[IPABUTEJILCTBO POCCUNCKON ®EJIEPAITM
I[TOCTAHOBJIEHUE
ot 29 oktsa6psa 2010 roma Ne 865

O rocyaapcTBEHHOM PETryJIMPOBAHUU 1I€H Ha JICKAPCTBEHHBIE MPENapaThl, BKIOUEHHBIE B
nepeyeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB

C m3meHenusimu Ha 18 Hos16pst 2020 rona

JIOKYMEHT C U3MEHEHUSIMU, BHECEHHBIMU:

noctanoBieHreM IIpaButenscTBa Poccuiickoit @enepanun ot 5 nekadbps 2011 roga Ne
1001 (CoOpanue 3akononatenscTBa Poccuiickont @enepammu, Ne 50, 12.12.2011);
noctaHoBiieHueM [IpaButenscTBa Poccutickoit @enepanuu ot 4 centsiops 2012 roga Ne
882 (CoOpanue 3akononatenscTBa Poccuiickoit @enepammu, Ne 37, 10.09.2012);
noctanoBienueM lIpaBurenscTBa Poccuiickoit @enepaunn ot 15 aBrycra 2014 roga Ne
816 (OdurmanbHBI HHTEPHET-IIOPTAJ MPABOBOM HH(DOPMAIIMH WWW.Pravo.gov.ru,
21.08.2014);

nocranoBieHueM [IpaButenbctBa Poccuiickoit @enepanuu ot 28 asrycra 2014 roga Ne
871 (OdunuanbHbIil HHTEPHET-IOPTAJ MPABOBOM HH(DOPMALIME WWW.Pravo.gov.ru,
01.09.2014);

noctaHoBieHueM IIpaButenscTBa Poccuiickoit @enepannu ot 4 centsiops 2015 romga Ne
941 (O¢dunmanbHbI HHTEPHET-TIOPTAJ MPABOBOI HHMOPMAII WWW.Pravo.gov.1u,
10.09.2015, Ne 0001201509100008) (o mopsiike BCTYIJIEHUS B CHITY CM. ITyHKT 5
noctanoBieHus [IpasutenscTBa Poccuiickoii ®denepannu ot 4 centsiops 2015 roga No
941);

noctanoBieHueM IIpasutennscTBa Poccutickoit @enepannu ot 15 centsadps 2015 roga No
979 (OduuunanbHbIi HHTEPHET-NIOPTAJ IPABOBOI HH(OPMAIIIM WWW.Pravo.gov.1u,
18.09.2015, Ne 0001201509180014) (Bctynumo B cuity ¢ 1 okta6pst 2015 rona);
nocraHoBieHueM [IpaButensctBa Poccuiickoit @enepanuu ot 3 despanst 2016 roma Ne
58 (OdunmanbHbIi HHTEPHET-TIOPTAN MPABOBON WH(MOPMAIIUH WWW.Pravo.gov.ru,
05.02.2016, Ne 0001201602050020) (BcTynmiio B cuity ¢ 1 maprta 2016 rona);
noctanoBieHueM IIpaBurtenscTBa Poccuiickont @enepannu ot 28 ceHTsaops 2018 roma Ne
1152 (O¢unmaneHblii KHTEPHET-NOPTAN IPABOBON HHPOPMALIUH WWW.Pravo.gov.ru,
02.10.2018, Ne 0001201810020021);

nocraHoBieHueM [IpaButensctBa Poccuiickoit @enepanuu ot 8 okra6ps 2018 roma Ne
1207 (OdurmanbHbIi HHTEPHET-TIOPTAT TPABOBOW HH(POPMAIIMH WWW.Pravo.gov.ru,
18.10.2018, Ne 0001201810180006);

noctaHoBieHneM [IpaButenscTBa Poccutickoit @denepammu ot 16 nexadpst 2019 roma Ne
1683 (O¢punmansHblii KHTEPHET-MOPTAN IPABOBONM HHPOPMALIUK WWW.pravo.gov.ru,
17.12.2019, Ne 0001201912170003);

nocraHoBieHueM [IpaButensctBa Poccniickoit @enepanuu ot 3 anpens 2020 roga Ne
441 (O¢duunanbHBId HHTEPHET-TIOPTAN IPABOBOM MHPOPMAILIU WWW.Pravo.gov.ru,
06.04.2020, Ne 0001202004060038) (neiictByet 10 1 suBapst 2021 roxa);
noctanoByieHueM [IpaButenscTBa Poccuiickoit @enepannn ot 24 ceHtsaops 2020 roma Ne



1541 (OdunuanbHbIii HHTEPHET-TIOPTAT IPABOBOM HHPOPMAIIMK WWW.pravo.goV.ru,
28.09.2020, Ne 0001202009280035);

noctaHoBieHueM [IpaButenscTBa Poccuiickoit @eaepanun ot 26 oktsaops 2020 roma No
1733 (OdunmanbHbIil HHTEPHET-TIOPTAT MPABOBON HH(POPMAIIUT WWW.Pravo.gov.ru,
29.10.2020, Ne 0001202010290008);

nocranoBieaueM [IpaButenscrBa Poccuiickoii @eneparuu ot 31 oktsOps 2020 roma Ne
1771 (OdunmanbHbIi HHTEPHET-TIOPTAJ IPABOBOW HHPOPMAIIMK WWW.Pravo.gov.ru,
03.11.2020, Ne 0001202011030002);

noctaHoBieHueM IIpaBurenscTBa Poccuiickoit @enepannu ot 18 Hos0pst 2020 roga Ne
1858 (OdunmanbHbIil HHTEPHET-TIOPTAT MPABOBOW HH(OPMAIIUA WWW.Pravo.gov.ru,
20.11.2020, Ne 0001202011200047) (pactipocTpaHsieTcs Ha MPaBOOTHOIIICHUS,
Bo3HuKIue ¢ 1 mapta 2020 rona).

B cootBercTBUU ¢ DenepanbHbiM 3aKk0HOM "OO0 00pallieH!uH 1eKapCTBEHHBIX CPeACTB"
IIpaBurensctBO Poccuiickon denepanyun

IIOCTAaHOBJISACT:

1. YTBepauTh npunaraemseie:[IpaBuia rocy1apcTBEHHOM perucTpaiyu u
MepeperucTpanuy MpeaeabHbIX OTIYCKHBIX 1IEH MPOU3BOIUTENCH Ha IEKAPCTBEHHBIC
rpenaparsl, BKIFOYCHHbBIC B IIEPEYCHb )KM3HEHHO HEOOXOIMMBIX M BaXKHEHIIIMX
JIEKapCTBEHHBIX MPEMapaToB;

(AG3ar B penakiuu, BBeJIeHHOM B nericTBre ¢ 17 nekadps 2019 roga mocraHoBIeHUEM
[TpaButenscTBa Poccuiickoii @eneparuu ot 16 nexadpst 2019 roma Ne 1683. - Cwm.
npenpiayyto penakuuio)lIpaBuia o6s3aTenbHol nepepeructpanuu B 2019-2020 rogax
3apETrUCTPUPOBAHHBIX MPEICTBHBIX OTMYCKHBIX 1IEH MPOU3BOINUTENCH Ha JIEKAPCTBECHHBIC
MpenapaThsl, BKIFOUYEHHBIE B TIEPEYCHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX
JIEKapCTBEHHBIX MPEMapaToB;

(AG3a11 1onoMHUTENBHO BKIIOYEH ¢ 17 nexadbps 2019 roxa noctaHoBiIeHHEM
[IpaButenscTBa Poccuiickoit @enepanuu ot 16 nexadpst 2019 rona Ne 1683)

[IpaBuna BeaeHus rocyJapcTBEHHOTO peecTpa MPEACIbHBIX OTITYCKHBIX IIEH
MIPOU3BOUTENEH Ha IEKAPCTBEHHbIE ITPENapaThl, BKIIFOUEHHBIE B IEPEUCHb )KM3HEHHO
HEOOXOIMMBIX U BOKHEUIITUX JIEKAPCTBEHHBIX NpenapatoB;lIpaBuiia ycTaHOBICHHS
OpraHaMy UCIOJIHUTENBbHOH BiacTu cyobekToB Poccuiickoit denepannu mpeaenbHbIX
pa3MepoB ONTOBBIX HAJ0ABOK U MPEAETbHBIX PA3MEPOB POSHUYHBIX HAJ0ABOK K
(haKTUYECKUM OTITYCKHBIM 1I€HAM, YCTAaHOBIEHHBIM MTPOU3BOIUTENSIMH JIEKAPCTBEHHBIX
MpenaparoB, Ha JIEKAPCTBEHHBIE TIPEMapaThl, BKIIOUEHHBIE B TIEPEUCHb KU3HEHHO
HEO0OXOUMBIX M BaXKHEUIIINX JIEKApPCTBEHHBIX MPEMapaTos;

(AG3ar B penakiuu, BBeICHHOMU B fielicTBHE ¢ 28 ceHTa0ps 2020 roma mocTaHOBICHUEM
IIpaButensctBa Poccuiickoit deneparmu ot 24 centsiops 2020 roga Ne 1541. - Cwm.
npeapiayyto peaakinuio)lIpasmma popMupoBaHus OTIYCKHBIX 1I€H Ha JIEKapCTBEHHBIS
MpernapaTsl, BKIIOUEHHBIE B TIEPEeYCHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX
JIEKApCTBEHHBIX MIPEMapaToB, OPraHU3AIMIMHU ONITOBON TOPTOBJIH, alITEUHBIMHU
OpraHu3alusIMu, UHAUBUAYATbHBIMU MPEANPUHUMATENSAMUA U METULIUHCKUMU
OpraHU3aIHSIMU;

(AG3a11 1OMOTHUTENBHO BKITIOYEH ¢ 28 ceHTa0pst 2020 roa nocTaHOBICHUEM



[IpaButenscTBa Poccuiickoit deneparuu ot 24 centsops 2020 roga Ne 1541)uzmenenus,
KOTOpBbIE BHOCATCA B nocraHoBieHus [Ipasurenscrea Poccuiickoit denepanuu no
BOIIPOCaM, CBSI3aHHBIM C PETYJIUPOBAHUEM IIEH HA KU3HEHHO HEOOXOIUMBbIE U
BaYKHEHIIINE JIEKapCTBEHHBIE CPEACTBA.

2. [IpenenbHBIC OTIYCKHBIC [IEHBI POU3BOANUTENCH Ha )KHU3HEHHO HEOOXOMMbBIC U
BAKHEWILINE JIEKAPCTBEHHBIE CPEJICTBA, 3aPETUCTPUPOBAHHBIE O BCTYILICHUS B CUITY
HACTOSIIETO ITOCTAaHOBIICHUS, MTOJIEKAT BKIFOYEHHUIO B TOCYIAPCTBEHHBIA PEECTP
MpEeAENIbHBIX OTITYCKHBIX LIEH IPOU3BOIUTENIECH Ha JIEKAPCTBEHHBIE MpENapaThl,
BKJIFOUEHHBIC B MTEPEUCHB )KM3HEHHO HEOOXOUMBIX M BOKHEHIIINX JICKAPCTBEHHBIX
IIpEeIaparoB.

3. 3apeructpupoBanubie 10 26 okTs0ps 2010 roga:mpeaenbHbIe OTITYCKHBIC 1IEHbI
MHOCTPAHHBIX MPOU3BOAUTENCH B MUHOCTPAHHOM BaIIOTE Ha JIEKapCTBEHHbBIE MIPENaparhl,
BKJIFOUCHHBIC B MTEPEUCHB )KU3HEHHO HEOOXOMMBIX M BaKHEHIIINX JICKAPCTBEHHBIX
IpemnapaToB, moanexar nepecuety Ao 1 nexadpst 2010 rona B py6siu o Kypcey
[enTpansHoro 6anka Poccuiickoii @eneparuu Ha 1 HOsOpst 2010 rona (6e3
MIpeICTaBJICHHUS 3asIBJICHUSI IPOU3BOIUTENCH O TepecueTe IIeHbl) C BHECEHUEM
COOTBETCTBYIOIINX U3MEHEHUN B TOCYJAPCTBEHHBIN peecTp MpeeabHbIX OTIYCKHBIX IIEH
MIPOU3BOIUTENICH HA JIEKAPCTBEHHBIE TPEaparhl, BKJIOYCHHbBIE B IIEPEYCHb KU3ZHEHHO
HEOOXOUMBIX M BAXKHEUIIHNX JICKAPCTBEHHBIX MIPEMapaToB;NpeACIbHbBIC OTITYCKHBIC
LIEHBI POCCUHUCKUX MPON3BOAUTENICH HA JIEKAPCTBEHHBIE MPENapaThl, BKIIOUEHHBIC B
MepevYeHb )KM3HEHHO HEOOXOIUMBIX M BaXKHEHIIINX JICKaPCTBEHHBIX MPEIapaToB,
noanexar unaekcanuu ¢ 1 Hosopsa 2010 roga ucxons U3 MPOrHO3ZUPYEMOTO YPOBHS
uHpsMY, ycranosiaeHHoro Ha 2011 rox @eaepanpabiM 3akoHOM "O denepanbHOM
oromxkere Ha 2010 rox u Ha manoBeIi nepuon 2011 u 2012 rogos", ¢ BHeceHUEM
COOTBETCTBYIOIINX U3MEHEHU B TOCYAPCTBEHHBIN peecTp MpeeIbHbIX OTIMYCKHBIX IIEH
MIPOU3BOUTENEH Ha IEKAPCTBEHHbIE ITPENapaThl, BKIIFOUEHHBIE B IEPEUCHb )KM3HEHHO
HEOOXOIUMBIX U BaKHEUIITUX JIEKAPCTBEHHBIX MPEMapaToB.

