NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 31 okTs6ps 2020 . N 1771

OB YTBEPXIIEHVM OCOBEHHOCTEN
TOCYIOAPCTBEHHOTO PETYJIMPOBAHUS
[IPEJIEJIBHBIX OTITYCKHBIX IIEH
TIPOM3BOJUTEJIEN HA JIEKAPCTBEHHBIE
TIPEITAPATEHI, BKJIFOYEHHBIE
B INEPEYEHbD JKM3HEHHO HEOBXOJVMBIX 1
BAJKHEMIINVX JJEKAPCTBEHHBIX
[IPEITAPATOB, I BHECEHVY U3MEHEHNI B
OTIEJIbHBIE AKTHI
[IPABUTEJIbCTBA POCCUMCKON ®EJEPAIINN

B cooTBeTcTBUYM € 4acThiO 9 cTaThu 61 OeepasbHOTO
3akoHa "0O6 o6paleHNN JIeKapCTBEHHBIX CPEACTB"
[TpaBuTenbcTBO Poccuiickoit @emepaiin
MOCTaHOBJISIET:

1. YTBepAUTh IIpuiaraeMsbie:

0COGEHHOCTY TOCYJaPCTBEHHOTO PEryIMpOBaHMUs
MpesiesIbHbIX OTITYCKHBIX IIeH MPOM3BOAMTENei Ha
JleKapCTBEHHbIE MTperapaThl, BKIIOUEHHbIE B
repeveHb JKM3HEHHO HeOOXOIMMbBIX U BaXKHEMIITUX
JIeKapCTBEHHBIX MTPEIapaToB;






M3MeHeHMSsI, KOTOPble BHOCSITCS B aKThl
IIpaBuTenbcTBa Poccuiickoi @enepaniin.

2. Hacrosiiee nmocTaHOB/IeHME BCTYyIIa€eT B CUJIY CO
OHS ero O(bMLII/IaJ'IbHOI‘O OHY6J'II/IKOB{:1HI/IH.

IIpencenarens [IpaBuTe/NILCTBA
Poccuiickoi ®epepaniun
M.MUITYCTUH

YTBepKOeHbI

TOCTaHOBJIeHMeM [IpaBuUTeNbCTBA
Poccuiickoit @enepaiinmn

oT 31 okTs6ps 2020 1. N 1771

OCOBEHHOCTU
TOCYIOAPCTBEHHOTO PETYJIMUPOBAHUS
TIPEJIEJIbHBIX OTITYCKHBIX LIEH
[IPOV3BOOUTEJIEN HA JIEKAPCTBEHHBIE
TIPEITAPATHI, BKIIOUEHHBIE
B I[NEPEYEHbB JKM3HEHHO HEOBXOOVMBIX U
BAKHEMIINX
JIEKAPCTBEHHBIX [TPEITAPATOB

1. HacTosmiuii mOKyMeHT OIlpeiesisieT 0COGeHHOCTH
rOCygapCTBEHHOTO PeryanupoBaHus Npee/ibHbIX
OTITYCKHBIX 1I€H MPOMU3BOAUTEIEN Ha JIeKaPCTBEHHbIE
Mpernaparsl, BKIOUEHHbIE B ITlepevyeHb JKM3HEHHO
HEeOOXOIVMMBIX M BaXKHEMIINX JIeKapCTBEHHBIX






Mpernaparos (Jlajiee COOTBETCTBEHHO - MpeeabHast
OTITyCKHAas I1eHa, JeKapCTBEHHbIE ITperaparsl), B

crydae medeKTypbl WY PUCKA BOSHUKHOBEHMS
nedeKTypbl IeKapCTBEHHBIX MIPENapaToB B CBSI3Y C
1leHooO6pa3oBaHMeM Ha HUX.

2. ®enmepanbHas cTysk0a 110 HaI30py B chepe
3paBOOXpaHeHNsI TPOBOAUT HA OCHOBAHUMU
TIOCTYTIAIONIEl OT CyOEKTOB 00paleHNs
JIeKapCTBEHHBIX CPEICTB IJI MeAUIMHCKOTO
npuMeHeHNsI MHGOPMaIMK MOHUTOPUHT AedeKTypbl
(PUCKOB ee BO3HMKHOBEHMS) MO0 OTCYTCTBUS B
obpaleHnM JJeKapCTBEHHbIX ITpernapaToB B CBSI3Y C
LIeHO0Opa30BaHMeM Ha HUX.

[Tpu BoisiBNIeHUM AedeKTyphl (PUCKOB ee
BO3HMKHOBeHMsT) DemepanbHast CJIy>k0a 10 HaA30py B
cdepe 3apaBooxpaHeHust GOpMIUpPYeET Ha OCHOBAHUMU
cBeIeHMi ¥ MHGOPMAIIMM COIJIACHO MpUIOkeHusIM N
1 - 3 3akmoueHne o gedexrype (pUcke ee
BO3HMKHOBEHMST) NGO 06 OTCYTCTBMM B OOpaIeHUn
JIeKapCTBEHHBIX ITPENapaToB B CBSI3Y C
1IeHO06pa30BaHMeM Ha HUX I10 yTBEPKIaeMOit
denmepanbHOI CTY>K007i 10 HAA30py B chepe
3apaBooxpaHeHMst hopMe (masee - 3aKIIOUEHNE) U
MpeicTaB/sIeT ero B MMHMUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepaiinn.






3. Ha Hasnmume medeKkTypbl (PUCKOB ee
BO3HUKHOBEHMS ) MOXKET YKa3blBaThb CHUXXEHUE

MHJIeKCA OTKJIOHEeHUS MOCTYIIJIEH U JIEKAPCTBEHHOTO
rpernapara B rpaskgaHCKuit 060poT B Poccuiickoii
®epnepauyn (MoTkI) MeHee yeM Ha MUHYC 30
MPOLIEHTOB, PaCCYUTAHHOTO I10 hopmyJie:

- ((0¢ +0,...)-(0,-0, );'2)

(0,-0,)/2 <005,

rme:

Od - KoM4ecTBO JTeKapCTBEHHBIX (GOpM
JIEKapCTBEHHBIX ITPeIapaToB, OTHECEHHBIX K OTHOMY
MeXIYHAapOAHOMY HeIllaTeHTOBAHHOMY (MU
XUMUYECKOMY, WJIU TPYIIIIMPOBOYHOMY)
HaMMEHOBAHUIO U UMEKIINX O MHAKOBbBIN My Th
BBeZleHMSsI (9KBMBAJIEHTHBIE JIeKapCTBEHHbIE (DOPMBI U
IO3UPOBKM), BBEIEHHBIX B TPasKIaHCKIUIL 000POT B
Poccuiickoit @enepaiiyy 3a 6 MecsI1IeB,
TpeAlIecTBYIOUMX MecsIy GopMupoBaHUs
3aK/II0UEHMS;

OrutaH - KOJIMYECTBO JIEKAPCTBEHHBIX GOPM
JIeKapCTBEHHBIX IIPerapaToB, OTHECEHHBIX K OTHOMY
MEXIYHapOJHOMY HeIlaTeHTOBAaHHOMY (MJIN
XUMUYECKOMY, UJIY TPYIIIIMPOBOYHOMY)






HaMMEHOBAaHMIO U MMEIOIINX O,ELMHaKOBbII})I IMyTb
BBeOEeHUA (BKBI/IBaI[eHTHbIe JIEKapCTBEHHbIE q)OprI n

IO3UPOBKM), KOTOpOe TJIaHUPYeTCSI BBECTU B
rpakmaHCcKuit 060poT B Poccuiickoit @emepanym B
rnocaenyouye 6 MecsiieB, COrJIaCHO CBeJeHUSIM,
MpeCTaBJIe€HHbIM B COOTBETCTBUM C ITYHKTOM 4
HaCTOSIIIEero JOKYMEeHTa;

Om - KoJIMYeCcTBO JIeKapCTBEHHBIX GOpPM
JIeKapCTBEHHBIX TPErapaToB, OTHECEHHBIX K OJTHOMY
MeXIYHapOAHOMY HeITaTEHTOBAHHOMY (MU
XMMMYECKOMY, MJIM IPYIIMPOBOYHOMY)
HAaMMEHOBAHMIO ¥ UMEIOUIMX O MHAKOBBIN MyTh
BBeeHMSsI (IKBMBAJIEHTHDIE JIeKapCTBEHHbIe (POPMBI U
II03MPOBKM), BB€JIEHHBIX B I'PAKIaHCKMIT 060POT B
Poccuiickoit ®enepanyu 3a 30 mecs1ies,
TMpelIeCcTBYIONIMUX MecsIy GopMUpPOBaHUS
3aK/II0YeHMSI.

