He mo3aHee 3 pabouyux JHEW CO JHS MOCTYIUICHHS 3ampoca
HaIpaBJISIOT MPOGUILHOMY TJIABHOMY CIIEIIUAIIMCTY OTBET Ha TaKOM 3aIpoc.

12. Tlocne mnomydeHus 3akiIOYeHUS MUHHCTEPCTBO 3IpPaBOOXPAHCHHS
Poccuiickoit @enepanuu B TeueHrue 3 pabouux JHEW HAMpaBIseT €ro BMECTE
C 3asBJICHUEM O BKJIFOUEHHUHU HA pACCMOTPEHUE KOMUCCHH.

13. B nensix paccMoTpeHHs 3asBiIeHUS 00 MCKIOYEHUHM MUHUCTEPCTBO
3npaBooxpaHeHusi Poccuiickoit ®enepanuu B TedeHHWe 3 pabouux JgHEH
CO JIHSI €ro MOJYYEHUS HAIIPABJISAECT €ro Ha pACCMOTPEHUE KOMUCCHH.

3asgBlICHHE O BKJIIOYCHHUH, 3asBIICHHC 00 HCKIIOUCHHH W 3aKJIIOYCHHC
MOJJIEXKAT PACCMOTPEHUIO HA 3aCEaHUHA KOMUCCUU B MOPSJKE, YCTAHOBICHHOM
MunucrepcTBoM 3apaBooxpanenus Poccuiickon @enepanum.

14. 3acenanue KOMHCCUHU IIPOBOJIMTCS HE TO3/IHEeE 3 pabounx JHEH CO JTHS
MOJIYYCHHS JIOKYMEHTOB, YKa3aHHBIX B a03aile BTOPOM IMyHKTa 13 HACTOSAIINX
[IpaBui.

15. Undopmanmss o MNPUHATBIX Ha 3aceJaHUM KOMHCCHH PEIICHUIX
pasMmeniaeTcs Ha oOQHUIMAIBLHOM caiite MUHHCTEpCTBA 3ApaBOOXPaHEHHUS



Poccuiickoit ®enepaniun B HUHGPOPMAITMOHHO-TEICKOMMYHUKAIIUOHHONW CETH
"UnTepHer" B TeueHue 3 paboumx JHEH CO JHS IPOBEJACHUS 3aceaHus
KOMUCCHHU.

16. O npuHATOM 1O pe3yJibTaTaM PacCMOTPEHHUS JOKYMEHTOB, YKa3aHHBIX
B a03are BTOpoM myHKTa 13 Hactosmux I[lpaBui, pemenuun MUHHCTEPCTBO
3npaBooxpaHeHus Poccuiickoit ®enepanuu He TMo3aHEe S5 pabouux JHEH
YBEIOMIISICT 3aBUTEIIA.

17.C yyeroM NPUHATBIX KOMHCCHEHM PEIICHHH O BKJIIOYEHUU BHUJA
MEJIUIIMHCKOTO W3ACIUS U (WJIK) TPYMHIbl CIEIHATU3UPOBAHHBIX TMPOJYKTOB
Je4eOHOTr0 MUTAHUS B IepeyeHb JU00 00 HCKIIOYEHWHM BHJAa MEIUIIMHCKOTO
W3J1eNUsl ¥ (MUIH) TPYIIIBI CIICIIUATN3UPOBAHHBIX MTPOTYKTOB JICUEOHOTO TUTAHUS
u3 1nepeuHss MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon ®@enepaunu
MOJITOTABJIMBAECT B YCTAHOBJIEHHOM ITOPSAJIKE COOTBETCTBYIOIIMK IPOEKT aKTa
IIpaButenbcTBa Poccuiickont denepanum.