4. MunuctepcTBy 31paBooxpanenus Poccuiickoit @enepauu no CoriiacoBaHUIO €
MuHHCTEpCTBOM IIPOMBILUIEHHOCTH U TOprosiu Poccuiickont denepanuu,
MuHHCTEPCTBOM DKOHOMUYECKOTO pa3BuTHs Poccuiickoit @enepannn, MunucrepcTBoM
TpyJa U conuanbHou 3amuTsl Poccuiickon @enepany, MUHUCTEPCTBOM PETMOHAIBHOTO
pasButus Poccuiickoit @enepanun, enepanbHOR aHTUMOHOMNOIBHON CITyK00H,
denepanbHOi ciyxk00i o HaA30py B cepe 3alUThI IpaB MoTpeduTeneit u
Onaromnoiiyuus yeioBeka, MUHHCTEPCTBOM HayKH M BhICHIEro oOpa3oBanus Poccuiickoii
®enepanun 1 MuHuctepcTBoM puHaHcoB Poccuiickoit @enepannu He pexe 0AHOTO pas3a
B roj, He mo3aHee 15 okTa0ps, npencrapnsath B [IpaButensctBo Poccuiickoit deneparumn
MIPOEKT MePeyHs KU3HEHHO HEOOXOIUMBIX U BaKHEHIIINX JIEKapCTBEHHBIX MPEnapaToB.
(ITynkT B pemakiuu, BBeIeHHOH B JieiicTBrE ¢ 18 ceHTsa0ps 2012 roma nmocTaHOBICHUEM
[TpaButenscTBa Poccuiickoit @enepanuu ot 4 ceHtsiOps 2012 roma Ne 882; B penakuuu,
BBE/ICHHOM B JiericTBHe ¢ 9 ceHTs0pst 2014 rona moctanosienuneM [IpaButenpcTBa
Poccuiickoit @enepanuu ot 28 aBrycra 2014 rona Ne 871; B penakuny, BBEJEHHO! B
neiicrue ¢ 10 oxTs6ps 2018 roga nocranosnenuem IlpaBurenscrBa Poccuiickoit
®enepanyn ot 28 centsaops 2018 roga Ne 1152; B penaxiyy, BBeACHHOH B IeHCTBHE C 6



Hos16pst 2020 rona mocranosienueM [IpaButenbcTBa Poccuiickoit deaepanun ot 26
okTs10pst 2020 roma Ne 1733. - CM. IpeIbIAyIIYIO PEIAKIIHIO)

5. MunucrepctBy 3apaBooxpanenus Pocculickoit @eneparuu u denepanbHO
AHTUMOHOTIIOJLHOM CITy0€ 1aBaTh MPU HEOOXOAUMOCTH Pa3bsICHEHUS IO PUMEHEHHIO
MPaBUJI, YTBEPKICHHBIX HACTOSIIIIMM OCTAHOBJICHUEM.

(ITyHKT B pemakiuu, BBeIeHHOH B neiicTBre ¢ 18 okTsa0ps 2018 roma nmoctaHOBICHUEM
[IpaButenscTBa Poccuiickoit deaepanmu ot 8 okTsi0pst 2018 roma Ne 1207. - Cwm.
MPEABIYIIYIO PEIAKIIHIO)

6. [IpusHaTh yTpaTuBIIMMU CUITy:TIocTaHOBIIeHUE [IpaBurenscTBa Poccuiickoit
®enepanun ot 9 HOsOps 2001 roma Ne 782 "O rocyaapcTBEHHOM peryJIMPOBaHUU II€H Ha
nekapctBeHHbie cpeacTBa” (CoOpanue 3akoHoaTenbcTBa Poccutickoin deneparumy,
2001, Ne 47, c1.4448); nocranosnenue [IpaButenbcta Poccuiickoit deaeparuu ot 17
okTs10ps 2005 roga Ne 619 "O coBepilieHCTBOBaHUU T'OCYJaPCTBEHHOI'O PErYJIUPOBaHUS
1IeH Ha JiekapcTBeHHbIe cpeacTa (CoOpaHue 3akoHoaaTenbcTBa Poccuiickoi
Oenepanun, 2005, Ne 43, ¢1.4400);myHKT 3 U3BMEHEHUH, KOTOPBIE BHOCSTCS B aKThI
[IpaButensctBa Poccuiickoit denepannu o BOIpocam AesSTeIbHOCTY MUHUCTEpCTBA
IIPOMBILLIIEHHOCTH U TOProBiu Poccuiickon denepannn, yTBEPKICHHBIX
nocranoByieHueM IIpaBurtensctBa Poccuiickoit ®enepaunu ot 7 nronsa 2008 roga Ne 441
(Cobpanwue 3akoHonatenscTBa Poccniickoit @enepammm, 2008, Ne 24, ¢1.2869); myHKT 1
noctanoBieHus [IpasutenscTBa Poccuiickoit deneparuu ot 30 nekadbps 2009 roga Ne
1116 "O BHeceHnH U3MEHEHUI B HEKOTOpPbIE NocTaHoBIeHUs [IpaBuTenscTBa
Poccuiickoit @deneparuu mo BONpocam, CBI3aHHBIM C PEryJIHPOBAaHUEM 1LI€H Ha )KMU3HEHHO
He0oOXO0UMBIC U BaXXKHEHIIINE JIekapcTBeHHBIC cpencTBa” (CoOpaHne 3aKOHOIaTeIhCTBA
Poccuiickoit ®eneparuu, 2010, Ne 2, c1.179).

ITpencenarens IlpaBurenscTBa
Poccuiickoit ®enepanun
B.Ilytun

YTBEPXEHbBI

nocrtaHoBieHueM lIpaButenbcTBa
Poccuiickoit ®enepanun

ot 29 oxTs6ps 2010 roga Ne 865

(B penakiuu, BBeIEHHOM B JACHCTBUE
¢ 18 okts6ps 2018 rona
nocraHoByieHueM IlpaBuTenbcTBa
Poccuiickoit @eaepanuu

oT 8 okTs0psa 2018 roma Ne 1207. -
CM. IpeapIyIyI0 peIaKIno)

HpaBI/IJ'Ia FOCY,Z[apCTBCHHOﬁ perucTpainu U nepeperucTpanu nmpeaAcibHbIX OTITYCKHBIX
OECH HpOHSBOHHTeHeﬁ Ha JICKApCTBCHHBIC MPLCIiapaThl, BKIIIOYCHHBIC B IICPCUYCHDb
JKHN3HCHHO HCOGXOI[I/IMBIX U BaXKHEUIINX JICKApCTBCHHBIX MPCIIapaToB *



C m3menenusmu Ha 31 okTsa6ps 2020 roga

* HauMeHOBaHME B peaKIMK, BBEJACHHOM B aeiicTBue ¢ 17 nekabps 2019 roga
noctanoBienueM lIpasutensctBa Poccuiickoit @enepannu ot 16 nexadps 2019 roma Ne
1683. - CM. peapIayIyo peaaKiuio.

1. Hacrosimue I[paBuia ycraHaBIMBaIOT MOPSIIOK OCYIIECTBIICHUS TOCYIapCTBEHHOM
pErucTpalyy U NepeperucTpaluy npeaeabHbIX OTIYCKHBIX IIEH TPOU3BOIUTENICH Ha
JIEKApCTBEHHBIE MTpenapaThl, BKIIOUCHHBIE B IEPEUCHb )KM3HEHHO HEOOXOIUMBIX U
BOXHEHIINX JICKAPCTBEHHBIX IIpenapaToB, yTBepxkaaeMbliii [IpaButensctBom Poccuiickoi
®denepanuu (anee - JeKapCTBEHHBIE MPETapaThl).

(ITyHkT B pemakiuu, BBeIeHHOH B neicTBue ¢ 17 nexadps 2019 roma moctaHOBICHHEM
[IpaButenscTBa Poccuiickoit denepamnmu ot 16 nexadps 2019 roga Ne 1683; B penakium,
BBEJICHHOM B jieticTBue ¢ 6 HOs0ps 2020 rona nocranoBienueM [IpaBurenbcTBa
Poccwuiickoit @eneparuu ot 26 oktsiopst 2020 romga Ne 1733, - CM. nipeapIayIyo
PEIaKIINIO)

2. I'ocynapcTBeHHast perucTpanus 1 epeperucTpanus npeaesIbHbIX OTIIyCKHBIX LEH
IIPOU3BOUTENEH JIEKAPCTBEHHBIX IIPENApAaTOB HA JICKAPCTBEHHBIE IIPENapaThl
OCYILECTBIISIOTCS B pyOIIsIX.

3. MunuctepcTBO 311paBooxpaHeHust Poccuiickoii @eaepanniv OCyIeCTBISIET
PErucTparnuio nNpeieiabHON OTIYCKHOM 1IEeHbI TPOU3BOIUTENS Ha JIEKAPCTBEHHBIN
Ipenapar, ee IepeperucTpanmio, BHECEHUE YKa3aHHOM 3aperucTpupOBaHHOM
(mepeperucTpupoBaHHOMN) MPEAEIbHONM OTITYCKHOM 1I€HBI B TOCYJapCTBEHHBIN peecTp
MpeieIbHBIX OTIYCKHBIX 1IEH IPOU3BOJUTENEH Ha JIEKapCTBEHHbIE MPenapaThl,
BKJIFOYEHHBIE B IIepeUEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIINX JICKApCTBEHHBIX
IpenapaToB (Jajiee - roCyAapCTBEHHBIN PEECTp), BblIauy JepyKaTeI0 WU BIIAJIENIbIly
PErUCTPAIIMOHHOTO YJJOCTOBEPEHHUS JIEKAPCTBEHHOT O Mpenapara (yInoJIHOMOYEHHOMY UM
JIUILy) BBIMKMCKH U3 MpuKa3a MuHucTepcTsa 31paBooxpanenus Poccuiickoit denepannu o
rOCyJapCTBEHHOM perucTpanuu (nepeperucTpalnm) npeaesibHOM OTITyCKHOM LIEHBI
MIPOM3BOJIUTEIIS HA JIEKAPCTBEHHBIN MTpenapar.

4. ®enepanbHasi aHTUMOHOIIOJIbHAS CITY’0a OCYIIECTBIISIET IKOHOMUYECKUI aHATIU3
MpeAeNIbHON OTIYCKHOM LIEHbI TPOU3BOIUTEINS HA JIEKAPCTBEHHBIN Mpenapar IpH ee
TOCYJIapCTBEHHOM pEerucTparuu (MepeperucTparun).

5. JIns rocy1apcTBEHHOM perucTpanuu (nepeperucTpaiim) npeaeabHol OTIyCKHOM
LIEHBI TPOU3BOIUTEIS HA JIEKAPCTBEHHBIN ITpenapaT B MUHHUCTEPCTBO 3/IpaBOOXPaHEHMS
Poccuiickoit deneparuu aepxaTesieM Uin BIaaeablleM PErUCTPAlMOHHOTO
yJIOCTOBEpPEHHsI JICKApPCTBEHHOTO Npenapara (YIoJIHOMOYSHHBIM UM JIULIOM)
MIPEJICTaBISIOTCS CIEAYIONINE JOKYMEHTHI (B 2 sK3eMIuIsipax Ha OyMakHOM HOCHTENE U B
JJIEKTPOHHOM BHUJIE):

a) 3asBJICHUE O TOCYIAPCTBEHHOM PErUCTPAINH MPEACIIBHBIX OTITYCKHBIX II€H
MPOU3BOAUTENIEN HA JIEKAPCTBEHHBIE MPENAPATHI, BKIIOUECHHBIE B IEPEYEHD KU3HEHHO



HE0OXOUMBIX M BaKHEHIIHNX JIEKapCTBEHHBIX MIPENapaToB, o opme coraacHo
npuioxkenuto Ne 1 (zasnee - 3asBJI€HUE O TOCYJAPCTBEHHON PETUCTPAIlMK) WIH 3asiBJICHUE
0 MepeperucTpaly npeAeabHbIX OTITYCKHBIX I[€H MPOU3BOAUTENCH Ha JIeKapCTBEHHBIE
MpemnapaTsl, BKIIFOYSHHBIC B TIEPEUCHD )KU3HECHHO HEOOXOMMBIX U BKHEHIIINX
JIEKapCTBEHHBIX MIPENapaToB, 1o GopMe corjiacHo npuiioxenuto Ne 2 (nanee - 3asiBieHue
0 IepeperucTpanun);

(ITonmyHKT B penakinuu, BBEACHHOM B nelicTBue ¢ 17 nekadbps 2019 rona
nocranoBieaneM [IpaBurenbcrBa Poccuiickoii @eneparuu ot 16 nekadps 2019 roma Ne
1683. - CM. peapIayyo peaaKiiu)

0) cBelleHHs O JIMLIEH3UH Ha IPOU3BOCTBO JICKAPCTBEHHBIX CPEJICTB;
B) CBEICHUSI O PETMCTPALIMOHHOM YJIOCTOBEPEHUH JIEKAPCTBEHHOTO Mpenapara;

T') JOKYMEHTBI, IPEACTABISIEMbIE C YI€TOM TPeOOBaHUI METOIMKHU pacdeTa MpeIebHbIX
OTIYCKHBIX LIEH IPOU3BOAMUTEIICH HA JIEKAPCTBEHHBIE MPENAPAThI, BKIIOUEHHBIE B
MepevYeHb )KM3HEHHO HEOOXOIUMBIX M BaYKHEHIIINX JIEKapCTBEHHBIX MPEIapaToB,
yTBEpKJIeHHOM noctaHoBieHneM [IpaButenscrBa Poccuiickoit denepanuu ot 15
ceHtsiops 2015 r. Ne 979 "O BHeceHuM U3MEHEHMH B moctaHoBJIeHHe [IpaBuTenscTBa
Poccuiickoit @eneparuu ot 29 okTs6ps 2010 1. Ne 865 1 06 yTBep>KIeHUN METOAUKHI
pacuera IpeJesIbHbIX OTIIYCKHBIX LI€H IPOU3BOAUTENCH HA JIEKapCTBEHHbIE IPENaparhl,
BKJIFOUEHHBIE B [I€PEUEHb )KHU3HEHHO HEOOXOUMBIX M BaKHEHIIINX JIEKapCTBEHHBIX
npenapatoB" (Hajiee - METO/IMKA), BKIIOUYAIOIINE B CEOs:

(AG3ar B penakiuu, BBeJICHHOU B JielicTBre ¢ 17 nekadps 2019 roma nmocraHoBIeHUEM
[TpaBurenscTBa Poccuiickoit deneparuum ot 16 nexadbps 2019 roga Ne 1683. - Cwm.
NPEIbIIYLIYIO PEJaKINIo0)CBeAeHU 00 00beMax U O IIeHaxX OTIyCKa HaXOAIIEerocs B
oOpatienuu Ha Tepputopun Poccuiickoit denepannu JeKapcTBEHHOIO IIpernapara
MIPOU3BOUTEINS TOCYIapCTBa - uieHa EBpa3uiickoro 53KOHOMUYECKOTO COr03a U
JIEKapCTBEHHOI'O IIperapaTa UHOCTPAHHOTO MPOU3BOICTBA, IEPBUYHAS U (UJIHN)
BTOPUYHAS YIIAKOBKA KOTOPOT'O OCYIIECTBIISIETCS WM INIAHUPYETCS OCYIIECTBIISITHCS B
Poccuiickoit deneparuu;