B ciyyae eciiu Bce JiekapCTBEHHbIE IIpernaparsl,
OTHeCeHHbIe K 0THOMY MeXIyHapOLHOMY
HeIaTeHTOBAHHOMY (U1 XUMUYECKOMY, 1A
IPYIIMPOBOYHOMY) HAMMEHOBAHUIO U MMelolye
OAVHAKOBBIN MyTh BBeAEeHMS (9KBUBAJIEHTHbIE
JeKkapcTBeHHble GOPMBbI U 103U POBKU), UMEIOT
OJIMHAKOBOE 00I1lee KOJMUYeCTBO TeKapCTBEeHHbIX
($hopM BO BTOPUUHOII (ITOTPEeOUTENTHCKOI) YIIAKOBKE,
IOITyCKaeTCs OCYIeCTBIISITh pacueT mokasareseit Od,






Omian 1 On B l'IOTpe6I/ITe.TIbCKI/IX YIIaKOBKax.

4. Jlng ToAroTOBKYM 3akmoueHns OengepanbHas
CJIyk0a 10 HaZi30py B cdepe 3apaBOOXpaHEeHUS
3alpaliMBaeT B MalllMHOUNTaeMOM Bue (hopmare)

y:

JIepxkaTesieil uin BiagesblieB perucTpanMOHHbIX
YAO0CTOBEPEeHMI JIeKapCTBEHHBIX IIpernapaToB
(YIIOJTHOMOYEHHBIX UMM JIUIT), OTHECEHHBIX K OTHOMY
MeXIYHAapOAHOMY HellaTeHTOBAHHOMY (UJIn
XUMUYECKOMY, UJIU IPYIIIIMPOBOYHOMY)
HaMEHOBAHMIO ¥ UMEKIIMX OAMHAKOBBIN MyTh
BBeZleHMs (9KBUBaJIEHTHbIE JleKapCTBeHHbIe OPMbI U
IO3MPOBKM), CBeleHMSI O TVITaHUPYyeMOM 0O0beme
BBOZA B rpakaaHCcKuit 060poT B Poccuiickoit
@enepalyy JeKapCTBEHHbBIX ITpenapaToB 1o hopme B
COOTBEeTCTBUM C puiiokeHnem N 2 K HacToslleMy
IOKYMEHTY ITOCpeACTBOM JMUHOTO KabuHeTa B
aBTOMATM3MPOBAHHOM MHMDOPMAIIMOHHO CUCTEME
denepasibHOI CITYKOBI IO HAA30PY B chepe

34, paBOOXpPaHEHUS;

(denepabHOrO rOCYyJapCTBEHHOTO OI0OAKETHOTO
yupexxgeHus "LleHTp 3KCepTU3bl U KOHTPOJIS
KavyecTBa MeIUIIMHCKONM nmomMoiu" MUHUCTEPCTBA
3apaBooxpaHeHms Poccuiickoit ®emepann
MHGOPMAIMIO O HATMYMM JIeKapCTBEHHbIX






IIperapaToB B KIMHNYECKUX pEKOMeHOalIuAgX,
CTaHOapTax MeIMIMHCKONM MOMOIIU U

MEepOIPUSITUSIX 10 UMMYHOITPODUIAKTIUKE U O
BO3MOSKHOCTM (HEBO3MOXKHOCTM) UX 3aMeHBbI 110
dbopme B cooTBeTCcTBUM C TTpuiokeHeM N 3 K
HaCTOSIIIIEMY JOKYMEHTY;

MuHMCTepCTBa 3apaBoOOXpaHeHMs Poccuiickoin
depepauyiy ¥ MUHUCTEPCTBA TPOMBIIIJIEHHOCTY U
TOproeau Poccuiickoit ®epepaiiny MMeromecs
cBeieHMs o nedekxType (pUCKax ee BOSHMKHOBEHMS)
160 06 OTCYTCTBUM B 0OpAIeHMM JIeKApCTBEHHBIX
TpernapaToB B CBSI3M C IleHO0Opa3oBaHMeM Ha HUX.

[TpencraBneHne 3anpamMBaeMbIX CBeJIEHUI U
nHbOpMaIMM OCYLIeCTBISIeTCS B TeueHMe 10
pabounx mHel co JHS HaIMpaBIeHus 3arpoca
denepasibHOI CITYKOBI IO HAA30PY B chepe

3 paBOOXpaHEeHMUSI.

5. MuHMCTEPCTBO 3[ipaBOOXpaHeHMst Poccuiickoit
denepalyiy He To3aHee 5 paboumx IHEN Co THS
MOCTYIIJIEHUS 3aK/II0UeHMs pa3MelaeT B IMYHOM
KabuHeTe mepskaTesis UM Biajiesiblia
PErucTpalMOHHOIO0 YAOCTOBEPEHMS JIEKapCTBEHHOTO
nperapara (yIioJTHOMOYeHHOIO UM JIU1A),
YKa3aHHOTO B 3aK/IIOUEHUU ([ajiee - 3aIBUTENb), Ha
cBoeM o(uiIMaIbHOM caiiTe B MHPOPMaIMOHHO-






TeJIEKOMMYHUKALMOHHOM ceTu "VIHTepHeT" Ha
ropTasie 1o BeleHNI0 TOCyIapCTBEHHOI'O peecTpa
JIeKapCTBEHHBIX CPeCTB B IMUYHOM KabuHeTe (Hanee
- IMYHBIN KaOMHET) 3asBUTeIS TIpeJjioskeHue o
repeperucrpauum rnpeneabHoOi OTIIYCKHOM LleHbl Ha
JIeKapCTBEHHBII IIperapaT B COOTBETCTBUM C
HaCTOSLIUM JOKYMEHTOM.

6. [Ipy nocTynieHUu NpeaaoxkeHnsl, yKa3aHHOTrO B
ITyHKTE 5 HAaCTOSIIero JOKyMeHTa, 3asiBUTEJIb B
TeueHne 10 pabounx gHe O THS MOCTYILIEHUS
TAKOI'0 MpeJoKeHMs pa3MellaeT B IMYHOM
KabuHeTe cieAyole JOKYMEeHTbI ¥ CBeJeHUS B
3JIEKTPOHHOM BU€:

a) 3asiBJIeHMe O IepeperucTpanum rnpemaeabHoi
OTIYCKHOJ LIeHbI Ha JIEKaPCTBEHHBII Iperapar ¢
yKa3aHueM IpeJjiaraeMoii K iepepeructTpaummn
peeabHOM OTITYCKHOJ 11eHbl Ha JIeKapCTBEHHBIN
nperapar;

6) pacueT mpejJjiaraemMoii K repeperucTpanumn
MpeeabHOM OTITYCKHOJ IIeHbl Ha JIeKapCTBEHHBIN
rpernapar c MpuwioxkeHeM 060CHOBBIBAIOIIUX
IOKYMEHTOB, ITOITBEPKIAI0IINX HEOOXOIIMOCTD
rnepeperucTpanum npeaeabHO OTIYCKHON IIeHbI Ha
JIeKapCTBEHHBII IIpernapar;

B) pacuer IpenebHOM OTIIYCKHO LieHbl Ha






HeKapCTBeHHbIVI rmperapaTt B COOTBETCTBUM C
IIPpUJIOKEHNEM N 3 K MeTOoKe pacueTa 1nmpegejabHbIX

OTIYCKHBIX 1IeH TPOM3BOAUTEIeH Ha TIeKapCTBeHHbIe
rpernaparhl, BKIIOUeHHbIE B IlepeueHb KM3HEHHO
HeOOXOAMMBIX U BasKHEMIINX JieKapCTBE HHBIX
MperapaTroB, YTBEePKAEHHOM TOCTaHOBIEHMEM
[TpaButenbcTBa Poccuiickoit ®epgepaunm ot 15
ceHtsiops 2015 r. N 979 "O BHeceHUM M3MEHEHUI B
rnocraHoBieHue IIpaBuTenbcTBa Poccuiickoi
®enepanyu ot 29 okTsa6ps 2010 r. N 865 u 06
YTBEpKIEeHUM MEeTOOMUKY pacueTa npeaeabHbIX
OTMYCKHBIX 1IeH TPOMU3BOAUTEEeH Ha TeKapCTBeHHbIe
rpernaparhl, BKIIOUeHHbIe B IlepeueHb KM3HEHHO
HEeOOXOAMMBIX U BasKHEMIINX JieKapCTBE HHBIX
IperapaToB” (mauee - METOLMKA).