(AG3ar B peakuuu, BBeileHHOH B ieicTBue ¢ 17 aexaOpst 2019 roga noctaHoBiIeHUEM
[TpaBurenscTBa Poccuiickoit deneparuum ot 16 nexadbps 2019 roga Ne 1683. - Cwm.
MPEIbIAYIIYIO PEIaKIINIO)pacueT MpeeIbHON OTITyCKHOM 1IeHbI IPOU3BOIUTEINS Ha
JIEKapCTBEHHBIN Mpernapar, IpeIcTaBIsieMOl Ha TOCYAapCTBEHHYIO PErHCTPAIUIO
(mepeperucTpalinio);cBeieHus: 00 00beMax U IeHax BBO3a JIEKAPCTBEHHOTO Mpernapara
WHOCTPAHHOTO MPOU3BOJICTBA, HAXOIAIIETOCS B 0OOpalieHu Ha TeppuTopun Poccuiickoii
denepannn;CBEACHUS O HATUYUU 3apETUCTPUPOBAHHBIX MPEACIbHBIX OTITYCKHBIX IIEH
3asIBJISIEMOTO JIEKAPCTBEHHOTO Mpenapara;pacueT NpeesIbHON OTIYCKHON IIEHbI Ha
BOCIPOU3BEICHHBIN, OMOAaHAIOTOBLIN (OMOMOA00HBIN) TIeKapCTBEHHBII Mpemnapar,
Mpe/ICTaBIsIeMON Ha TOCYJapCTBEHHYIO PETUCTPALINIO;pacyeT MpeIeIbHON OTITYCKHOM
LIEHbI Ha JIEKapCTBEHHBIN MpenapaT Npou3BOAUTENS TOCYAapCTBa - wieHa EBpasuiickoro
SKOHOMMYECKOTO COI03a, IPEICTaBIsIEMON Ha TOCYITapCTBEHHYIO PETUCTPALIUIO;
(AG3ar B peakuuu, BBeieHHOHU B eiicTBre ¢ 17 nexabps 2019 roxa noctaHoBICHHEM
[TpaBurenscTBa Poccuiickoit deneparuu ot 16 nexadbps 2019 roga Ne 1683. - Cwm.
IPEIBbIIYIIYIO PEJAKIHIO)



000CHOBaHHKE pacyeTa MpeieabHOM OTITYCKHOM IIeHbI Ha JIEKapCTBEHHBIN Mpenapar
MIPOU3BOIUTEIS TOCYIapCTBA - uiieHa EBpa3uiickoro 3KOHOMHUYECKOTO COr03a,
MIpe/ICTaBIsIeMON Ha MEePEePETUCTPaLnIo;

(AG3ar B penakuuu, BBeieHHOH B neiictBue ¢ 17 gexabpst 2019 roxa noctaHoBiIeHnEM
[IpaBurenscTBa Poccuiickoit deneparuu ot 16 nekadbps 2019 roga Ne 1683. - Cwm.
MpEeABIIYIIYIO0 peAaKiini0)000CHOBaHUE pacueTa MpeaebHON OTITYCKHOM 1IEHbI
JIEKapCTBEHHOT'O IIperapaTa MHOCTPAHHOTO MPOU3BOJICTBA, B TOM YUCIIE MIEPBUYHAS U
(w11) BTOpUYHAS YITAKOBKA KOTOPOT'O OCYIIECTBIISICTCS WU IJTAHUPYETCS
ocyiecTBiIsATbCS B Poccuiickoit denepaiuu, mpeacTaBIsIeMoil Ha IepepErucTpaluio;
(AG3ar B penakuuu, BBeieHHOH B eiictBue ¢ 17 gexabpst 2019 roxa noctaHoBieHnEM
[IpaBurenscTBa Poccuiickoit deneparuu ot 16 nekadbps 2019 roga Ne 1683. - Cwm.
MPEeABIIYIIYIO0 PEIAKIIHIO)

1) TOKYMEHT, IOATBEPKJAt0IINH [TOJIHOMOYUS YIIOJIHOMOUYEHHOTO JIUIIA.

6. CBeI[eHI/ISI, COACPIKAIHUECCA B 3asABJICHHUHN O FOCYHapCTBCHHOﬁ perucrpann u
3adABJICHUU O MEPCPErucTpairu, JO0JKHbBI COOTBETCTBOBATH CBECACHUAM, YKA3aHHBIM B
PEruCTpaiiOHHOM YAOCTOBCPCHUU JICKAPCTBCHHOT'O IIPCIIapaTa Ha ACHBb ITOAAYU TAKOI'O
3asaBJICHHA.

7. depxatenb WIK BIaJesel] perucTpaliOHHOrO YAOCTOBEPEHNUS JIEKapCTBEHHOTO
npemnapara (yInoJHOMOYEHHOE UM JIUII0) BIpaBe MPeICTaBUTh KOIMIO JIUIIEH3UN Ha
MIPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB U, a Takke Konuto hopMbl Ne 2-JIEK (mpom)
"CBeneHMsl O IPOU3BOCTBE, OTTPY3KE U IIeHaX Ha JIEKapCTBEHHbIE CPE/ICTBA 110
COOCTBEHHOW MHUIIMATHUBE.

(ITynkT B penakuuu, BBeJIeHHOH B JieiicTBue ¢ 17 nekabps 2019 rona moctraHoBIEeHUEM
[IpaButenscTBa Poccuiickoii @eneparuu ot 16 nexadpst 2019 rona Ne 1683. - Cwm.
MPEIBIIYLIYIO PEJAKIIIO)

8. B ciydae nipefcTaBieHus AepikaTeneM WK BIaIeTbleM PErHCTPAIMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO TMpenapaTa (yIOJTHOMOYEHHBIM UM JTUI[OM) 3asBIECHUS O
rOCyJJapCTBEHHOM PErUCTPAIMH 10 UCTEYCHHS 3 JIET CO JHS MPUHATHA MUHHUCTEPCTBOM
3npaBooxpaneHus Poccuiickoit denepanuu pemieHuss 00 UCKIIOYSHUN U3
rOCyIapCTBEHHOI'O PEECTPA MPENEIbHON OTITYCKHOM LIEHBI HA JICKAPCTBEHHBIN NpenapaT
3asBJICHHAS MIPEJEIbHAs OTIIYCKHAS [IEHA IPOU3BOAUTENS HE MOXKET IPEBBILIATH PAHEE
HCKIIIOYCHHYIO MPEISTbHYI0 OTITYCKHYIO IIEHY Mpou3BoauTes (0e3 yuera
MIPOU3BOJICTBEHHOM TIJIOMIA/IKH ) UCXOS M3 CTOMMOCTHU OJTHOM JIEKapCTBEHHOM (hOPMBI
COOTBETCTBYIOLIEH TO3UPOBKHU JIEKAPCTBEHHOTO MTpernapara.

9. 3asBieHHas K TOCYIapCTBEHHOW PETrUCTPAlUK MpeIesbHAs OTIYCKHAs [IEHA
MIPOU3BOIUTENS Ha peepeHTHBIN JIeKapCTBEHHBIN MTpemapaT He MOXKET MPEBbIIIATh LIEHY,
yKa3aHHYIO0 B moanyHkre 5.5.4 npunoxenus Ne 1 k [IpaBunam popmupoBanus nepeyHeit
JIEKaPCTBEHHBIX MPENAPATOB I MEAULIMHCKOTO MPUMEHEHNSI U MUHUMAJIBHOTO
ACCOPTHUMEHTA JIEKAPCTBEHHBIX MIPETNapaToB, HEOOXOMUMBIX IS OKa3aHUs METUITMHCKOM
IIOMOILH, YTBEPKAECHHBIM IocTaHoBieHueM [IpaBurenscTBa Poccuiickoit denepanuu ot
28 aBrycra 2014 r. Ne 871 "OG6 yrBepxnenuu [IpaBun dopmupoBanus nepeuneit



JIEKApCTBEHHBIX MPEMapaToB JIsi MEIUIIMHCKOTO TPUMEHEHUS 1 MUHUMAJIBHOTO
ACCOPTHMEHTA JICKAPCTBEHHBIX MTPETapaToB, HEOOXOIUMBIX /ISl OKa3aHUsl MEIUIIMHCKON
oMo',

10. MunucrepcTBo 3apaBooxpaneHus: Poccuiickoit @eaepannu B TedeHue 15 padounx
THEW co AHA oOpaleHus Aep KaTells WK BIaelblia PErUCTPAMOHHOTO yI0CTOBEPEHHS
JIEKapCTBEHHOT'0 IpernapaTta (yInoJIHOMOUYEHHOTO UM JIUIa) OCYLIECTBIIET IPOBEPKY
MOJTHOTHI MPEJICTABIIEHHBIX B COOTBETCTBUHM C IMMYHKTOM 5 HacTosimux [IpaBun
JOKYMEHTOB ¥ HaIIPABJISIET OJUH IK3EMIUISP TOKYMEHTOB B DeepanbHyo
AHTHMOHOIOJBHYIO CITY>KOY HJIM IPUHUMAET pelieHne 00 0TKa3e B roCyJapCTBEHHOM
peructpanuu (mepeperucTpanun) IpeaeabHON OTIYCKHOM [IEHbI TPOU3BOIUTENIS Ha
JIEKApCTBEHHBIN IIpernapar.

11. OcHOBaHUSMM [yl OTKa3a B TOCYJapCTBEHHOM perucTpanuu (IepeperucTpanumn)
MunucrepcTBoM 31paBooxpanenus Poccuiickoit @enepanuu npeeabHOu OTIyCKHON
LIEHBI TPOU3BOIUTEIS Ha JIEKAPCTBEHHBIN IIpenapar sSBJIsIOTCS:

a) OTCYTCTBHUE B JIOKYMEHTaX, yKa3aHHBIX B MyHKTe 5 HacTosmux [IpaBun, cBeneHui,
MpelyCMOTPEHHBIX HACTOSAIKMHU [IpaBriiaMu u METOUKOI;

0) IPEBBINIICHHUE 3asIBIICHHOM JIJISl TOCYJapCTBEHHOUW PETHCTPAIMH MTPEACTBHON
OTIIyCKHOW LIEHBI IIPOU3BOAMUTEIIS HA JIEKAPCTBEHHBIN IIpenapar Hal OTILyCKHOM LICHOH,
OTIpeIeNIeHHOM ¢ yueToM TpeOoBaHMil myHKTOB 8 1 9 HacTosamux [IpaBun;

B) HEIIPEJCTABICHUE CBEACHUH, TPEelyCMOTPEHHBIX TyHKTOM 12 HacTosiux [IpaBui.

12. B ciay4yae HE0OX0IMMOCTH YTOUYHEHHUS U (MJIN) TOTIOJIHEHUS! CBEJICHUH,
coJiepKalmxcs B TOKYMEHTax, YKa3aHHbIX B IIyHKTE 5 Hacrosuux [IpaBui, aepxxarens
WJIM BJIAJEIIeL PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO IIperapara
(YIOJIHOMOYEHHOE UM JIMLIO) MPEICTABISAIOT 10 3arpocy MuHHUCTEpCTBA
3apaBooxpaneHus Poccuiickoit denepanuu COOTBETCTBYIOIIYIO TOKYMEHTAIbHO
odpopmiienHyto uHpopmaino.Cpok MpeIcTaBIeHNs OTBETA Ha 3aMpoC JAepKaTeIeM WiIn
BJIAJIENIBIIEM PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO Iperapara
(YIIOJIHOMOYEHHBIM UM JIMLIOM) HE MOKET npeBblath 10 pabouux qHEl co aHs
nosyyeHus 3anpoca Munucrepcrsa 3apaBooxpanenus Poccurickon ®enepauun.llpu
3TOM OOIIUI CPOK PACCMOTPEHUS JOKYMEHTOB, YKa3aHHBIX B IyHKTE 5 HACTOSIINX
IIpaBun, MunucrepcTBoM 31paBooxpaneHus Poccuiickon denepanny He MOXKET
MPEeBBIIIATh CPOKH, IPEAYCMOTpPEHHBIE TYHKTOM 10 1 ab3aiieM BTOPHIM HACTOSILIETO
nyHkTa.lIpu HEnmocTymIeHny OT Aep>KaTess WK Biaenblla pETUCTPAllMOHHOTO
YAOCTOBEPEHUS JIEKApCTBEHHOT0 Mpenapara (yrnoJHOMOYEHHOTO UM JIMIIA) B
YCTAQHOBJICHHBIH CPOK 3aMPOIIEHHON JOKYMEHTAIbHO 0(OpMIIECHHON HH(OpMaIu
MunuctepcTBo 3apaBooxpanenus Poccuiickoit @enepannu B TedeHue 5 pabounx gHei
CO JIHS UCTE€YEeHUs OOIIEero CpoKa MPUHUMAET pelieHre 00 0TKa3e B TOCYJapCTBEHHOM
peructpanuu (mepeperucTpanum) NpeaeabHON OTITYCKHOM 1IeHbI TPOU3BOAUTEINS HA
JIeKapCTBEHHBIH Mpernapar, 0 4eM B MUCbMEHHON (opMe YBETOMIISIET JepKaTessl UiH



BJIAJIENIbIIa PETHCTPALMOHHOTO YI0CTOBEPEHUS JISKAPCTBEHHOT'O Tpernapara
(YIOTHOMOYEHHOE UM JIUIIO).

13. denepanpHas aHTUMOHOTIONBHAS CITyk0a B TeueHue 15 pabounx AHEH co THA
MOJIyYEHUsI JOKYMEHTOB, YKa3aHHbIX B MyHKTE 5 HacTtosmux [IpaBuii, npoBoauT B
COOTBETCTBUU C HacToAMMU [IpaBriiamu 1 METOMKON YIKOHOMUYECKUI aHAIIN3
MpEeAEIIbHON OTIYCKHOM LIEHBI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN MIpEnapar, a TakxKe
IIPUHUMAET U HalpasisieT B MuHucTepcTBO 31paBooxpaneHus Poccuiickon @enepannn
pellIeHre O COTJIAaCOBAHUU YKA3aHHOM MpeAeNbHOM OTIMYCKHOM IIeHbI WK 00 0TKa3e B ee
COTJIaCOBaHUU (C U3JI0KEHUEM MPUYUH OTKa3a).

14. B cmydae HeOOXOAUMOCTH YTOYHEHUS U (MJIN) JOTIOJTHEHUS CBEJICHUH,
coJieprKalluxcs B JOKYMEHTaX, YKa3aHHbIX B MyHKTe 5 Hactosmux [IpaBui, nepxxarens
WM BJIAJIEJIEL] PETUCTPALMOHHOIO yIOCTOBEPEHMSI JIEKAPCTBEHHOIO IIpenapaTa
(YIIOJIHOMOYEHHOE UM JIULIO), FOPUANYECKHUE JINLIA, OCYILECTBISIONINE eSTENbHOCTh PU
00pallleHNH JIEKAPCTBEHHBIX CPEJICTB, OPraHbl HCIIOJHUTENBHOM BJIACTH B IpeAeIax ux
KOMIIETEHIIUH MIPEACTABISIOT 110 3anpocy denepanbHOl aHTUMOHOIIOJIBHOM CITyKOBI
COOTBETCTBYIOLIYIO JOKYMEHTAJIbHO 0(hopMIIeHHYIO HH(popMaluio.CpokK MnpecTaBIeHUs
JIepKaTEeIEM WM BIIAJIEIBLEM PETUCTPALIMOHHOTO yIOCTOBEPEHMS JIEKAPCTBEHHOTO
npemnapara (ynoJHOMOYEHHBIM UM JIUIIOM), FOPUINYECKUMU JIML[AMH,
OCYIIECTBISIOLMMU JI€ATEIbHOCTh IPU 00pallleHNH JIEKapCTBEHHBIX CPEJCTB, OpraHaMu
WCIIOJHUTEJIbHOM BJIACTH B Mpeieiax UX KOMIETEHLIMN ) He MOXKET MpeBbIIaTh 25
paboumx JHEH co HS moiydeHus 3ampoca OeneparibHON AHTUMOHOIIOJIBHOM
ciry>x0b1.1Ipu 3TOM 001IMIT CPOK paccMOTpeHus 10KyMeHTOB DenepaabHOI
AHTUMOHOIOJIBHOMN CIIy00i1 HE MOXKET IIPEBBILIATH CPOK, IPEAYCMOTPEHHBIN IYHKTOM
13 u ab3arieM BTOpBIM HacTosIero nyHkTa.lIpy HenoCTyIIeHNH OT AepKaTess Uiu
BJIQJIENIbIIA PETUCTPALMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOIO IIperapara
(YNOJIHOMOYEHHOTO UM JIMLA) B YCTAaHOBJICHHBIM CPOK 3allPOIIEHHON JOKYMEHTAIBHO
opopmienHoi nHpopmaru OenepaabHas aHTUMOHOIIOIbHAS CTyK0a B TEYCHHUE 5
pabouux JAHEN co AHS UCTeUeHUs OOIIEero CpoKa NPUHUMAET pelieHne 00 0TKas3e B
COTJIaCOBAHMUU IIPEAEIIBHOM OTITYCKHOM LIEHBI IPOU3BOAUTEIIS HA JIEKAPCTBEHHBIN
IIpenapaT 1 HalpasJisieT €ro B MUHHMCTEPCTBO 3/ipaBooxpaHeHus Pocculickoi
denepannn, KOTOPOE B Te€UEHUE S5 pabOUUX JHEH CO JHS MOIYYSHHS ITOTO PEIICHUs
MPUHUMAET pelleHrne 00 0TKa3e B TOCYAapCTBEHHON PEeruCcTpaluy UM epeperucTpaluu
yKa3aHHOM IIeHbI, O YeM B MMCbMEHHOU (hopMe yBEAOMIISIET JeprKaTelis NI BJIaJieiblia
PErUCTPAIIMOHHOTO YJJOCTOBEPEHHUS JIEKAPCTBEHHOT0 Ipernapara (yImoJIHOMOYEHHOE UM
nuno).Jlep>katens WK Biajienel] perucTpallMoHHOTO YA0CTOBEPEHUS JIEKAPCTBEHHOTO
npernapara (yImoJHOMOYEHHOE UM JIMIO0) MPU paccMOTpeHuH 3arpoca denepanbHol
AHTHUMOHOMOJIBHON CITyKObl MOTYT HanpaBUTh B MUHHCTEPCTBO 3/1paBOOXpaHEHUS
Poccuiickoit @enepanuu COOTBETCTBYIOINE YTOUHSIOINE JOKYMEHTHI (B 2
sK3eMIuIsApax) B TeueHue 10 paboumnx qHeH co AHA nmosydeHus 3anpoca OenepanbHOR
AHTHMOHOMOJIBHOM ¢y )0bl. MUHHMCTEPCTBO 3/1paBooxpaHeHus Poccuiickuit dexepannn
B T€UYeHHE 5 pabouux AHEH CO JTHS MOJyUYEHHUsI COOTBETCTBYIOIIUX YTOUHSIOUINX
JOKYMEHTOB OT Jep KaTelsl WIN BIaJeblia pEruCTPallMOHHOTO YA0CTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernaparta (yInoJIHOMOUYEHHOTO UM JIMIA) HAMIPaBJIsIeT OJIUH AK3EMILISP
TaKuX JOKYMEHTOB B DeiepalibHYI0 aHTUMOHOIOIBHYIO CITYKOY.



15. MunucrepcTBo 3apaBooxpaneHus: Poccuiickoit deaepannn B TeUeHUE 5 pabodnx
THEW co AHA moiyyeHus peuieHus denepanbHOi aHTUMOHOIIOIBHON CITY>KOBI O
COrJIaCOBAHUU IPEAEIbHOM OTILYCKHOM LIEHbI IPOU3BOAUTENIS HA JIEKAPCTBEHHbBIN
npernapar uin 00 0TKa3e B €e COrJIaCOBaHUM MPHUHUMAET PEIICHHE O TOCYJapCTBEHHOM
peructpanuu (epeperucTpanun) IpeaeabHON OTIYCKHOM [IEHbI TPOU3BOIUTENIS Ha
JIEKapCTBEHHBIN Mpernapar uik 00 0TKa3e B roCyAapCTBEHHONW PErUCTpaLuu
(mepeperucTpalumn) ykasaHHON OTITYCKHOM LIEHBI B 3aBUCIMOCTH OT PEILLEHUS,
npunsaToro deneparbHON aHTUMOHOIIOJILHON CITY>KOOH.

16. B ciiydae npuHSTHS pELIEHUs O TOCYAapCTBEHHOM perucrpauuy (IepeperucTpainn)
MpEeAEIIbHON OTIYCKHOM LIEHbI TPOU3BOAUTEISI HA JIEKAPCTBEHHBIN ITpenapaT
MunucrepcTBo 3apaBooxpaneHus Pocculickon @enepanny BHOCUT COOTBETCTBYIOIINE
JTAaHHBIE B TOCYIApPCTBEHHBIN PEECTP B CPOK, IPELYCMOTPEHHBbIN TyHKTOM 6 [IpaBui
BEJICHUS TOCYJapCTBEHHOT'O PEECTPa 3apEruCTPUPOBAHHBIX MPEEIIbHBIX OTITYCKHBIX LIEH
MIPOU3BOJUTENECH HA JIEKAPCTBEHHbIE ITPENApAThl, BKIIFOUEHHBIE B IEPEUYCHb )KU3HEHHO
HEOOXOIMMBIX M BKHEHUIINX JIEKAPCTBEHHBIX MPEMIApaTOB, YTBEPKICHHBIX
nocranoBienueM [IpaButensctBa Poccuiickoii @enepanuu ot 29 oktsaops 2010 r. Ne 865
"O rocyapCTBEHHOM PETYJIMPOBAHUHU 1IEH Ha JIEKAPCTBEHHBIE MPEMapaThl, BKIIOUECHHbBIS
B [IEpEeUYEHb )KMU3HEHHO HEOOXOAUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX IpenaparoB”,
BBIJIACT JIEPKATEII0 WIH BIIAJIEIbIy PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapata (yrnoJIHOMOYEHHOMY KM JIMILY) BBIIIMCKY U3 IIPHUKa3a O roCy1apCTBEHHON
peructpanuu (epeperucTpamnum) npeaeabHON OTITyCKHOM 1eHbI IPOU3BOAUTEINS Ha
JIEKapCTBEHHBIH Mperapar ¥ pa3MeIaeT COOTBETCTBYIONIYIO HH(POPMAITUIO Ha CBOEM
ouIHaTBEHOM caiiTe B MHPOPMAIIMOHHO-TENIEKOMMYHHKAIIMOHHOM ceTu "UHTepHer".

17. ®enepanbHasi aHTUMOHOIIOJIbHAS CTyk0a MpHU MPOBEPKE TOKYMEHTOB UCIIOIb3YyET
WCTOYHUKHU MH(OpMaLnK, coAepKalllie [IEHbl Ha JIEKApCTBEHHbIE IIPETapaThl B
MHOCTPaHHBIX TOCYIapCTBaX, YKa3aHHbBIX B MPUIIOKEHUHN Ne 2 K METO/IUKe, U
COOTBETCTBYIOIIME CJIETYIOIIUM TPEOOBaHUSIM:

a) pa3meniaemasi HHGOpMAIUs JOJKHA OBITH 0OIIEIOCTYITHOM;

0) UCTOUHUK MHPOpPMALIUH (CaliT B MHPOPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHON CeTH
"NnTepHer") nomxkeH coaepxkarh HHPOpMalio 00 opraHu3aluy, OTBETCTBEHHOU 3a
pa3MellleHre CBEICHUH O IIeHaxX Ha JIEKapCTBEHHbBIE MpenapaThl;

B) pa3Melniaemasi UH(GopMalus JOHKHA MO3BONIATh HIEHTU(DULIPOBATh HEOOXOAUMBIE
XapaKTEPUCTUKH JIEKAPCTBEHHBIX MPENAPATOB B LEIAX COITOCTABICHUS JAaHHBIX O
3asBJIIEMOM JIEKaPCTBEHHOM IIpeIapare U JICKapCTBEHHOM IIpenapare, 1ieHa Ha KOTOPBII
COJIEP’KUTCS B HallIGHHOM MCTOYHUKE MH(OpMaILINH;

T) pa3Meraemasi HHGOpMaIs J0KHA COIePKaTh CBEACHUS O IIEHE Ha JIEKapCTBEHHBIN
npenapar U BaJlloTe, B KOTOPOIl OHA MpeACTaBIeHa;

)I) HCTOYHUKOM HE MOXECT ABJIATHCA I/IH(l)OpMaHI/ISI, coJcprKaiasd ICHbI Ha JICKAPCTBCHHEBIC
npenaparsl, MOCTABIACMBIC 3a CUCT MCKAYHAPOIHBIX (I)I/IHaHCOBLIX OpFaHI/I3aLII/II>'I



(ponmoB) o penrennro BecemupHoil opranuzanuu 34paBoOXpaHeHHs B paMKax
TYMaHHUTapHOH MOMOIIX WK OJIarOTBOPUTEIBHOCTH.

18. B ciay4ae npuHATHS pemieHust 00 0TKa3e B rOCYJapCTBEHHON PErUCTpaliiy WK
IIepEepEruCTpaLy NPEAEIbHON OTIIYCKHOM LIEHBI IPOM3BOANUTENS HA JICKAPCTBEHHBIN
npenapar MunucTepeTBO 31paBooxpanenus Poccuiickoit denepanuu B Cpok, HE
IIPEBBILIAOIINN 5 pabounXx AHEH, yBeAOMIIET JIeprKaTess Ui BlIaesblia
PErUCTPALIMOHHOIO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpenapara (yInoJIHOMOYEHHOE UM
JIMII0) B TUCBMEHHOU (hOpME O MPUHATOM peIIeHUH (C U3JI0KEHUEM IIPUYMH OTKAa3a).

19. OcHoBaHusAMH U1 OTKa3a B coriacoBaHuu denepanbHON aHTUMOHOIIOJIBHON
CIIy>K00l TOCYAapCTBEHHOM perucTpanui (nepeperucTpanim) NpeaeabHoN OTIyCKHOM
LIEHBI IIPOMU3BOMTEIIS Ha JICKAPCTBEHHBIN IIpenapar, 0TKas3a B FOCY1apCTBEHHON
peructpanu (nepeperucrpanun) MUHUCTEPCTBOM 3/paBooxpaHeHus Poccuiickoii
denepanny NpeaenbHOW OTIYCKHOM 1LIEHBI TPOU3BOAUTEINS Ha JICKAPCTBEHHBIN IIpenapar
C ydeToM peuleHus, npuHsaToro deaepaibHOM aHTUMOHONOIBHOM CITy KO0, SBISIOTCA:

a) IpeaAcTaBJICHUC HCAOCTOBCPHBIX CBG,Z[CHI/II‘/'I;

0) mpecTaBiIeHUE JOKYMEHTOB HE B IIOJIHOM 00beMe U (M) HETOTHOTa COAEPKAIIMXCS
B HUX CBEJICHHM;

B) HEMpEJCTaBICHUE CBEACHUI, TPEyCMOTPEHHBIX MyHKTOM 14 HacTosamux [IpaBu;

T') IPEBBILICHHUE MIPEACTABIECHHON I TOCYAapCTBEHHON PETUCTPALIUU WIIH
MepeperucTpaluy NpeaesibHON OTIYCKHOW LIEHBI TPOU3BOAUTENS HA JIEKAPCTBEHHbBIN
Ipernapar HaJi LIEHOM, paCCUUTAaHHOM B COOTBETCTBUHU C HacTosuMH [IpaBunamu u
METOINKOM.

20. Pemenne 00 0TKa3e B TOCyIapCTBEHHON PETMCTPALIMU WIIH TIEPEPETHUCTPALIUH
MIpe/ieIbHON OTIYCKHOM 1I€HbI IPOU3BOANUTENS HA JIEKAPCTBEHHBIN Mpenapar MOKeET ObITh
00>kaJI0BaHO B CyJJIeOHOM MOpSKE.

21. JIns rocyJapCTBEHHOM perucTpaiiy npeaeabHON OTIMYCKHOMN IIeHbl TPONU3BOAUTENS
Ha JICKapCTBEHHBIN Mpenapar, KpoMe JOKYMEHTOB, YKa3aHHbBIX B IIYHKTE 5 HACTOSIIIUX
[TpaBui, mpeacTaBisIFOTCS 71 MPOBEACHUS SKOHOMUYECKOTO aHanu3a (1o BEIOOpY

JIep KaTeNs WM BIIAJIeNblla PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpermapara, yIoOJTHOMOYEHHOTO UM JIUI[a) CBEJICHUSI Ha OyMakKHOM HOCHUTEIE C
MEePEBOJOM Ha PYCCKHUH SI3BIK (B 2 AK3EMILISIpax ), MOATBEPKIAIONINE OTIYCKHBIC IICHBI
MPOU3BOAUTENS HA JIEKAPCTBEHHBIN IPEnapaT B UHOCTPAHHBIX TOCYAAPCTBAX, YKA3aHHBIX
B MPHJIOKEHUHU Ne 2 K METOJUKE.