7. MMHMCTEpPCTBO 3ApaBooxpaHeHus Poccuiickoin
depepaliiy OCYLIECTBJISIET ITPOBEPKY MOTHOTHI
IOKYMEHTOB U CBeIeHMI1, TOCTYIIMBIINX B
COOTBETCTBUM C MYHKTOM 6 HAaCTOSIIIETO JOKYMEHTa,
B CPOK, He mpeBbImatonuii 10 pabounx gHei co THS
UX TIOCTYIUIEHUS, TIepeHanpaBseT UxX MocpeCcTBOM
CUCTEMbI 3JIEKTPOHHOT'O MeXXBeJOMCTBEHHOTO
B3aMO/IeICTBMSI B MAalIMHOYMTAEMOM BUJie
(bopmare) B DemepanbHyIO aHTMMOHOIIOJIbHYIO
CITY3KOY C TIpUTIOKeHMEM 3aK/II0UeHMs, JOKYMEHTOB,
cBeleHUi U uHpoOpMal M, yKa3aHHbBIX B ITyHKTE 2
HaCTOSIIIEero AOKYMEHTa, AJIs1 OCYIeCTBAeHUS






SKOHOMMYECKOTO aHa/In3a 3asiBJIEHHO K
repeperucTpanum rpenebHoOi OTIIYCKHOM LIeHbl Ha
JIeKapCTBEHHbII IIperapar.

8. B ciyuae HeO6XOAMMOCTY YTOUHEHUS U (MUJITH)
IOTIOJTHEHUSI OKYMEHTOB U CBeIeHUIi, yKa3aHHBIX B
IIYHKTE 6 HAaCTOSILEro JOKYMEHTAa, 3asIBUTeJIb
MpencTaBisieT Mo 3anpocy MmuHucrepcrsa
3IpaBooxpaHeHus Poccuiickoin @enepanun
COOTBETCTBYIOIIYI0 MH(POPMAIMIO TOCPECTBOM
pasmMeleHust ee B IMUHOM KabMHeTe C
OLHOBpPEMEHHbIM yBeoMJIeHeM MuHMCTepCTBa
3apaBooxpaHeHus Poccuiickoit ®emepaiim o
pasmeleHUy Takoi nHopmaumn
COOTBETCTBYIOIIMM IMMCbMOM B azpec MuHucTepcTBa
3apaBooxpaHeHus Poccuiickoit ®emepainn.

Cpok mnipeficTaB/ieHMs OTBETA Ha 3apOC 3asIBUTEIEM
He MOXeT IpeBbIiaTh 10 pabounx gHen co JHS
pasMmeneHuss MMHUCTEPCTBOM 3 paBOOXpPaHEHUS
Poccuiickoi @epepaiiu 3anpoca B IMYHOM
KabuHere.

[Tpu 3TOM 061Nt CPOK paCCMOTPEHMS JOKYMEHTOB U
cBeleHU MUHUCTEPCTBOM He MOXKeT npeBbiiaTh 20
pabounx THEA.

[Ipy HEMOCTYTVIEHUY OT 3asIBUTEJISI B yCTAHOBJIEHHbI
CpOK 3aMpaiiBaeMbIX JOKYMEHTOB U CBeJeHUl






MuHMCTEPCTBO 3ApaBOOXpaHeHMs Poccuiickoin
denepaliuu B TeueHMe 5 pabounx gHe co THS

MICTEUEHMsI CPOKa, YKa3aHHOI'O B ab3alle TpeTheM
HAaCTOSIIEero NyHKTa, IPUMHMMAaeT pelieHye 06 OTKase
B ITIepeperucTpalny npeneabHOi OTITYCKHOI 1IeHbI
Ha JIeKapCTBEHHbIN IIpernapar, 0 YeM yBeJOMJISET
3asIBUTEJISI [IOCPEICTBOM pa3MelleHMsI
COOTBETCTBYIOIIEH MHPOPMAIIUY B INYHOM
KabuHerTe.

9. ®enepanbHasi aHTMMOHOIIOJIbHAS CTY)KOa B
tTeueHue 10 pabounx gHe cO THS IMOCTYILIEHUS
IOKYMEHTOB, YKa3aHHbIX B IyHKTaxX 6 1 7
HaCTOSIIEer0 JOKYMEHTA, MPOBOAUT SKOHOMMUYECKUIT
aHaJIN3 3asIBJIEHHOI K IlepeperucTpauumn
MpeeabHOM OTITYCKHOJ 11eHbl Ha JIeKapCTBEHHBIN
rperapar, B TOM YKCJIe C yYeTOM MUHUMaIbHBIX
OTIYCKHBIX [IEH B MHOCTPAHHBIX rOCyJapCcTBaxX Ha
JIeKapCTBEHHbIE TIperapaTbl, OTHECEHHbIE K OHOMY
MeXIyHapOAHOMY HellaTeHTOBAHHOMY (MU
XUMMYECKOMY, MJIM IPYIIMPOBOYHOMY)
HaMMEHOBAHUIO 1 UMEIOIMe OAVHAKOBbIN IMyTh
BBeleHMSI (9KBMBAJIEHTHDIE JIeKapCTBeHHbIE (DOPMbI U
IO3UPOBKN), U IIpefcTaBisieT B MUHUCTEPCTBO

3 paBooxpaHenus: Poccuiickoit @enepauun pelieHme
0 COIVIaCOBAHMMU IlepeperucTpanuu npeneabHoM
OTIYCKHOJ LIeHbI Ha JIeKapCTBEHHbIN TpernapaT Uin
pelneHue 06 0TKa3e B COTIaCOBaHUM






rnepepermcrpaumnm npe,ueanof/’l OTHYCKHOﬁ EeHbI Ha
HeKapCTBeHHbIﬁ rnmpemnapar (C MN3JI0KeHeM NMpUu4YmnH

0TKa3a).

10. B ciryuae HeOOXOAMMOCTY YTOUHEHUS U (VIJTN)
JIOTIOJTHEHUSI IOKYMEHTOB U CBeleHII, yKa3aHHbIX B
IIYHKTe 6 HAaCTOSAILEero JoOKyMeHTa, MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepainn,
MMHUCTEPCTBO MPOMBIIIEHHOCTY U TOPTOBJIN
Poccuiickoit ®epepaunm, PegepanbHast CIyK0a 110
HaJ30py B chepe 30paBOOXpaHeHUs, 3asIBUTEb,
CyOBeKTHhI 00palleHNs TeKapCTBEHHbBIX CPEICTB IS
MeJIULMHCKOTO MPUMeHEeHUS IIPeACTaABISIOT 10
3arnpocy PefepaabHOV aHTUMOHOIIOIBHO CITY3KOBI
3arpaliBaemMble €10 JOKYMEHTHI U CBeIeHMSI.

Cpok npefcTaBaeHMs 3apaliBaeMbiX JOKYMEHTOB
" CBeJIEHMIT He MOXKeT IpeBbIniaTh 10 pabounx gHeii
CO JHS HarpaBaeHus 3anpoca PegepasbHOM
AHTMMOHOTIOJIBHOM CTYKOO07A.

ITpu 5TOM 06IIMIT CPOK paCCMOTPEHMS JOKYMEHTOB U
cBeneHui ®enepanbHON aHTUMOHOMOIbHOM
CJTY3K007 He MOXKeT mpeBbIaTh 20 pabounx mHeit.

11. [Ipy HENOCTYIJIEHUM B YCTAHOBJIEHHbBIN CPOK
3allpOLIEeHHBIX Y 3asBUTeJIS1 JOKYMEHTOB U CBeleHUIA
depnepanbHas aHTMMOHOTIO/IbHAS CITyK0a B TeueHue
5 pabounx He CO THS MCTEUEHUS CPOKa,






yKa3aHHOTrO B ab3aiie TpeTbeM MyHKTa 10
HAaCTOSIIIEro TIOKYMEHTa, MPUHUMAeT pelieHue 06

OTKase B COIVIaCOBaHUM IepeperncTpauumn
peeabHOM OTITYCKHOJ IIeHbl Ha JIeKapCTBEHHBIN
rperapar ¥ HarpasJisieT ero B MMHUCTEePCTBO
3apaBooxpaHeHus Poccuiickoit @enepanmu.

12. OcHOBaHMSIMM A1 OTKa3a B COIVIaCOBaHUN
denepasbHOV aHTUMOHOIIOIBHOM CTY>KO071
repeperucTpanuu rnpeneabHO OTITYCKHON IIeHbI Ha
JIeKapCTBEHHBIN TIperapar SIBJISIIOTCS

a) IpecTaB/ieHNe 3asBUTeIeM HeJOCTOBePHbIX
CBeLleHMI B L1eJISIX [lepeperncTpalum npeneabHoi
OTITYCKHOJ LIeHbI Ha JIeKapCTBEeHHBII IIpernapar B
COOTBETCTBUM C HACTOSL UM JJOKYMEHTOM;

0) HempezCcTaB/IeHle 3asBUTeIeM OTBETa Ha 3aIIpoC
deqepaibHOM aHTUMOHOIIOJIBHOM CYKOBI, 11160
MpeCcTaB/IeHle 3aMPOIIEeHHBIX TOKYMEHTOB U
CBeIeHMIi B HEIIOJIHOM 00beMe, JIMOO MpeacTaBaeHye
HeJIOCTOBEPHbBIX CBEAEHUIA;

B) 9KOHOMMYeCcKast HLOO0CHOBAHHOCTb
IpefCTaBlIeHHOM IJIS IlepeperucTpany rnpeneibHoi
OTITYCKHOJ LIeHbI Ha JIeKapCTBeHHbIN Ipernapar,
BbISIBJIEHHAs I10 pe3y/bTaTaM S5KOHOMMYECKOTO
a”anusa.






13. MuHMCTEpCTBO 3apaBooxpaHeHus Poccuiickoi
denepaliuu B TeueHMe 5 pabounx qHe co THS

TTOTYYEeHMSI:

a) pemeHus PenepaabHON AHTUMOHOIIOJIBHOM
CJTY3KOBI O COTJIACOBAHMM TE€PePEerucTpalun
MpeeabHOM OTITYCKHOJ I1eHbl Ha JIeKapCTBEHHBIN
npernapar usgaeT npukas MuHucCTepcTBa o
repeperucTpanum rpeaeibHOi OTITYCKHOM LeHbl Ha
JIeKapCTBEHHBIN TIperapar, qeiCTBYOIUIA OJVH TOJ,
C JaThl €ro U3JaHus, BHOCUT COOTBETCTBYIOIIME
JaHHbIE B TOCYIapCTBEHHBI peecTp npeneabHbIX
OTIYCKHBIX LIEH TPOMU3BOAUTEIEN HA IeKapCTBEHHbIE
rpernaparsl, BKIIOUEHHbIE B [TlepeueHb JKM3HEHHO
HEeOOXOAMMBIX ¥ BasKHEIIINX JIeKapCTBE HHBIX
rperaparos (fajiee COOTBETCTBEHHO - IIPMUKA3 O
repeperucTpanum UeHbl, roCyJapCTBEHHbIN peecTp),
pasMeliaeT B JIMYHOM KabOUHeTe 3asiBUTEIS BHIITUCKY
U3 TIPUKA3a O IepeperucTpalum 1eHbl U pazMeniaer
COOTBETCTBYIOITYI0 MHGOPMAI[MIO Ha CBOEM
obuiMaabHOM caiiTe B MHPOPMAaIMOHHO-
TeJIEKOMMYHUKALMOHHOM ceTu "VIHTepHeT" Ha
roprase 1o BeJeHUI0 TOCYIapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB;

0) pemenuss ®efepaabHO AaHTUMOHOIIOTBHO
CJTY3KOBI 00 OTKa3e B COIJIaCOBaHMUM
rnepeperucTpanum npeaeabHO OTIYCKHON LIeHbI Ha






JIeKapCTBEHHBII IIperapar MpUHMMAaeT pelleHue 06
OTKase B [epeperucTpanum rnpeaeabHoi OTITYCKHOM
LIeHbI Ha JIeKapCTBEHHBI MTperapar U B TeueHue 5
paboumx IHe yBeTOMIISIET 3asIBUTEIS B IMUYHOM
KaOMHeTe O MPUHSITOM pellleHUM C U3JIOKeHMEeM
MIPUUYMH O0TKa3a U MPUJIOKEHUEM pellleHMs
denepaibHO aHTUMOHOIIOJIBHOM CTY>KOBI.

14. OcHoBaHMSIMM AJi OTKa3a B IlepeperucTpanun
MuHMUCTEPCTBOM 3ipaBoOXpaHeHns Poccuiickoi
denepanyy npeeabHOi OTITYCKHO 1IeHbI Ha
JIeKapCTBEHHBIN Mpernapar SIBJSIOTCH:

a) HeITOJTHOTA IPeCTaBIeHHbIX 3asIBUTEJIEM B
COOTBETCTBUM C IYHKTOM 6 HACTOSIIEr0 JOKYMEHTa
IIOKYMEHTOB U CBeJIeHWIA;

6) HempeICTaB/IeHNe 3assBUTEeIeM OTBETa Ha 3aIlIpoC
MuHMCTepCTBa 3apaBoOOXpaHeHMs Poccuiickoin
deneparuu, 160 MpeacTaBIeHe HEOOXOAVMbBIX
CBeIeHMIi B HEIIOJIHOM 00beMe, JIMOO MpeacTaBeHye
HeJIOCTOBEPHbBIX CBEAEHUIA;

B) pasMellleHNe B IMYHOM KabuHeTe TOKYMEHTOB U
CBeJIeHNU B COOTBETCTBUM C ITYHKTOM 6 HACTOSIILEro
IOKYMEeHTa 3asBUTe/IeM, KOTOPOMY He MOCTYIIal0
TMpeJijiokeHe B COOTBETCTBUM C ITYHKTOM 5
HaCTOSIIEero JOKYMEHTa;






I) pa3MellieHye 3asBUTeIEM B IMYHOM KabuHeTe
IOKYMEHTOB U CBeJIeHIIi C HapylIeHeM CpPOKa,

MpeIyCMOTPEHHOTO ab3a1eM IepBbIM ITyHKTa 6
HAaCTOSIIEero JOKYMeHTa;

I) penienne @enepaabHON aHTUMOHOIOJIBHOM
CTY>KObI 00 OTKa3e B COIVIaCOBaHUM
repeperucTpaluy npeaeabHOM OTITYCKHO I[eHbI Ha
JIleKapCTBEHHbIN TIpernapar.

15. ®depmepanbHas aHTMMOHOIIOIbHAS CTYKOa
MIPOBOIMUT SKOHOMMUYECKMIT aHAIU3
repeperucTpUPOBAHHBIX B COOTBETCTBUM C
HACTOSIIVM JOKYMEHTOM IIeH Ha JIeKapCTBEHHbIE
Tperaparsbl B TeUeHVe CPOKa AeCTBUS ITPUKas3a o
repeperucTpamnu IeHbl B MHOCTPAHHBIX
rocyIapCTBax, YKa3aHHbIX B IpuIoskeHnu N 2 K
MEeTOIMKe.