22. J1ns1 roCyTapCTBEHHON PETUCTPALIUN MIPEAEITBHON OTITYCKHOW LIE€HBI TPOU3BOAUTEIS
Ha JIEKapCTBEHHBIHN Mpenapar, HaXoAIMIUKCs B 0OpallieHu Ha Tepputopun Poccuiickoit
®denepanyn, KpoMe JOKYMEHTOB, YKa3aHHBIX B MyHKTaxX S5 u 21 Hactosimux [Ipasun, mis



IIPOBCACHUA SKOHOMHNYCCKOI'0 aHajlnu3a IMPEACTABIAOTCA CICAYIOINUE JOKYMCHTEI HA
GYMa)KHOM HOCHUTCJIC B OTHOM 3K3CMILIAPC:

a) JUIsl IEKapCTBEHHOI'O IIperapaTa pou3BOANUTENSI TOCyAapcTBa - wieHa EBpa3uiickoro
HKOHOMMYECKOTO COI03a, a TAaKXKe JIEKApCTBEHHOIO MpernapaTa MHOCTPAHHOTO
IIPOM3BOJICTBA, IEPBUYHAS U (W) BTOPUYHAS YIIAKOBKA KOTOPOT'O OCYILIECTBIISIETCS WIH
IJTAaHUPYETCS OCyIEeCTBIAThCS B Poccuiickoit denepannu:

(AG3ar B penakuuu, BBeieHHOH B neiictBue ¢ 17 gexabpst 2019 roxa noctaHoBiIeHnEM
[IpaButenscTBa Poccuiickoit deneparuu ot 16 nexadbps 2019 roga Ne 1683. - Cwm.
npeasaynyto peaaxipio)konus gopmsl Ne 2-JIEK (mpom) "CBenenus o mpou3BOCTBE,
OTrpy3Ke U LIeHaX Ha JIEKapCTBEHHBIE Cpe/icTBA" 3a OTYETHBIN Mepuo/l, ONpeIeTICHHBIN B
COOTBETCTBHUHM C IMyHKTOM 23 HacTosmux [IpaBui;konuu ToBapHbIX HAKJIAAHbIX Ha
KOHKPETHBIN JIEKapCTBEHHBIN Mpenapar, OTIPy>KEHHBIH 32 OTUETHBIN MEePHO,
OIpe/ieJIEHHBIN B COOTBETCTBUU C MMyHKTOM 23 HacTosmux [IpaBui (mpencraBieHue Bcex
TOBApHBIX HAKIAIHBIX HEOOXOIMMO, €CITH KOJTUYECTBO OTIPY30K IO JIEKAPCTBEHHOMY
IpenapaTy He IpeBbIIAeT 25 MITYK, a 110 JIEKapCTBEHHBIM IIpernapaTam, 1o KOTOPbIM
KOJMYECTBO OTIPY30K MPEBBIMIALT 25 MITYK, MPEACTaBISIOTCS KOIUU TOBAPHBIX
HaKJIQJHbIX C HAUOOJBIINUM YyJIETbHOM BECOM B 00bEME peain3alii KOHKPETHOTO
JIEKapCTBEHHOT'O Ipernapara, Ho He MeHee 25 MITYK);

0) /I JICKapCTBEHHOTO TperiapaTa MHOCTPAHHOTO IMPOU3BOJICTBA - KOIIMHA TaMOYKEHHBIX
JeKIapanuil Ha MOCTaBKY KOHKPETHOTO JIEKAPCTBEHHOIO MIperapaTa 3a OTYETHBIH
MEePUO/I, ONIPEICTICHHBII B COOTBETCTBHUH C IMMyHKTOM 23 Hactosiuux [IpaBuin
(mpeacraBieHue BCEX TAMOKEHHBIX JEKIapaliii HE0OX0AUMO, €CIIH KOJIMYECTBO
TaMOXXEHHBIX JIeKJIapaluil 1o JIEKapCTBEHHOMY Ipernapary He MpeBhIlaeT 25 MTYK, a Mo
JIEKapCTBEHHBIM Tperaparam, o KOTOPhIM KOJTMYECTBO TAMOKEHHBIX JIeKIIapaini
MPEBBINIACT 25 MITYK, TPEACTABISIIOTCS KOIMMH TAMOXXEHHBIX JIeKJIapaluii ¢ HAHOOJIbIITUM
yIEeTbHOM BECOM B 00bEME pealin3alii KOHKPETHOTO JIEKapCTBEHHOT'O IIperapara, Ho He
MeHee 25 MITYK).

(ITonmyHKT B pefakiuu, BBeleHHOM B feiicTBue ¢ 17 gexadbps 2019 roga
nocranoBieHueM [IpasutenbctBa Poccuiickoit @enepanuu ot 16 nekadps 2019 rona Ne
1683. - CM. mpeapIIyyIo peIaKiuo)

23. Ilpu rocy1apCTBEHHON PETUCTPaLUU IPEAEIBHON OTITYCKHOW LIEHBI TPOU3BOUTENS
Ha JIEKapCTBEHHBIN IIpenapar 3a OTYETHBIA [IEPUOJT IPUHUMAETCS KaJICHIApHBIN IO,
MPEALIECTBYIOIINM THIO M0Ja4u B MUHUCTEPCTBO 3ApaBooXpaHeHus Poccuiickoin
Denepany 3asBICHAA O TOCYAAPCTBEHHOM PETUCTPALIMH, a B CIIydae IPEICTaBICHHS Ha
rOCyJapCTBEHHYIO PETUCTPALUIO NIPEAEIBHON OTIIYCKHOM LI€HBI HA JIEKAPCTBEHHBIN
npemnapat B roa uznanus akrta [IpasurenscrBa Poccuiickoit denepannu o0 yTBepKIeHUN
NepevHs KU3HEHHO HeOOXOAMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB Ha
CIIEIYIOIINN KAJICHIapHBIN roJ - 32 TEKYIINNA KaJICHIapHBIA 0.

24. Tlpu rocynapcTBEHHOM perucTpanuu (mepeperucTpamnnn) npeieiabHON OTIyCKHON
LIeHbI Ha pepepeHTHBIN JIeKapCTBEHHBIN MpenapaT JJIs BCeX yKa3aHHBIX B
PETUCTPALIMOHHOM YAO0CTOBEPEHUH JIEKAPCTBEHHOTO NIpenapaTa NpoOU3BOAUTEIEH
(MpOoN3BOACTBEHHBIX IIJIOIIAI0K TPOU3BOJUTENS, YUACTBYIOIIUX B MpoOIIEcce



MIPOM3BOJICTBA) YCTAHABIMBACTCS €AMHAS MIpe/iebHas OTIYCKHAs IIeHa Ha
JIeKapCTBEHHBIH Mpernapar st KaK101 JIeKapCTBEHHOU (DOPMBI, T03UPOBKU
(KOHIIEHTpaIlK, aKTUBHOCTH B €IUHUIAX JCHCTBU) U OOIIET0 KOJINYECTBA BO
BTOPUYHOM (IOTPEOUTEIHCKOI) yITakoBKe 0e3 ydera (hOpMBI BBITYCKA, 32 HCKIFOUCHUEM
CIIy4aeB, IPeAyCMOTPEHHBIX MyHKTOM 25 HacTosuux [IpaBui.llpu rocygapcTBeHHOM
perucTpanuu (nepeperucTpanuun) npeaeabHol OTIYCKHON 1IEHbI Ha BOCTIPOM3BEICHHBIN,
OroaHaIOTOBBIN (OMOITO00HBIN) JIEKAPCTBEHHBIN MpernapaT MpOrU3BOIUTEIS
rocy/apcTBa - wieHa EBpa3suilckoro 3KOHOMHUECKOIO COI03a /ISl BCEX YKA3aHHBIX B
PETUCTPALIMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOTO MpernapaTa Mpou3BOAUTENCH
(MIpOoU3BOACTBEHHBIX IUIOIAI0K IPOU3BOAUTENS, YUAaCTBYIOLIUX B IIPOLIECCE
MIPOM3BOJICTBA HA TEPPUTOPUHU TOCYIapPCTBa - WieHa EBpa3uiickoro 5KOHOMUYECKOTO
CO03a) YCTaHABJIMBAETCS €AMHAsI IPEAEIbHAs OTIIYCKHAs 1I€Ha Ha JIEKapCTBEHHBIM
npemnapart sl Kaxk/10# JIeKapCTBEHHOU (OpMBI, T03UPOBKH (00BEMa, MacChl, KOJTUYECTBA
7103 B IICPBUYHOMN yITAKOBKE) U OOIIETO KOJNYESCTBA BO BTOPUIHOMN (TIOTPEOUTEIIBCKOM)
ynakoBKe 0e3 ydeTa (hopMbl BIITYCKa, 32 UCKIIOYEHHUEM CIIy4aeB, IPEIyCMOTPEHHBIX
yHKTOM 25 HacTtosauwux [Ipasui.

(AG3ar B penakiuu, BBeJICHHOU B nielicTBre ¢ 17 nekadps 2019 roma nmocraHoBIeHUEM
[IpaBurensctBa Poccuiickoit deneparuum ot 16 nexabps 2019 roga Ne 1683. - Cwm.
npenpiayiyio penakuuio)lIpu rocyjapcTBeHHOi peructpaiuu (epeperucTparim)
MpeIeIbHON OTITYCKHOM IIEHBI Ha BOCIIPOU3BEICHHBIN, OMOAaHAIOTOBEIN (OMOITO0100HbIN)
JIEKapCTBEHHBIN MpernapaTr MHOCTPAHHOTO MTPOU3BOJICTBA JIJIsl BCEX YKA3aHHBIX B
PErUCTPallMOHHOM YAOCTOBEPEHUU JIEKAPCTBEHHOTO NpenapaTta Iporu3BOAUTENEH
(IpON3BOACTBEHHBIX TUIOIIAIOK TPOU3BOIUTENS, YHACTBYIOIIUX B Mpoliecce
IIPOM3BOJICTBA 32 IIPEJEIaMU TOCYIapCTB - WIeHOB EBpa3uiickoro 3KOHOMHYECKOTO
CO03a M OCYIIECTBIISIFOIIMX WM TUTAHUPYIOIIUX OCYIIECTBISITh MEPBUYHYIO U (WIIN)
BTOPUYHYIO YIIAaKOBKY JIEKaPCTBEHHOTO Tipenapara B Poccuiickoit deneparun)
yCTaHaBJIMBAETCA €IMHas MpeesibHas OTIIYCKHas [IeHa Ha JIEKapCTBEHHBIN Mpenapar s
Ka)KJI01 JIeKapCTBEHHOH (OpMBI, 103UPOBKHU (00bEeMa, Macchl, KOJIMYECTBA 103 B
MIEPBUYHON YIIaKOBKE) U OOIIET0 KOJTUYECTBA BO BTOPHYHOH (MTOTPEOUTENHCKO)
yIakoBKe 0e3 yueTa popMbl BBIITYCKa, 32 UCKIIOYEHHEM CIy4yaeB, IPEayCMOTPEHHBIX
IIyHKTOM 25 HacTtosamux [Ipasuir.

(A63ar B penakiuu, BBeIeHHOMU B fiericTBre ¢ 17 nexkadps 2019 roga nmocranoBieHUEM
ITpaButenscTBa Poccuiickoit deneparuu ot 16 nexadps 2019 roma Ne 1683. - Cwm.
MPEABITYIIYIO PEIAKIIHIO)

25. B cinyyae eciin MUHUMAJIbHBIM yPOBEHb LIEH pe(EepeHTHOr0 JeKapCTBEHHOTO
IpernapaTa Ha pa3inuHble GOpMBI BIITyCKa (IIMTPUI-PYUKH, KAPTPUIKH TUOO UHBIE
(G opMBI BBIITyCKa, COBMECTHUMBIE C YCTPOHCTBAMU BBEACHUS (IPUMEHEHUS) WIH
SIBJIAIOIINECS YCTPOWCTBaMHU BBEJICHUS (IIPUMEHEHMS) B OJHOM M3 UHOCTPAHHBIX
rocyJapcTB, yKazaHHOM B Tabnuue 1 paznena Il npunoxenus Ne 3 k metoauke,
paznuyaercs 6osee yem Ha 10 mMpOLEHTOB, JOMYCKAaETCsl yCTaHABIMBATh NPEACIbHbIE
OTITYCKHBIE LIEHbI Ha KAXKAYIO U3 TaKUX (POPM BBIIYyCKa JIEKAPCTBEHHOI'O IpenapaTa.
[IpenenpHas oTyckHas 1ieHa Ha pedepeHTHBIN JIeKapCTBEHHBIN MpernapaT B TAKUX
(dopmax BbIITyCcKa yCTaHABIMBAETCSI HA OCHOBAHUM MHUHHUMAJIbHBIX OTIYCKHBIX II€H
npousBouTeNd (6€3 ydeTa Mpor3BOICTBEHHBIX IUIOMIA0K, YYaCTBYIOUIMX B IIPOLiecce
MIPOU3BO/ICTBA) HA COOTBETCTBYIONINE (POPMBI BBIITyCKa TAKOTO JICKAPCTBEHHOTO



rpenapara B OJJHOM M3 HHOCTPAHHBIX TOCYIapCTB, yKa3aHHOM B Tabmuie 1 paznmena I
npriokeHus Ne 3 Kk MeTouke (C y4eTOM pacXo/10B, CBSI3aHHBIX C TAMOKEHHBIM
odopMIICHHUEM).

(AG3ar B penakuuu, BBeieHHOH B eiicTBue ¢ 17 gexabpst 2019 roxa noctaHoBieHnEM
[IpaBurenscTBa Poccuiickoit deneparuu ot 16 nekadbps 2019 roga Ne 1683. - Cwm.
mpeabayIyio penakmuio) Ipu 3ToM MakcuMalibHas pa3HUIla MEKIY MpeIeIbHbIMU
OTITYCKHBIMH IICHAMH Ha TaKOH peepeHTHBIN JIeKapCTBEHHBIN ITpenapar B pa3InyHbIX
(hopMax BBITYCKa, COMOCTABUMBIX I10 JIEKAPCTBEHHOU (hopMe, TO3UPOBKE
(KOHIIEHTpAIMH, AKTUBHOCTHU B €MHUIIAX JICUCTBHS) M O0IIEMY KOJUYECTBY BO
BTOPUYHOMU (TOTPEOUTEITHCKOI) YITAKOBKE, HE MOKET IpeBbIath 90 mporeHToB. B
ClTy4ae €CJIM MpeJieNibHas OTITyCKHAas IieHa Ha peepeHTHBIN JIEKapCTBEHHBIN IIpernapar
3apEruCTPUPOBAHA B COOTBETCTBHH C HACTOSIIUM ITYHKTOM, pacdeT MPeIeTbHBIX
OTITYCKHBIX II€H Ha BOCIIPOU3BEICHHBIN, OM0aHAIOTOBBIH (OHOIOT00HbII)
JICKapCTBCHHBIN Tperapar OCYIIECTBIIICTCS Ha KaXIy0 (hOpMY BBIITYCKa C YIETOM
MpeiebHBIX OTIYCKHBIX 1IEH MPOM3BOIUTENCH Ha COOTBETCTBYIOIIHNE (POPMBI BHIITYCKa
pedepeHTHOTO JIGKApCTBEHHOTO Mpernapara.