16. B ciiyyae BbISIBJIEHMS 110 pe3yJibTaTam
SKOHOMMYECKOTO aHaa13a NpeBblIIeHNs
repeperuMcTpUpoOBaHHON B COOTBETCTBUM C
HaCTOSIIIMM JOKYMEHTOM Mpeae/bHOM OTITYCKHOM
LIeHbI HaJi MUHMMaJIbHBIMM OTITYCKHBIMM IIleHaMMU
MIPOM3BOANUTENE TeKapCTBEHHbBIX IpeIapaToB,
OTHECEeHHBIX K OJHOMY MeXIYHapOJHOMY
HeImaTeHTOBAaHHOMY (MM XMMUYECKOMY, UK
IPYIIMPOBOYHOMY) HAMMEHOBAHUIO U MM EIOIINX






OAVHAKOBBI MyTh BBeleHMS (3KBMBaJIeHTHbIE
JeKapcTBeHHbIe (DOPMBI U TO3UPOBKU), B 3 1 Hosee

MHOCTPAHHBIX TOCYAapCTBaX, YKa3aHHBIX B
npwioxeHnuu N 2 Kk metonuke, @egepanbHas
AHTMMOHOTIOJIbHAS C/TY’K0a B TeueHue 5 paboumx
IHeli CO IHS BbISIBJIEHUST TaKOro akTa MHGOPMUpPYeET
00 3TOM mepsKaTesist MU Baesbiia
pPEruCTPalMOHHOTO YAOCTOBEPEeHMS JIEKapCTBEHHOTO
nperiapara (YIIoOJJHOMOYE€HHOE UM JIUL0) U He
MO3JHee yeM 3a 5 pabouux JHeli 10 MCTeueHusT CpoKa
JelicTBUS IIpUKa3a O IepeperucTpalnu 1eHbl
HarpasJsieT B MMHUCTEPCTBO 3/IpaBOOXPaHEHMS
Poccuiickoit @enepauiyiu pelieHne 0 CHUSKEHUN
repepermMcTpUMpPOBaHHONM B COOTBETCTBUM C
HACTOSIIMM JOKYMEHTOM IIpefe/ibHOM OTITYCKHOM
LIeHbI Ha JIeKapCTBEHHbI Iperapar.

[TepeperucTpupoBaHHasi B COOTBETCTBUMU C
HaCTOSIIIMM JOKYMEHTOM Ipefie/ibHasl OTITYCKHAs
1I€Ha Ha JIEKapCTBEHHBIN IperapaT NoaJIeXUT
CHIVDKEHUIO 0 MUHMMAaJIbHOM OTITYCKHO IIeHbI B
MHOCTPAHHBIX TOCYAAPCTBAX, PACCYUTAHHOI B
COOTBETCTBUM C pasgenom VII MeTOOuKM 1Mo
cpefHEeMY KypCy COOTBETCTBYIOIE MHOCTPAHHOM
BaTIOTHI K py6:1i0 Poccuiickoit ®emeparnm,
yCTaHOBJIEHHOMY LIeHTpa/IbHbIM 6aHKOM
Poccuiickoit ®epepaiiyiu 3a 3 KaJleHOIapHbIX MeCs11a,
MpeaiIecTBYIOII e MeCSIly TpOBeIeHUs






9KOHOMMYECKOTI'O aHa/In3a, IIpeayCMOTPpE€HHOTO
HaCTOAIIMM ITYHKTOM, HO HE HIMJKE LI€HLI,

MIPUMEHSIBIIIEIiCS 10 BCTYIUIEHMS B CUITY TIPUKa3a O
nepeperucTpaluu IeHsbl.

17. Ecniu 1o pesynbTaTaM 3KOHOMMUYECKOI'0 aHa/In3a,
YKa3aHHOT'O B ITYHKTEe 15 HACTOSIIEro JOKyMeHTa,
denepanbHOI aHTUMOHOIIOJIBHOM CTY>KO0¥ He
BBISIBJIEHO TIPEBbIIIEHNS TTIePEPETUCTPUPOBAHHOM B
COOTBETCTBUM C HACTOSIILIMM JOKYMEHTOM
MpeeabHON OTITYCKHOJ 11eHbl Ha JIeKapCTBEHHbIN
rperapar HaJ MUHMMaJIbHBIMU OTITYCKHBIMU
LleHaM¥ [IPOMU3BOAUTEIEeN JIeKapCTBEHHBIX
MperapaToB, OTHECEHHbBIX K OTHOMY
MeXIyHapOAHOMY HellaTeHTOBAHHOMY (MU
XUMUYECKOMY, UJIU IPYTIIIMPOBOYHOMY)
HAaMMEHOBAHUIO ¥ UMEIIMX O MHAKOBBINA MyTh
BBeJleHMsI (9KBMBaJIEHTHbBIE JieKapCTBeHHbIe OPMbI U
IIO3MPOBKM), B 3 1 60JIee MHOCTPAHHbBIX
rocy1apCTBax, yKa3aHHbIX B IpuioskeHun N 2 K
MeTonuke, ®enepanabHasi aHTMMOHOIIOAbHAS CITy3K0a
He T03Hee ueM 3a 5 pabounx gHel 10 MCTeueHus
CpoKa AeiCcTBUSI MpUKa3a O IepeperucTpauym meHbl
npeacTapisieT B MMHMCTEPCTBO 3[IpaBOOXPaHEH S
Poccuiickoit ®@enepaiiyiu pelieHue O MOATBEPXKIEHUN
peeabHOM OTITYCKHOJ 1IeHbl Ha JIeKapCTBEeHHbI N
nperapar.






18. MuHMCTEepCTBO 3apaBooxpaHeHus Poccuiickoi
depnepaluy B TeueHue 5 pabouunx qHei co AHS
MOCTyIUIeHus peinennii @enepaibHOM
AHTMMOHOTIOJIBHO CITYKObI, TTPelyCMOTPEHHBIX
ab3ailem IepBbIM ITYHKTA 16 ¥ MyHKTOM 17
HaCTOSIIEero JOKYMeHTa, U3aaeT IpuKa3bl O
repeperucTpalyun LeHbl, BHOCUT COOTBETCTBYIOIIME
JlaHHbIe B TOCYJapCTBEHHbIN peecTp U pa3Mellaer B
JMYHOM KabyMHeTe 3asiBUTeJIS BBINIMCKY U3 IIPUKasa o
repeperucTpanum 1eHbl.

19. B cryyae mepepeructpanum npeneibHOM
OTITYCKHOJ LIeHbI Ha JIeKapCTBEHHBIN Ipernapar B
COOTBETCTBUM C HACTOSAIIUM JOKYMEHTOM Il€Ha Ha
JIeKapCTBEHHbIN MperapaT He MOKeT ObITh 3asiBIeHa
LISl TIlepeperucTpalun B LesIX YBeIudeHus B
COOTBeTCTBUM € IMyHKTOM 30 IIpaBun
roCyJapCTBEHHON perucTpanuum 1 rnepeperucrpaunmn
MpeebHbIX OTITYCKHBIX II€H MPOU3BOAUTENeN Ha
JIeKapCTBEHHbIE IperaparThl, BKIIOUEHHbIE B
repeveHb XKM3HEHHO HeOOXOMMBbIX U BasKHEMIINX
JIeKapCTBEHHBIX MPEIapaToB, YTBEPKIEHHbIX
nocraHosyieHuem IIpaBurtenbcTBa Poccuiickon
denpepauyu ot 29 okTsi6pst 2010 r. N 865 "O
roCyLapCTBEHHOM peryJMpoBaHUM 1IeH Ha
JIeKapCTBEHHbIE TIperapaThl, BKIIOUYEHHbIE B
repeveHb XXM3HEHHO HEOOXOIMMBbIX U BasKHEMIIINX
JIeKapCTBEHHBIX IIpPerapaToB’, B TeUeHye OSHOI0






rojia co AHS U3 aHUS IIpUKasa O epeperucTpaumn
LIE€HDI.

20. ®enmepanbHasi aHTMMOHOIIOIbHAS CITy3KOa
OTMEHSIeT pellleHre O COTIaCOBaHUM
repeperucTpalum rnpeaeabHOin OTITYCKHO 11eHbI B
cyJyae, eciy Iocjie BCTYIUIeHMS B CUITY IIpMKasa O
repeperucTpanum eHbl yCTaHOBJIEHO, UTO
3asgBuTeseM B ®elepaabHy0 aHTUMOHOIIOJIbHYIO
CJTykOy TIpeACcTaBaeHbl HeIOCTOBEPHbIE CBeIeH NS,
MOBJIMSIBIIIME HA Pe3y/IbTAT MPUHSTOTO PEIleHns O
COIJIaCOBaHUMU IepeperncTpauum npeneabHom
OTITYCKHOJ LIeHbI Ha JIEKAPCTBEHHBII IIperapar 1
(Mnn) He peACTaBIeHbl CBeJeHMSI, KOTOPbIe MOTJIU
MOBJIMSITh HA Pe3yJIbTAT TAKOT'O PelieHs.

21. MuHMCTEpCTBO 3ApaBooxXpaHeHus Poccuiickoit
depepaliiy OTMeEHSIET pellleHye O IiepeperucTpanumn
peeabHOM OTITYCKHOJ 11eHbl Ha JIeKapCTBEHHBIN
rperapar, IPUHATOE B COOTBETCTBUM C HACTOSLLUM
IOKYMEHTOM, B CJTy4Yae, eCJu MoCje IIPUHSATUS TaKOro
pellieHNs] YCTaHOBJIEHO, YTO 3asBUTEIEM
MpeacTaBieHbl HeJOCTOBEPHbBIE CBeJeHMS],
MOBJMSIBIIIME HA pe3yJbTaT IIPUHSITOTO
MuHUCTEpPCTBOM 3ApaBooXpaHeHnuss Poccuiickoii
depepaliviy penieHus, 1 B ciiydae, ecinu GegepanbHast
AHTMMOHOTIOJIbHAS CTY)K06a OTMEHM/IA PellieHNe O
COIJIaCOBaHMM MepeperucTpalum npeaeabHo






OTHYCKHOVI LHEeHbI Ha HEKapCTBEHHbIﬁ nperapaT Ha
OCHOBAaHUU ITYHKTa 20 HacTOSIIEero OOKYMEHTa,

yCTaHABIMBAET IIeHY Ha JIeKapCTBEHHBIN ITpernapar,
IeliCTBOBABIIYIO IO BCTYIUIEHUS B CYITY ITPMUKa3a o
riepeperucTpaIum eHbl, a TaKskKe BHOCUT
COOTBETCTBYIOIIME M3MEHEHMUS B TOCYAAPCTBEHHbI
peecTp.

22. JlekapcTBeHHbIe TIpenapaThl, peaau30BaHHbIE
MNPOU3BOAUTE/ISIMM I10 1ieHe, IeliCTBOBaBIIIeNi 10
BCTYIUIEHMSI B CMJIY TIPMKa3a O repeperucTpanmmn
LIeHbI, MOTYT HAaXOIUTbHCS B TPAKIAHCKOM 000pOTe 110
YKa3aHHOM LieHe C YYeTOM YCTaHOBJIEHHBIX K Heli
peneabHbIX Pa3MepPOB OINTOBBIX ¥ PO3HUYHBIX
Ha10aBOK /10 MCTEeUEeHMsI CPOKA UX TOAHOCTH.

23. IIpy HaMMuUMM B OTHOILIEHUM OJHOTO
JIeKapCTBEHHOTO IperaparTa peiieHuss MuHucrepcTsa
3apaBooxpaHeHus Poccuiickoit @emepaim o
rnepepermucTpanuy npeaeabHO OTIYCKHON LIeHbl Ha
JIeKapCTBEHHBIN TperapaT B COOTBETCTBUM C
HaCTOSIIIMM JOKYMEHTOM, pelieHnss MMHUCTEpCTBA
3apaBooxpaHeHust Poccuiickoii ®enmepaiium 06
obs13aTenpHOI epepeructparum B 2019 - 2020 romgax
NpenebHOM OTITYCKHO LI€HbI [TPOU3BOIUTEIS B
cooTBeTcTBUM ¢ [IpaBmiaMu 06s13aTeIbHOIM
nepepeructpaum B 2019 - 2020 rogax
3aperuCcTPUPOBAHHbBIX MTPeJe/IbHbIX OTIYCKHBIX IIeH






l'IpOI/[3BOJII/ITEJIeI‘/)I Ha JieKapCTBEHHbIE IIpeIiapaThl,
BK/IIOYE€HHbIE B [TIepeyeHb )KM3HEHHO HEO6XOIU/IMBIX n

Ba)KHEJIINX JIeKapCTBEHHbIX IPernaparos,
YTBEPXKAEHHBIMU TTOCTaHOBIeHMeM [IpaBuTenbcTBa
Poccuiickoit @emepannm ot 29 oktsa6ps 2010 r. N 865
"O rocygapCTBEHHOM peryJiMpOBaHNUM LI€H Ha
JleKapCTBEeHHbIe MMperaparsl, BKIIOUeHHbIE B
repeveHb XXM3HEHHO HEOOXOMMBbIX U BasKHEMIINX
JIEKapCTBEHHBIX MpernapaToB”, U (UIn) pelieHns
MuHucTepcTBa 3ApaBoOXpaHeHyst Poccuiickori
denepauuy 0 TOCyLapCTBEHHON perucTpauumn
NpenebHOM OTITYCKHO LieHbl [IPOM3BOAUTES Ha
JIeKapCTBEHHBII Ipernapar B COOTBETCTBUM C
0COOEHHOCTSIMM OOpalieHus JIeKapCTBEHHBIX
MperapaToB 11 MEAULIMHCKOTO IIPUMEeHEeHMs,
KOTOpbIe ITpeJHa3HaYeHbI [Jisl IPMMEeHeHMs B
YCJIOBUSIX YTPO3bl BOSHUMKHOBEHMSI, BOSHMKHOBEHM S
U TMKBUZALMUYN YPe3BbIUAHOM CUTYALIUU U OJ151
OopraHu3aluu OKa3aHus MeIULIMHCKO! IMTOMOLIN
JIULAM, TIOCTPaaBIIUM B pe3y/bTaTe Ype3BbIUaiiHbIX
CUTYyaL Ui, IpefyIpekIeHns Ype3BblyaiiHbIX
CUTYaLii, TpOWIAKTUKA U JleueHMs 3a60IeBaHMi,
MpeaCTaBIISIONI X OMTACHOCTD AJ1S1 OKPY>KAIOIIUX,
3a00JIeBaHMI1 U TTOPAXKEHWIA, TIOTYYEHHBIX B
pe3ysbTaTe BO3/Ie/CTBYUS HeOIarompusiTHBIX
XUMUYECKUX, OMMOTOTUUECKUX, paAUallMOHHbIX
(akToOpoB, YTBEPKIEHHBIMI TTOCTAHOBIEHMEM






IIpaBuTenbcTBa Poccuiickoi @epepatiiv OT 3 aripes
2020 1. N 441 "O6 0cO6G€HHOCTSIX 0O paIeHNs

JIeKapCTBEHHBIX MpernapaTos AJ1s1 MeAULIMHCKOTO
MpUMeHEeHMs, KOTOpble TpeHa3HaYeHbl [
MPUMEHEeHNS B YCIIOBUSX YTPO3bl BOSHMKHOBEH WS,
BO3HUKHOBEHMUS U IMKBUIALUU UPE3BbIUATHON
CUTyaLMM U 1711 OpTaHU3aLMUM OKa3aHUS
MeIUIMHCKOM MTOMOILM JIMLIaM, TOCTPagaBUIMM B
pe3yJibTaTe Ype3BblUaliHbIX CUTYALUIA,
npenyrnpexaeHns Yype3BbluaiHbIX CUTYaALUIA,
podUIAKTUKA U JIeueHUs 3a60/1eBaHMiA,
MPeACTaBISIIOIIMX OMACHOCTD JJ1S1 OKPYKaIINX,
3a00JIeBaHMI U TTIOPasKeHUI, TIOJTYYEHHBIX B
pe3yJbTaTe BO3/eiCTBYUS HEOIaronpusTHbIX
XUMMUYECKUX, OMMOIOTUYUECKUX, PaaUaAllMOHHbIX
($akTopoB", MpMMeHeHMIO MOJJIeXXUT 1eHa,
3aperMcTpupoBaHHas B COOTBETCTBUM C HACTOSIIUM
JOKYMEHTOM.