26. [lepxarenb WM BIajeNlel peruCTPallMOHHOIO y10CTOBEPEHHS JIEKapCTBEHHOTO
npenapara (yrnoJIHOMOYEHHOE MM JIUI0) BOCTIPOM3BEIEHHOT0, OM0aHAIOTOBOTO
(Omorom00HOro) IeKapCTBEHHOTO Ipernapara MpeiCTaBIIsAoT AJs OCy1apCTBEHHON
perucTpanmy npeieabHyo OTIYCKHYIO LIEHY Ha JIEKapCTBEHHBIN ITpenapar,
pacCYMTaHHYIO [0 MEXyHapOJHOMY HEMaTeHTOBAHHOMY HAaUMEHOBaHMIO (IIpU €ro
OTCYTCTBHMH 110 XUMUYECKOMY WJIM FPYIIHUPOBOYHOMY HAUMEHOBAHMIO), JIEKAPCTBEHHOMN
¢dopme, 103UpOBKE (KOHLIEHTPALIMH, aKTUBHOCTH B €IMHUIAX JACUCTBH) U 00LIEMY
KOJIMYECTBY BO BTOPUYHOMU (IIOTPEOUTENBCKO) YIIaKOBKE C IPUMEHEHUEM
COOTBETCTBYIOLIETO KO3 (UIMEHTA 110 OTHOLIEHHUIO K 3apEerUCTPUPOBAHHON MpeaesIbHON
OTITyCKHOM 11€He TPOU3BOAUTENS HA peepeHTHBIN JIEKapCTBEHHBIN MTpenapar B
COOTBETCTBUH C METOJIUKOM.

27. B ciy4ae ecny B paMKax OJHOTO PETUCTPALIMOHHOTO yI0CTOBEPEHUS
JIEKapCTBEHHOI'O IIperapaTa 3aperucTpupOBaH BOCIPOU3BEIEHHBIN, OM0aHAIOTOBBIH
(Omoromo0OHBI) IeKapCcTBEHHBIN MpenapaT MpOU3BOAUTEINS TOCYJapCTBa - YJeHa
EBpa3uiickoro 3k0OHOMH4ECKOI0 COH03a U THOCTPAHHOT'O IIPOM3BOCTBA, LI€HA JIJISl TAKOTO
JIEKapCTBEHHOI'O IIpeTapaTa pacCUNThIBACTCS KaK AJIs JIEKapCTBEHHOTO Mpernapara
MIPOM3BOJICTBA TOCYIapCTBa - uieHa EBpazniickoro sKOHOMUYECKOTO COK03a WU
JIEKapCTBEHHOI'O IIperapaTa NHOCTPAHHOTO MPOU3BOJICTBA C YYETOM COOTBETCTBYIOIIETO
MOHMKAOIIEro KO3 PUIIMEHTa B COOTBETCTBUU C METOIUKOM.

(ITynkT B penakuuu, BBeIeHHOH B JieiicTBue ¢ 17 nekadps 2019 rona moctraHoBiIeHUEM
[TpaBurenscTBa Poccuiickoit deneparuum ot 16 nexadbps 2019 roga Ne 1683. - Cwm.
IPEIBIIYIIYIO PEJAKIHIIO)

28. B ciy4ae OTCyTCTBHS B paMKaX MEXIyHapOJAHOIO HEMAaTEHTOBAHHOIO HAUMEHOBAaHMS
U JIEKapCTBEHHOU (popMbI pehepeHTHOrOo JeKapCTBEHHOI'O Ipernapara Wil B ciayyae, eciu
npeenbHas OTIYCKHAs 11eHa Ha pe)epeHTHBIN JIeKapCTBEHHBIN Ipenapar He
3aperucTpUpoOBaHa, JIepKaTelb WU BIIaJIeNel] PETUCTPAlMOHHOTO YA0CTOBEPEHUS
JIEKapCTBEHHOTO Mpenaparta (YIoJIHOMOYEHHOE UM JIMLIO) BOCTIPOU3BEICHHOTO UITH



OroaHaIOroBOro (OMOMOIOOHOT0) JIEKAPCTBEHHOIO MIpenapara npeCTaBIsSIOT s
rOCyIapCTBEHHON perucTpanuu (epeperucTpanui) npeaelibHyI0 OTITYCKHYIO IICHY
MIPOU3BOIUTEIIS Ha JICKAPCTBEHHBIH MpernapaT, paCCUUTaHHYIO 10 MEX/yHAPOIHOMY
HENMaTEeHTOBAHHOMY HAaUMEHOBAHHUIO (IIPH €T0 OTCYTCTBUU 10 XUMHUYECKOMY WITH
rpyNIUPOBOYHOMY HAUMEHOBAHHUIO), JIEKAPCTBEHHOM opme, T03UPOBKE
(KOHIICHTpAaINH, aKTUBHOCTH B €UHUIIAX JCHCTBHS) U O0IIEMY KOJIMYECTBY BO
BTOPUYHOM (OTPEOUTEIHCKOI) YITAKOBKE C IPUMEHEHHEM COOTBETCTBYIOIIETO

K03 (UIIMEHTA 110 OTHOMICHUIO K MAKCHMAIILHOU 3apEruCTPUPOBAHHON MTPEIeTbHON
OTITyCKHOM 1I€HE JIEKapCTBEHHOT0 Mpenapara, COBIAJAIONIEro M0 MEXIyHApOAHOMY
HENMaTeHTOBAHHOMY HAaUMEHOBAHHUIO (IIPH €T0 OTCYTCTBUU IO XUMHUYECKOMY HITH
rpyNIUPOBOYHOMY HAUMEHOBAHHUIO), JIEKAPCTBEHHOM (JOPME B COOTBETCTBUHU C Pa3/IeIOM
VI meroaukmu.

29. 'ocynapcTBeHHasi perucTpanys npeieabHoNl OTIYCKHOM LIEHbI Ha
MMMYHOOHMOJIOTHUECKUH JIEeKapCTBEHHBIH Npenapar (BakI1HY ), BKJIIOYEHHBIH B IIepeueHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX JIEKaPCTBEHHBIX MIPENApaTOB, OCYIIECTBISAETCS B
COOTBETCTBHUH C TPEOOBAHUSAMM, YCTAHOBICHHBIMU AJIs1 pe(hepEHTHBIX JIEKapCTBEHHBIX
npenapaTos. [Ipu a3ToM nepkaTenb UiIu Biajenel] perucTpaloOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernapata (yIoJIHOMOUYEHHOE UM JIUII0) IPECTABIIAIOT IS
roCyapCTBEHHON PETUCTPaLlUU IPEENIBbHYIO OTIIYCKHYIO LIEHY Ha JIEKAPCTBEHHBIN
Ipenapar, He IPEBBIIAIOIIYI0 MAaKCUMaIbHYIO 3apErUCTPUPOBAHHYIO IPECIIbHYIO
OTIIYCKHYIO LICHY IIPOM3BOAMTEIIS Ha JIEKAPCTBEHHBIN IIpenapar, COBIAaJatoui 110
MEX/1yHapOAHOMY HENaTeHTOBAaHHOMY HaUMEHOBAHUIO (TIpU €ro OTCYTCTBUU IO
XMMHUYECKOMY WJIM IPYNIIUPOBOYHOMY HAUMEHOBAHMIO) U JIEKAPCTBEHHOH opme,
OIpE/ICNIEHHYIO B COOTBETCTBUU C METOIUKOM.

(AG3ar B peakuuu, BBeileHHOH B ieficTBre ¢ 17 nexadbps 2019 roga nocrtaHoBiIeHHEM
[IpaButenscTBa Poccuiickoii @enepanuu ot 16 nexadpst 2019 rona Ne 1683. - Cwm.
NpebIIYIIYIo pefakiio)B ciydae ecnu Ha AaTy nmojayu B MUHHUCTEPCTBO
3npaBooxpaHeHus Poccniickoit denepanuu 3asBIeHNS O TOCYJapCTBEHHOM PEruCTpaliuy
Ha JIEKapCTBEHHBIH Mpenapar, IpUMEHSIEMbIi B IeIMaTpUUeCKOil MpakTHke (Ha
OCHOBaHUU CBEJICHUN MHCTPYKLUHU IO MEAUIIMHCKOMY PUMEHEHUIO JIEKapCTBEHHOTO
npernapara), He 3aperucTpupoBaHa Mpe/esibHas OTIYCKHas IIeHa Ha JIeKapCTBEHHBIH
mpernapaT B 103UPOBKaX, IPUMEHSEMbIX B IEANATPUUECKON MTPAKTHKE, B paMKaX OJJHOTO
MEXyHapOAHOTO HEMATeHTOBAHHOTO HAaUMEHOBAHUs (IIPU €ro OTCYTCTBUU XUMHUYECKOTO
WM TPYNIIUPOBOYHOTO HAMMEHOBAHUS) U JIEKAPCTBEHHOM (POPMBI, pacueT
OCYILECTBIISIETCS B COOTBETCTBUU C TPEOOBAHUSIMH, YCTAaHOBICHHBIMHU 11 pe(hepEeHTHBIX
JIEKapCTBEHHBIX NpenapaTtoB. [Ipu 3ToM MakcuMalibHas pa3HULA MEKYy MUHUMaIbHON
3apEruCTPUPOBAHHON IIPENEIBHON OTIIYCKHOM LIEHOM Ha JIEKapCTBEHHBIN Mpenapar u
MPEICTaBICHHOM ISl TOCYJaPCTBEHHOM PErUCTpAIlUU MPEAEITbHON OTITYCKHOM IIEHOM Ha
JIEKapCTBEHHBIN Ipernapar, pacCUuTaHHasi UCXOJIs U3 CTOMMOCTH €IMHUIIBI
JIEWCTBYIOIETO BEIIECTBA, HE MOXKET MPEBBIIATH 90 MPOIEHTOB.

(AG3ar 1onoHUTENBHO BKIIOYEH ¢ 17 nexabps 2019 roxa noctaHoBiIeHHEM
[IpaButensctBa Poccuiickoit @eneparuu ot 16 nexadpst 2019 rona Ne 1683)

30. 3apeructpupoBaHHas IpeAebHas OTIYCKHAs [IeHa TPOU3BOIUTEIIS Ha
JIEKapCTBEHHBIN Mpernapar MOKeT ObITh IEPEePEeruCTPUPOBAHA B LIEJSIX YBEIUYCHUS B



ClIy4asiX, MpelyCMOTPEHHBIX TyHKTaMu 32 u 34 Hacrosamux [IpaBui, Ha OCHOBaHUU
3asBJICHUS O MEPEPErUCTPALUU U JOKYMEHTOB, IPEICTABIEHHBIX B MUHUCTEPCTBO
3apaBooxpanenus Poccuiickoit deneparuu 10 1 okTA0pst Kaxaoro roaa (He vame 1 pasza
B KasieH1apHOM rofy). [IpenenbHast OTIycKHasl lieHa Ha JIEKapCTBEHHBIN MTpenapar He
MOXET OBITh TIEPEPETUCTPUPOBAHA B TOM XK€ KaJCHIAPHOM TI'OJly, B KOTOPOM OHa Obliia
3aperucTpUpPOBAHA.

31. 3asBneHHas K IepeperucTpaluy npeaeinbHas OTIyCKHasl lIeHa BOCIIPOM3BEEHHOIO,
OroaHaIoroBOro (6MOMoJ00HOT0) JIEKAPCTBEHHOTO TIpenapara rnocjie nepeperucTpainm
HE MOXXET OBITh BBIIIE 3apETUCTPUPOBAHHON MPEAETHHOMN OTITYCKHON IICHBI
MIPOU3BOIUTEINS Ha pepepeHTHBIN JIeKapCTBEHHBIN MTpenapar, OnpeieJIeHHON B
COOTBETCTBUU C METOJIUKOM.

32. 3apeructpupoBaHHas MpeebHas OTIYCKHAs IIeHa Ha JICKApCTBEHHBIH MpernapaT
MIPOU3BOUTEIIS TOCYIapCTBA - uiieHa EBpazuiickoro S3KOHOMHUYECKOTO COH03a MOXKET
OBITH MEPEPETUCTPUPOBAHA B COOTBETCTBHH C METOIUKOM:

(AG3ar B peakiuu, BBeIeHHOU B neficTBue ¢ 17 nexadbps 2019 roga moctaHoBIeHUEM
[IpaButenscTBa Poccuiickoit deneparuu ot 16 nekadbps 2019 roga Ne 1683. - Cwm.
MPEABITYIIYIO0 PEIAKIIHIO)

a) JIJ1s1 JICKapCTBEHHBIX MPENapaToB HIHKHETO IIeHOBOTO cermenTa 10 100 pyouiieit
(BKJIIOUMTENBHO) - B CIIy4ae U3MEHEHU 1IEH Ha ChIpbe U MaTepHalbl, a TAKXKE B CIIydae
M3MEHEHHS HAaKJIaJHBIX PacX0J0B, HO HE BBIIIE YPOBHS (PaKTHUECKOW HHQIIALINY B
IPEIIECTBYIOLIEM KaJeHIaPHOM I'OJly C y4€TOM IPOTHO3UPYEMOT0 YPOBHS MHMIIALMH,
YCTaHOBJIEHHOT'O Ha TEKYIIUH Toj perepabHbIM 3aKOHOM O (esiepaibHOM OI0/IKETE Ha
COOTBETCTBYIOLIUI (PMHAHCOBBIN IOl ¥ TIAHOBBIN NEPHOL;

(ITonmyHKT B pepakiuu, BBeleHHOM B neiicTBue ¢ 17 nexadbps 2019 roga
nocraHoBieHueM [IpaButensctBa Poccuniickoit @eneparuu ot 16 nexadpst 2019 roma Ne
1683. - CM. IpeIpIIyIIyI0 PEIAKIIHIO)

0) 1715 IeKapCTBEHHBIX MpenaparoB 1eHoBoro cermenta ot 100 py6ieit o 500 py6meit
(BKJIIIOUMTENBHO) - B CITyyae YBEJIMUYECHHUSI LIEH Ha ChIPbE U MaTepUabl, HCIOIb3yEeMbIe
IIPY IPOU3BOJICTBE KOHKPETHOI'O JIEKAPCTBEHHOTO Npenapara, KOTopble B paBHON
CTETIEHU BIUSIOT HA YPOBEHb 3apErMCTPUPOBAHHBIX 1I€H HA BCE JIEKAPCTBEHHBIE
IIpenapaThl, OTHECEHHBIE K OTHOMY MEXAYHAapOJHOMY HETIATEHTOBAHHOMY
HaMMEHOBAHMIO U UMEIOIIUE OJJUHAKOBBIN MTyTh BBEeIeHUS (KOJIeOaH!s BAJIFOTHBIX
KypcoB, (hopc-MakOopHbIE 00CTOSITENbCTBA, BOSHUKILHUE Y TIOCTABIMKOB CHIPhS U
MaTepUasoB), HO HE BhILIE YPOBHS (aKkTUUeCKOW MHISAIUH B PEAIIECTBYIOIIEM
KaJICHJApPHOM IOy C Y4€TOM IMPOTHO3UPYEMOTO YPOBHS MH(MIIAIMH, YCTAHOBICHHOTO HA
TEeKyIuii ro11 henepaTbHbIM 3aKOHOM O (peepanbHOM OO0/ KEeTe Ha COOTBETCTBYFOIIIHI
(UHAHCOBBIN TOJ1 U MJIAHOBBINA IEPUO/T;