[Tpunoxenne N 1

K 0COOEHHOCTSIM TOCYapCTBEHHOTO
pery1nmpoBaHusl Npeie/IbHbIX OTITYCKHBIX 1[eH
MIPOU3BOJNUTENIe Ha JIeKapCTBEHHbIe
rpernaparThl, BKIOUYEHHbIE B IepeUeHb
KM3HEHHO HeOOXOAMMbIX U BaXKHEeMIINX
JIeKapCTBEHHBIX MpernapaToB

(bopma)






(3amosnHsieTcs enepasbHOI CITYKO0i1 110 HAI30PY

B cdepe 30paBOOXpaHEHMS)

CBEJEHUA

0 JIeKapCTBEHHbIX ITpernaparax, MOCTYNMUBIINX B
rpaskaaHCKuMiT 060poT B Poccuitckoit @emeparinm

MexnyHaponHoe | HaumeHoBaHMe Toprosoe
HeIaTeHTOBAaHHOE | TPOMU3BOAUTEIS, HaMMEHOB3
HauMeHOBaHue HOMeEp
pEeruCTPaliOHHOTO
YO, 0CTOBEpEeHMS
Utoro
Ucnonuutens
(DoKHOCTD) | | (mopmuce) | | (pact
MO
IlaTta cocraBieHus JOKyMeHTa " " 20 .

[Mpunoxenne N 2
K 0COOEHHOCTSIM rOCyIapCTBEHHOTO
peryaMpoBaHMs Ipe/ie/ibHbIX OTITYCKHBIX LIeH






HpOMBBO,ELMTEHEVI Ha JieKapCTBEHHbIE
IIperiapaTbl, BKIIIOU€HHbIE B IIepeY€Hb

JKM3HEHHO HEOﬁXOL[I/IMbIX U BaKHEMIINX
JIEKapCTBEHHbIX IIpeIiapaToB

(dbopma)

B ®enepanbHyIO CJIY;KOY 110 Ha30py B cdepe
34 paBOOXpaHeHMs

CBEJEHUA

0 IJIAaHMPyeMOM 06’beMe BBOJIa JIEKAPCTBEHHOIO
rpenapara B rpaxkaaHCcKuit 06opoT B Poccuiickoit
Qenepauuu

(HaMMeHOBaHMe JepskaTess UM Biaaesblia
PETUCTPAIIVIOHHOTO YIOCTOBEPEH ST
JIeKapCTBEHHOTO Tpernapara)







MexxmyHapomHoe
HeIlaTeHTOBaHHOEe
HaMeHOBaHue

HepxaTenab UIn
BJIafesiel]
perucTpaloHHOro
YAOCTOBEPEHMSI
JIeKapCTBEHHOTO
nperapara,
MIPOM3BOAUTEIb,
HOMep
perucTpaloOHHOIO
YO OCTOBEpPEHMS

Toprosoe
HaMMEHOB3

Ucnionuurenb

(DOJIKHOCTD)

(TIogmnmch)

(pact
MO

Hdata cocTaB/ieHus JOKYMeHTa "

"

20_T.







IIpunoxxenue N 3
K 0COOEHHOCTSIM TOCYAapCTBEHHOTO

peryamnpoBaHus MpeaejbHbIX OTIIYCKHBIX IIEH
HpOMBBOﬂMTeHEVI Ha JIeKapCTBE€HHbIE
ImperapaTbl, BKIIIOUE€HHbIE B IIepeY€Hb
JKXM3HEHHO HEO6XO,H,I/IMbIX U BaXKHEMIINUX
JIEKapCTBEHHbLIX ITpeIiapaToB

(bopma)

B ®enepanbHYyIO CJIYKOY 10 Ha30py B cdepe
3 paBoOXpaHeHus OT henepasbHOTO
roCyIapCTBEHHOTO OI0IKETHOTO YUpeskae IS
"LleHTp 3KCIIepTU3bl U KOHTPOJISI KauecTBa
MeIOULIMHCKOI ImoMoin" MUHUCTepPCTBA
3apaBooxpaHeHus Poccuiickoir @emepannu

Wudopmanus

0 HAJINYUM JIEKaPCTBEHHBIX IIperapaToB B
KIMHUYECKUX PeKOMeHIalusIX, CTaHAapTax
MeAUIIMHCKOM TTOMOIIU WU MEPOTIPUSITUSIX 110
MMMYHOITPOGUIAKTHUKE 1 O BOSMOXKHOCTU
(HEBO3MOXXHOCTHM) UX 3aMeHbI







MexxoyHapoaHoe | HammeHoBaHMe Toprosoe
HernaTeHTOBAHHOE | IPOU3BOAUTES, HaMMEeHOB3
HaMMeHOBaHMe HOMeED
peruncTpauoHHOro
YIOCTOBEpeHusI
UcnonuuTenn
(mo/kHOCTD) | | (mommucsk) | | (pact
MO
Hata cocraBieHusl JOKymeHTa " 20 T
YTBepKaeHbl

ITOCTAaHOBJ/ICHNEM HpaBI/ITe.TIbCTBa

Poccuiickoi ®enepanun
ot 31 okTsi6pst 2020 1. N 1771

MN3MEHEHNUA],

KOTOPBIE BHOCATCA B OTJEJIbHBIE AKTBI






TIPABUTEJIbCTBA
POCCUCKOU ®EIEPALIU

1. B nocranoBnenuu [IpaBuTenbcTBa Poccuiickoin
@enpepanyu ot 29 okTs16ps 2010 r. N 865 "O
roCcy1apCTBEHHOM PeryjiMpoBaHUM LieH Ha
JIeKapCTBEHHbBIE MperapaThl, BKIIOUEHHbIE B
repeveHb XKM3HEHHO HEOOXOMMBbIX U BasKHEMIINX
JleKapCTBeHHbIX npernaparoB” (CoopaHne
3aKOoHopmaTtebCcTBa Poccuiickoin ®enepannn, 2010, N
45, ct. 5851; 2011, N 50, cT. 7390; 2012, N 37, cT.
5002; 2015, N 37, cT. 5153; N 38, cT. 5302; 2018, N
43, cT. 6597; 2019, N 51, cT. 7649):

a) B [IpaBmiax rocyiapCTBEHHONM perucTpanm u
repeperucTpanuu rpenejibHbIX OTITYCKHbBIX LIeH
MIPOMU3BOAUTENEN Ha JIeKapCTBEHHbIE TIperapaThl,
BK/TIOUEHHbIE B ITepevYeHb KM3HEHHO HEOOXOIVIMBIX U
BaKHeNMIMX JIeKapCTBEHHbBIX IIpernaparTos,
YTBEPKIEHHBIX YKa3aHHBIM ITIOCTAHOBJIEHUEM

MOAITYHKT "T" ITyHKTa 32, a63all mepBblii IIyHKTa 34,
ab3all ueTBepThIii MMOAITYHKTA "a" 1 ab3all YeTBEePThIi
MOAITYHKTA "6" MyHKTa 35 M MyHKT 37 1ocJie CJIOB
"TocyiefHe rnepeperucTpannun’ JOMOJTHUTD CJI0BAMU
", obsi3aTenpHOI epepeructpaiyy B 2019 - 2020
rogax”;

JOMNOMHUTL NYHKTOM 38(1) cinenyromiero






Coaep>XKaHusd:

"38(1). [Ipu HanUMuUM B OTHOLIEHUY OOHOTO
JIeKapCTBEHHOTrO Tperapara pemenus MuHucrepcrsa
3apaBooxpaHeHus Poccuiickoit @emepanu o
rnepeperucTpanum 3aperucCTpUpPOBAHHOMN TIpeie/IbHOI
OTITYCKHOJ LI€eHbI MPOMU3BOAUTES Ha JIEKAPCTBEHHbIN
rpernapar B COOTBETCTBUM C MyHKTOM 30 HaCTOSILIMX
[TpaBua 16O B COOTBETCTBUM C ITyHKTOM 38
Hacrosmux [paBui u pemenust MuHucTepcTBa
3apaBooxpaHeHust Poccuiickoii ®enepaiium 06
obs13aTepHOI epepeructparnuy B 2019 - 2020 romgax
NpenebHOM OTITYCKHO LI€HbI TPOU3BOIUTEIS B
cooTBeTcTBUM ¢ [IpaBmaMu 06s13aTeIbHOIM
nepepeructpauu B 2019 - 2020 rogax
3apPerMcTPUPOBAHHBIX IPeIe/IbHBIX OTITYCKHBIX IIeH
MPOU3BOANUTEJIEeN Ha JIeKaPCTBEHHbIE Iperaparhl,
BK/TIOUEHHbIE B ITepevyeHb XM3HEHHO HEOOXOAVMBIX U
BaKHENMIIUX JIEKAPCTBEHHBIX TIPEnaparos,
YTBEPXKIEHHbIMM MOCTAaHOBJIeHVEeM [IpaBuTenbCTBA
Poccuiickoit @emepannu ot 29 okts6pst 2010 r. N 865
"O rocygapCTBEHHOM peryJiMpOBaHNUM LIEH Ha
JIeKapCTBEHHbIE MperapaThl, BKIIOUEHHbIE B
repevyeHb KM3HEHHO HEOOXOAMMBbIX U BasKHEMIINUX
JIeKapCTBEHHBIX MperapaToB”, IPUMeHeHUIO
MOJJIEXXUT 1|eHa, [lepeperncTpupoBaHHAs B
COOTBETCTBUM C MYHKTOM 30 16O ITYHKTOM 38
Hactosuux [Ipasmi.”;






6) ab3ar1 BTOpoit myHKTa 39 IIpaBui 06s13aTeIbHO
nepepeructpauuu B 2019 - 2020 rogax

3aperuCcTPUPOBAHHbBIX MTPeJe/IbHbIX OTITYCKHBIX IIeH
MPOM3BOANUTEJIEel Ha JIeKapCTBEeHHbIe IperapaThl,
BK/TIOUEHHbIE B ITIepevyeHb XM3HeHHO HE0OXOIMMBIX U
BayKHEMIIMX JIeKapCTBEHHbBIX MpernaparTos,
YTBEpsKIEeHHbIX YKa3aHHbIM MTOCTAHOBJIEHNEM, IT0C/IE
CJIOB "TIpeMenbHas OTITYCKHAs IieHa" AOMOJTHUTD
CJIOBaMy "OJIs1 OOHOTO MM HEeCKOJIBKUX
MPOU3BOANUTEJIEN (IIPOU3BOACTBEHHBIX IIOILA 0K
MPOU3BOANUTENIS), YKa3aHHBIX B paMKax OJHOTO
PerucTpanuMoOHHOr0 YA0CTOBEepeHus," .

2. B meToauke pacueTa nmpeeabHbIX OTIYCKHBIX [[€H
MPOM3BOANTEJIel Ha JIeKapCTBEHHbIe MperapaThl,
BKJIIOUEHHBIE B IIepeveHb KM3HEHHO HeOOX0IVIMbIX U
Ba)KHEMIIMX JIeKapCTBEHHBIX IIPenaparos,
YTBEPsKIEHHO IocTaHoBieHreM [IpaBuTe/ibcTBa
Poccuiickoit ®epepaunmu ot 15 centsiopst 2015r. N
979 "O BHeCeHUM MU3MEHEHMI B TIOCTaHOBJIEHME
[TpaBuTtenbcTBa Poccniickoit ®epepanyn ot 29
okTs16pst 2010 1. N 865 1 06 yTBep>KIeHUM METOAUKNA
pacueTa npeaeabHbIX OTITYCKHBIX 1[eH
MMPOM3BOANTEJIEel Ha JIeKapCTBEeHHbIe MperapaThl,
BKJIIOUEHHBIE B IIepeveHb KM3HEHHO HeOOXOIVIMbIX U
Ba)KHEMIIMX JIeKapCTBEHHBIX IIpernapaTroB”
(Cobpanne 3akoHOmaTenbCTBa Poccuiickoii
@enepanyn, 2015, N 38, ct. 5302; 2018, N 43, cT.






6597; 2019, N 51, cT. 7649):

a) MOAITYHKT "0" IMMyHKTa 3 M3/I0KUTb B CIIYIOIIEA
penakiun:

"6) B cIyYae ecyiv JIeKapCTBEHHbIN ITpernapaT
MHOCTPAHHOI'O IPOU3BOACTBA WU ITIPOU3BOAUTEIIS
rocygapcTBa - uieHa EBpa3uiickoro SKOHOMM4YeCKoro
COI03a peain3yeTcs B MHOCTPAHHbBIX TOCYLapCTBax, B
OTHOIIIEHUY KOTOPBIX ITPeICTaB/ISIeTCS MHGOPMAaLVS
00 YypoBHEe MMHMMAa/IbHbIX OTITYCKHBIX I[eH Ha
JIeKapCTBEHHbIE TIperapaThl COrJIaCHO MPUIOKEHUIO
N 2, - MMHMMAabHYIO OTIIYCKHYIO LIeHYy
npou3sBoauTes (6e3 yueTa Mpou3BOICTBEHHBIX
IO 0K) Ha JIeKAapPCTBEHHBIN IIperapar B
YKa3aHHBIX IOCY1apCTBaxX, paCCUMTAaHHYIO B
COOTBETCTBUM C pa3smenom VII HacTosIein MeTOaUKNU
Ha OCHOBaHMM pacuyeTa IpeneabHO OTIIYCKHO
LIeHbI [IPOM3BOLUTEIS Ha JIeKapCTBEHHBI IIpernapar,
NpencTaBisieMOl Ha TOCYAapCTBEHHYIO PErUCTPALIMIO
(TiepepermncTpalmio), CorjiacHo nmpuaoxkeHuo N 3 ¢
YUeTOM pacXo0[0B, CBSI3aHHBIX C TAMOKEHHbIM
obopmieHnem.";

6) moAnmyHKT "B" myHKTa 10 M3JI0XUTH B ClIeAyIOIIei
pelaxkuun:

"B) B C/Tyuae ecJiM JIeKapCTBEHHbIN pernapar
MHOCTPAHHOTO ITPOMU3BOACTBA WU ITPOU3BOAUTEIS






rocyogapcCTBa - 4JjieHa EBpa3MﬁCKOFO 9KOHOMMYECKOIo
COI03a peayin3yeTcCda B MHOCTPAaHHBIX TOCYyaapCTBax, B

OTHOIIIEHUY KOTOPBIX ITpeJICTaB/IsIeTCsI MHGOPMaLys
00 ypOBHE MMHMMAJIbHBIX OTITYCKHBIX II€H Ha
JIeKapCTBEHHbIE TIperaparThl, YyKa3aHHbIX B
npuiaoxenue N 2 K HaCTOsIIeil MeTOOUKe, -
MMUHUMAJbHYIO OTITYCKHYIO LIeHY ITIPOU3BOAUTENS
(6e3 yueTa IMpOM3BOACTBEHHBIX IUIONIAIOK) Ha
JIeKapCTBEHHBII Iperapar B yKa3aHHbIX
roCcygapcTBax, paCCYNTAaHHYI0 B COOTBETCTBUMU C
pasnenom VII HacTosIel MeTOOMKY Ha OCHOBAaHUU
pacyeTa npeaeibHOM OTITYCKHOV 1I€HbI
MIPOM3BOANUTEJISI HA JIeKapCTBEHHbIN ITpenapar,
MpeaCcTaBiIsieMOl Ha TOCYAapCTBEHHYIO PETUCTPALIMIO
(mepeperucTpaumio), IpeagycCMOTPEHHOTO
npwioxeHuem N 3 K HACTOSIEN MEeTOAMKE, C y4eTOM
PacxonoB, CBSI3aHHBIX C TAMOKe HHbIM
odbopmieHnem.".