(ITonmyHKT B pepakiuu, BBeileHHO B nelicTBue ¢ 17 nexadps 2019 ronga
nocraHoBieHueM [IpaButensctBa Poccuiickoit @eneparuu ot 16 nexadpst 2019 roma Ne
1683. - CM. IpeIpIIyIyI0 PEeIaKIIHIO)



B) JUTs JIEKAPCTBEHHBIX IIpemnapaToB 1ieHoBoro cermenTa ot 100 py6ueit o 500 pyoseit
(BKJIFOUUTENLHO) - B CITy4ae U3MEHEHUS LIEH Ha ChIPbE U MaTepUalbl, a TAKXKE B CIy4ae
M3MEHEHHUS HAKJIAJHbIX PACX0JI0B, HO HE BBIIIE MPOTHO3UPYEMOT0 YPOBHSI HHDISAIUY,
YCTaHOBJICHHOTO Ha TEKYIIUi roj (heaepaabHbIM 3aKOHOM O (efiepaTbHOM OrOKeTe Ha
COOTBETCTBYIOIIUN ()MHAHCOBBIN TOJ U MJIAHOBBII MEPUOT;

(ITopmyHKT B peakuuy, BBEJCHHOM B feiictBue ¢ 17 nexkadbps 2019 rona
noctaHoBieHueM [IpaButennscTBa Poccutickoit @enepanun ot 16 nexadps 2019 roma Ne
1683. - CM. IpeapIIyIyIo PeIaKIIno)

T') JUIS JICKaPCTBEHHBIX MIPEMapaToB 0€3 OrpaHUYCHUS IO [IEHE - B CIIydae eclid
cpenHeB3BelleHHas (akTUYecKasi OTITyCKHAs IIeHa Ha JIeKapCTBEHHBIH mpenapar 3a
MEPUOJI, UCTEKIIUN CO JHS MPUHSITHUS PEIICHUS O TOCYAAPCTBEHHOU PEruCTpalluu
(mocneaHel nepeperucTpaiu, oos3arenbHol nepeperucrpanuu B 2019-2020 rogax)
MpeACIbHON OTIYCKHOM IIEHBI JI0 JTHA MOAAa4u 3asBJICHUS O TIEPEPErucTpaliu, Obuia
HUKE 3apEeTUCTPUPOBAHHON HA ATOT NEPUOJ LIEHBI He O0JIee YeM Ha MIPOTHO3UPYEMbIT
ypoBeHb WHQIISAINY, YCTAHOBICHHBIN Ha TEKYIIHA o] (eepaibHBIM 3aKOHOM O
benepanbHOM OrOKETE HA COOTBETCTBYIONINI (PMHAHCOBBINM I'OJT U IJIAHOBBIN MEPUOI,
HO HE BBIIIE€ BETUYNHBI, PACCYMTAHHOU B COOTBETCTBUM C METOAMKOM.

(ITopmyHKT B penakuuu, BBeJCHHOM B feiictBue ¢ 3 HosiOpst 2020 ro1a moCTaHOBICHUEM
[TpaButenscTBa Poccuiickoit deneparuu ot 31 oktsi6pst 2020 roga Ne 1771. - Cwm.
MPEABITYIIYIO0 PEIAKIIHIO)

33. Ilpu nepeperucTpanu npeieabHbIX OTIYCKHBIX 1IEH IPOU3BOIUTEINS FOCY1apCcTBa -
ysieHa EBpa3uiickoro SKOHOMHUYECKOTO COI03a JIOKyMEHThI HA HHOCTPAHHOM S3BIKE
IIPE/ICTaBIISAIOTCS HAa OyMa)kHOM HOCHUTEJIE C 3aBEPEHHBIM B YCTAHOBJIIEHHOM MOPSAKE
IIEPEBOJIOM Ha PYCCKUH S3BIK.

(A63ar B penakiuu, BBeJICHHOMU B niericTBre ¢ 17 nekadbps 2019 roga mocraHoBieHneM
ITpaButensctBa Poccuiickoit denepanyu ot 16 nexadps 2019 roga Ne 1683. - Cwm.
MpeNbIAYIIYIO pelakiivio)/aHHbIe B OTHOIIEHUH BCeX (PAKTUUECKHX 1IEH B BAJIIOTE
rocy/apcTBa - 4wieHa EBpa3uilckoro 5KOHOMHUYECKOTO COI3a MPEACTABIISAIOTCS C yUETOM
repecyera Ha pyOiu 1o Kypcy, ycraHoBlieHHOMY LleHTpansubiM 6ankom Poccuiickoi
denepanyu Ha IeHb, KOT'/1a MPOU3BOUTENIEM ObLIa OCYyIIECTBIIEHa (pakTHYecKas
peann3anus JeKapCTBEHHBIX NPENapaToB OPraHru3aluy ONTOBOM TOProBiIx
JIEKapCTBEHHBIMH CPEJICTBAMHU, U (WJIN) allTEUHOW OpraHu3aluy, U (UIIH)
UHUBUAYAIbHOMY NPEANPUHUMATEII0, UMEIOUTUM JIMIEH3UI0 Ha (apMalleBTUYECKYIO
NESATENBHOCTbD.

34. 3apeructpupoBaHHas MpeebHasi OTIYCKHAs 1IeHa JIEKapCTBEHHOTO Ipenapara
WHOCTPAHHOTO MPOU3BOJICTBA, B TOM YHCJIC TIEPBUYHAS U (MJIM) BTOPUYHAS YITaKOBKa
KOTOpOTO ocymiecTisiercs B Poccuiickoit deneparuu, MOXKeT ObITh
TepEPETuCTPUPOBAHA B COOTBETCTBUH C METOJIUKOM, €CITH POCT Kypca HallMOHATBLHOMN
BaJIIOTHI TOCYaPCTBA - IPOU3BOIUTEINS K pyOIIIO CO JHS MPUHSATHS PEIICHHS O
TrOCyJapCTBEHHOM perucTparuu (MocaeaHel nepeperucTpainm, 00s3aTeIbHON
nepepeructpanuu B 2019-2020 ronax) npeaenbHOM OTIYCKHOM IEHbI MPOU3BOIUTENS Ha
JIEKapCTBEHHBIN Mpemnapar 1o JeHb M01auu 3asiBJICHUS O MePEePETUCTPAIIUN TTPEBBIIIACT
MIPOTHO3UPYEMBIH YPOBEHDb MH(IIAIINY, YCTAHOBIEHHBIN HA TEKYIIUH To (heaepaabHbIM



3aKOHOM O (hesrepabHOM OFOJKETE Ha COOTBETCTBYIOIINI (DMHAHCOBBIN IO/ M TNIAHOBBIN
MIEPHUO/I.

(AG3ar B penakiuu, BBeIcHHOU B niericTBre ¢ 17 nekadps 2019 roma nmocraHoBiIeHUEM
[TpaButenscTBa Poccuiickoit denepanmu ot 16 nexadps 2019 roga Ne 1683; B penakium,
BBEJICHHOM B JiericTBHe ¢ 3 HOs10ps 2020 roxa nocranosienueM [IpaBurenbcTBa
Poccwuiickoit @eneparuu ot 31 oktsiopst 2020 romga Ne 1771. - CM. ipeapIayyro
penakumio)  Ilepeperucrtparus nmpeaeabHON OTITYCKHOM IIEHBI JICKAPCTBEHHOTO
npenapara UHOCTPaHHOTO IIPOU3BOCTBA, B TOM YHUCJIE MEPBUYHAS U (WJIU) BTOPUYHAS
yIIaKOBKa KOTOPOTo ocymiecTsisiercs B Poccuiickoit denepariuu, OCymecTBIsSETCS ¢
y4eTOM MPOTHO3UPYEMOTO YPOBHS HHMISAINY, YCTAHOBICHHOTO HA TEKYIIUHN TOJT
(dhenepalbHBIM 3aKOHOM O (hesrepaTbHOM OFOJPKETE Ha COOTBETCTBYIOIIMI (PMHAHCOBBII
roJl ¥ TJIAHOBBIN MEPUO/I, HO HE BBIIIC BETUYNHBI YBEITUUCHUS, PACCUMTAHHOMN B
COOTBETCTBUH C METOJIUKOMN, C Y4ETOM MUHUMAIIbHOM OTIYCKHON IIEHBI TPOU3BOIUTENS
(6€3 yuera HaMMEHOBAHUSI IPOU3BOICTBEHHBIX TUIONIA/I0K, YYACTBYIOIIUX B MPOIIECCe
MIPOM3BOJICTBA) HA TAKOH JIEKAPCTBEHHBIN MperapaT B MHOCTPAHHBIX TOCYJapCTBaX,
yKa3aHHbIX B Tabnuue 1 pa3nena Il npunosxenus Ne 3 k meToauke.

(AG3ar B penakiuu, BBeJICHHOU B nielicTBre ¢ 17 nekadps 2019 roma nmocraHoBIeHUEM
[TpaButenscTBa Poccuiickoii @eneparuu ot 16 nexadpst 2019 roma Ne 1683. - Cwm.
MPEIbIAYIIYIO PEIAKIIHIO)

35. Jlng nepepeructpaiuu npeaesibHOW OTIYCKHOM [IEHbI TPOU3BOIUTEINS HA
JICKaApCTBEHHBIH Mperapar, KpoMe TOKYMEHTOB, YKa3aHHBIX B ITYHKTE 5 HACTOSIIMX
[TpaBui1, mpeaCcTaBISIOTCS CIETYIOIUE TOKYMEHTHI ISl 9)KOHOMUYECKOTO aHaIn3a Ha
OyMaxHOM HocuTeJe (B 2 9K3eMIUIIPax):

a) JUIs1 JIEKapCTBEHHOTO Mpernapara Mpou3BOJUTENS rocy1apcTBa - wieHa EBpasuiickoro
SKOHOMMYECKOTO CO03a MPU NEPEPETUCTPALINU B CIIydasiX, IPeyCMOTPEHHBIX
noanyHkramu "a" u "B" myHnkra 32 Hacrosiuux IIpasun:

(A63ar B penakiuu, BBeIeHHOMU B fiericTBre ¢ 17 nexadpst 2019 roga mocranoBieHUEM
ITpaBurtenscTBa Poccuiickoit denepanyn ot 16 nexadps 2019 roga Ne 1683. - Cwm.
MPEIbIAYIIYIO PENAaKIIMIO0)pacueT BEIHMUNHBI YAOPOKAHUS CTOUMOCTHU CBHIPbS U
MaTEPUAJIOB B CTPYKTYPE 3aTpaT Ha MPOU3BOJACTBO U PEAIN3ALIMIO JIEKAPCTBEHHOTO
npenapaTa;KOn1ui KOHTPAKTOB, MOATBEPIKIAIONINX YBEIMUEHUE CTOUMOCTH ChIpbs U
MaTEpUAJIOB, CO CPOKaMH IEHCTBUS, 3aBEPIIAIOIIMMUCS HE paHEE YeM depe3 3 Mecdala co
JIHS TIOJJa4! 3asIBJICHUS O MIepeperucTpalim, a Takxke Konuu crnernupukanui 1 Bcex
IIPWJIOKEHNH K KOHTPAaKTaM, KOTOPBIE SABISIOTCSA UX HEOThEMIIEMON
4acTbhI0;JOKYMEHTAJIbHOE MOATBEPKACHHUE (PAKTUUECKUX 3aTpaT Ha ChIPbE U MaTepUabl
Ha JIeHb PUHATHUS PEIICHUs O TOCYAapCTBEHHOM peructpanuu (mocieaHei
nepeperucTpaiuu, ods3aTenbHoM nepepeructpaiuu B 2019-2020 ronax) npeaeabHOM
OTITYCKHOM 1I€HBI Ha JIEKapCTBEHHBIH Mpernapar;

(A63ar B penakiuu, BBeICHHOU B nielicTBHE ¢ 3 HOsIOpst 2020 roga mocTaHOBIEHUEM
IIpaButensctBa Poccuiickoit deneparyu ot 31 oktsadps 2020 roga Ne 1771. - Cwm.
MPebIIYIIYIO PeaKIIMIO0)pacueT BeIMUNHbBI U3MEHEHHSI HaKJIaJHBIX pAcXO0B B CiIydae
yBEIUYEHUS Tapr(POB Ha MEKTPHUUECKYIO SHEPTHIO, TEINIOCHAOKEHHE, BOJIOCHA0KEHUE U
1I€H Ha TOIUIMBO, a TAK)KE PacyeT yBEIMUEHUSI aMOPTU3ALMOHHBIX OTUYHUCICHHH 10
OCHOBHBIM CPEJICTBAM, UCIIOIb3YEMBIM HENIOCPEACTBEHHO /ISl IPOU3BOCTBA



JIEKapCTBEHHBIX NIPENApaTOB;J0KYMEHTAIBHOE MOATBEPKACHUE YBEINYCHHUS HAKIIAIHBIX
pPacxo10B, a TAKXKE KOIIUU JOKYMEHTOB, [IOATBEPKAAIOIIUX BBOJ COOTBETCTBYIOLIUX
OCHOBHBIX CPE/CTB B KCIUTyaTaI[MI0;pacyeT YPOBHS PEHTa0eIbHOCTH Ha KOHKPETHBIN
JIEKAPCTBEHHBIN ITpenapar B COOTBETCTBUM C METOAUKOM;

0) /I JIeKapCTBEHHOTO Tperapara Mporu3BOIUTEINS TOCYIapCcTBa - wieHa EBpa3uiickoro
HSKOHOMMYECKOTO CO03a MPU NEPEPErUCTPALUU B CIIydasiX, IPeyCMOTPEHHBIX
noanyHkToM "6" myHkTa 32 Hacrosuux [lpaBu:

(AG3ar B penakiuu, BBeIeHHOU B niericTBre ¢ 17 nexadps 2019 roma nmocraHoBiIeHUEM
[TpaButenscTBa Poccuiickoit denepamum ot 16 nexadps 2019 roma Ne 1683. - Cwm.
MPEIbIAYIIYIO PEIaKIIMIO)pacueT BEIHUMNHBI YAOPOKAHUS CTOUMOCTHU CHIPBS U
MaTepuaioB B CTPYKTYpE 3aTpaT Ha MPOU3BOJICTBO U PeAIU3AIUIO JIEKAPCTBEHHOTO
npenapaTa;KOn1ui KOHTPAKTOB, MOATBEPIKIAIONINX YBEIMUYEHHUE CTOUMOCTHU CBHIPBS U
MaTepuajioB, CO CPOKAMH JICUCTBUS, 3aBEPIIAIONIUMHUCS HE paHee YeM uepe3 3 Mecsiia co
JTHS TIOJJa41 3asIBJICHUS O MepeperucTpaliy, a Takke Konuu crenupukanui 1 Bcex
MIPUJIOKEHUN K KOHTPAKTaM, KOTOPBIE SABJISIIOTCS X HEOThEMIIEMO
4acThI0;JOKYMEHTAJIbHOE MOATBEPkKACHUE (DAKTUUECKUX 3aTPaT Ha ChIPbe U MaTepUaIbl
Ha JICHb IPUHSATHUS PEIICHUS O TOCYJapCTBEHHOM perucTpanuu (MociaeaHen
nepeperucrpaiuu, odszaresnbHou nepepeructpanuu B 2019-2020 ronax) npeaeinbHOM
OTITyCKHOM LIEHBI Ha JIeKapCTBEHHBII Mpenapar;

(AG3arr B perakiuy, BBeICHHOH B neficTBrE ¢ 3 HOsOpst 2020 rojia mocTaHOBJICHUEM
[IpaButenscTBa Poccuiickoit @eneparuu ot 31 oktsi6ps 2020 roga Ne 1771. - Cwm.
MPEABIIYIIYIO0 PEAAKIIMIO)pacueT YPOBHS PEHTA0CIBHOCTA Ha KOHKPETHBIN
JIEKapCTBEHHBIN Mpernapar B COOTBETCTBUU C METOAHUKOI;

B) JUIs JISKApPCTBEHHOT'O MpenapaTa Npor3BOIUTENS TOCYAapCTBa - wieHa EBpasuiickoro
SKOHOMMYECKOTO CO03a MPU NEPEPETUCTPALINU B CIIydasiX, IPeyCMOTPEHHBIX
noanyHkToM "r" myHkTa 32 Hactoaumx IIpasuin, konus ¢popmsl Ne 2-JIEK (mpom)
"CBezieHus 0 MPOU3BOJICTBE, OTIPY3KE M LIEHAX Ha JIEKapCTBEHHBIE cpencTBa’ (IIs
OTEYECTBEHHBIX IPOM3BOJIUTENEH ), a TAKXKe - KOIMU TOBAPHBIX HAKJIAIHBIX HA
KOHKPETHBIN JIEKAPCTBEHHBIN IIpenapar, OTTPYKEHHBIN B aJpec MOKyIaTeIe B
COOTBETCTBYIOIIUN OTUETHBIN NIEPUOJ, ONPEICIEHHBIN B COOTBETCTBUU C IIyHKTOM 37
HacTtosamux [IpaBun (mpencraBieHne BceX TOBAPHBIX HAKIIAJHBIX HEOOXO0AUMO, €CIIU
KOJIMYECTBO OTIPY30K I10 JIEKAPCTBEHHOMY IIpENapary He MPeBbIIaeT 25 MWTYK, a 110
JIEKapCTBEHHBIM Mperaparam, 0 KOTOPbIM KOJUYECTBO OTIPY30K MPEBBIIIAET 25 MITYK,
HE00XO0/IMMO MPEICTABUTh KOMUU TOBAPHBIX HAKJIAJHBIX C HAUOOJIBLINM yJI€IbHOM
BECOM B 00bEME pealin3allii KOHKPETHOIO JIEKapCTBEHHOI'O Ipernapara, Ho He MeHee 25
mTyK);

(IToamyHKT B pepakiuu, BBeileHHOM B neiictBue ¢ 17 nexadbps 2019 roga
nocraHoBieHueM [IpaButenscrBa Poccuiickoit @eneparuu ot 16 nexadpst 2019 roma Ne
1683. - CM. IpeIpIIyIyI0 PEeIaKIIHIO)

T) JUIS JISKAPCTBEHHOTO TIpernapaTra MHOCTPAHHOTO TIPOU3BOICTBA, IEPBUYHAS U (HJTH)
BTOpPUYHAS YIIAKOBKA KOTOPOT'O OCYIIECTBIISIETCS WIIH IIAHUPYETCS OCYIIECTBIISITHCS B
Poccuiickoit ®exneparuu, Aep>KaTeaeM UIU BIAEIbIIEM PETHCTPAIMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO TpenapaTa (yIOJTHOMOYEHHBIM M JTUIIOM) TIPU



MepeperucTpaIuy B Ciaydasx, IpeTyCMOTPEHHBIX MYHKTOM 34 HacTosmux [IpaBun:
(AG3ar B penakuuu, BBeieHHOH B neiictBue ¢ 17 gexabpst 2019 roxa nmoctaHoBiIeHnEM
[TpaButenscTBa Poccuiickoit deneparuu ot 16 nexkadbps 2019 roga Ne 1683. - Cwm.
MPEIBIIYIIYIO PEIAKIIHIO )KOITMY TOBAPHBIX HAKJIAIHBIX HA KOHKPETHBIN JIEKapCTBECHHBIN
Ipenapar, 3a COOTBETCTBYIOIIMA OTYSTHBIN MEPHUOJI, ONIPEICICHHBIN B COOTBETCTBHH C
nyHkToM 37 Hacrosiux [IpaBun (mpencraBieHre BCeX TOBAPHBIX HAKIATHBIX
HEO0OXOMMO, €CITU KOJIMYECTBO OTIPY30K I10 JICKAPCTBEHHOMY IMpeIapaTy He MPEBHIIIacT
25 WTyK, a MO0 JEKAPCTBEHHBIM IIpenaparam, o KOTOPbIM KOJIUYECTBO OTIPY30K
MPEBBINIACT 25 MITYK, HEOOXOAMMO MPEJACTAaBUTh KOIMMHA TOBAPHBIX HAKJIAIHBIX C
HauOOJBIINM yIeTHHBIM BECOM B 00beMe peann3alui KOHKPETHOTO JICKAPCTBEHHOTO
npenapara, Ho He MeHee 25 MTYK);CBeZeHus (110 BBIOOPY JeprKaTess Wil BiIaieiblia
PEruCTPALIMOHHOIO YA0CTOBEPEHUS JIEKaPCTBEHHOTO Mpenapara (ynoJIHOMOYEHHOTO UM
JUIA), TOATBEPKIAIOIIUE OTIYCKHbIC IIEHBI TPOU3BOIUTENS HA JIEKAPCTBEHHBIN
npenapar B HHOCTPAHHBIX TOCYJJapCTBaX, YKa3aHHBIX B MPUIIOKEHUH No 2 K METOJIUKE
(Ha OyMa)KHOM HOCHTEIIE C IEPEBOJIOM Ha PYCCKHI S3BIK);

1) IUTsl ISKapCTBEHHOT'O MIpernapaTa MHOCTPAHHOTO MPOU3BO/ICTBA MIPU MEPEPETUCTPALIHH
B CITy4asx, IPeIyCMOTPEHHBIX TyHKTOM 34 HacTosimux [IpaBui:

(AG3arr B peakiuu, BBeIeHHOH B neficTBue ¢ 17 nexadps 2019 roga moctaHoBIEHUEM
[TpaButenscTBa Poccuiickoit deneparuu ot 16 nekadbps 2019 roga Ne 1683. - Cwm.
MPEABIIYIIYIO0 PEAAKIIMIO)KOTUU TAMOKEHHBIX JICKJIapaliii Ha MOCTaBKY KOHKPETHOTO
JIEKapCTBEHHOT'O MperapaTa 3a COOTBETCTBYIOIINI OTYETHBIN ePHO/I, ONIPEICTICHHbIN B
COOTBETCTBHUH C MyHKTOM 37 HacTtosmux [IpaBui (mpeactaBieHue BCEX TAMOKEHHBIX
JeKIapanuii HE0OX0AMMO, €CITU KOJIMYECTBO TAMOXKEHHBIX JIEKJIapalyii 1o
JIEKApCTBEHHOMY TIpernapary He MPeBhIIaeT 25 MITYK, a M0 JEKapCTBEHHBIM IIpenaparam,
10 KOTOPBIM KOJIMYECTBO TAMOXEHHBIX JIEKIapaluid MpeBbIIaeT 25 MTyK, HE00X0IMMO
MPEACTaBUThH KOIUU TAMOKEHHBIX JEKJIapaliii ¢ HAanOOIBIINM YIeThHOM BECOM B
o0BeMe pean3alii KOHKPETHOTO JIEKapCTBEHHOTO Tpernapara, Ho He MeHee 25
HITYK);CBEJIeHUS (110 BBIOOPY JIeprKaTelisl WU BIIaieNblla PErUCTPALlMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO TMpenapaTa (yIOJTHOMOYEHHOTO UM JIUIA),
MOATBEPKIAIOIINE OTITYCKHBIE IICHBI TPOU3BOUTEISI HA JIEKAPCTBEHHBIN Mpenapar B
MHOCTPAHHBIX TOCYAPCTBAX, YKa3aHHBIX B MPUIOKeHUH Ne 2 k MeTouke (Ha OyMaskHOM
HOCHTEJIE C NMePEBOIOM Ha PYCCKUM S3BIK).

36. Ilpu nepeperucrpanuy npeaeabHbIX OTIYCKHBIX 1IEH Ha JIEKapCTBEHHBIE MpenapaThl
IIPOU3BOIUTEIIS FOCYAAPCTBA - WieHa EBpa3suilckoro 5JKOHOMHUYECKOIO COK03a B CIIy4asX,
MpEeAYyCMOTPEHHBIX MoAmyHKkTamu "a" - "B" myHkra 32 Hacrosux [IpaBui, mpenenbHbIi
YPOBEHb PEHTa0EIbHOCTH HE MOXKET MpeBbIIaTh 30 MPOLIEHTOB.

(ITonmyHKT B pepakiuu, BBeieHHO B neiicTBue ¢ 17 nexadps 2019 rona
nocraHoBieHueM [IpaButenscrBa Poccuiickoit @eneparuu ot 16 nexadpst 2019 roma Ne

1683. - CM. IpeIpIIyIyI0 PEeIaKIIHIO)

37. Ilpu nepepeructpany NpeaeabHON OTYCKHOM [IEHBI MPOU3BOIUTENS HA
JIEKapCTBEHHBIH Mpernapar B KAUECTBE OTYETHOIO NIEPUOAA IPUHUMAETCS IIEPUOT,
WCTEKUINI CO HS MPUHSITHS PEIICHUs O TOCYJapCTBEHHOM perucrpaiuu (mociaeanen
nepeperucTpanuu, oosizarenbHoi nepepeructpanuu B 2019-2020 rogax) npenenbHoOM



OTIYCKHOM IIEHBI Ha ICHb MToJa4yu B MUHUCTEPCTBO 3ApaBooxpaneHus: Poccuiickoit
®denepannu 3asBJICHUS O TIEPEPETUCTPALIIH.

(ITyHKT B pemakiuu, BBeICHHOH B feiicTBre ¢ 3 HOsA0ps 2020 roma mocTaHOBICHUEM
[TpaBurenscTBa Poccuiickoit denepammu ot 31 oktsadps 2020 roga Ne 1771. - Cwm.
MPEABIYIIYIO PEIAKIIHIO)

38. Ha ocHOBaHMM 3asBJICHUS O IIEPEPETUCTPALMH, IPEICTABICHHOIO JEPKATEIEM U
BJIAJIENIBLIEM PETUCTPALMOHHOIO YIOCTOBEPEHHUSI JIEKAPCTBEHHOIO IIperapara
(YIIOJIHOMOYEHHOTO UM JIMIIA) B IIeJIIX CHUKEHUS IIeHbl Ha JIEKAPCTBEHHBIN Iperapar,
MunucrepcTBo 3apaBooxpanenus Poccuiickor denepannu paccCMaTpUBaET BOIIPOC O
MPUHATUN PELICHUS O CHUYKEHUHU 3apETrUCTPUPOBAHHON MIPEAEIbHON OTIYCKHOM LIEHBI
MIPOU3BOIUTEIS HA JIEKAPCTBEHHBIN Mpenapar. 3asBICHUE O EPEPErUCTPALIMH B IEJISIX
CHIDKEHHUS LIEHBI Ha JICKAPCTBEHHBIN MpenapaT MOXKET ObITh MPEACTaBICHO COBMECTHO C
3as1BJICHUEM O BHECEHUU U3MEHEHUHN B PEECTPOBYIO 3aIMCh O TOCYIapCTBEHHOM
PErucTpaluy NpeaeIbHON OTIYCKHOM IIEHbI IPOU3BOIUTEINS Ha JIEKAPCTBEHHBIH
Mpernapar B COOTBETCTBUU ¢ MyHKTOM 7 [IpaBui BeeHHs TOCYJapCTBEHHOTO peecTpa
MpeAeNIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENECH Ha JIEKAPCTBEHHBIE MTpenapaThl,
BKJIIOYEHHBIC B MIEPEUEHB KU3ZHEHHO HEOOXOIMMBIX U BAKHEUIITUX JIEKAPCTBEHHBIX
MPENapaToB, YTBEPKIACHHBIX ocTaHoBieHueM [IpaBurenscrBa Poccuiickoit denepanmu
ot 29 oxTs6ps 2010 r. Ne 865 "O rocyaapcTBEeHHOM peryJIMpPOBaHUHU 1IEH HA
JIEKapCTBEHHBIE MTPENapaThl, BKIFOUCHHBIC B IEPEYCHB )KM3HEHHO HEOOXOAUMBIX U
BAKHEUILIMX JICKAPCTBEHHBIX ITpenaparos’.

38.1. IIpu HanM4MM B OTHOILEHUHU OJJHOTO JIEKAPCTBEHHOIO IIpenapaTa pelieHus
MunucrepcTBa 3apaBooxpanenusa Pocculickoit @eaepanuu 0 nepeperucTpauuu
3apEruCTPUPOBAHHON MTPENENBbHON OTITYCKHOM LIEHBI IPOU3BONUTEINS HA JIEKAPCTBEHHBIN
npenapar B COOTBeTCcTBHH ¢ MyHKTOM 30 Hactosuux [IpaBuin m1ubo B COOTBETCTBUH C
nmyHKTOoM 38 HacToAmux [IpaBui u pemennss MuHUCTEpPCTBA 31paBOOXPaHEHUS
Poccutiickoit deneparuu 006 obsi3aTenbHoOM nepepeructpanuu B 2019-2020 rogax
IIPEEIbHON OTITYCKHOM LIEHBI IPOU3BOAUTENS B COOTBETCTBHMH ¢ [IpaBuiiamu
oOsi3arenpHON nepepeructparuu B 2019-2020 ronax 3aperucTpupOBaHHbIX MPEIETbHBIX
OTITYCKHBIX II€H IPOU3BOINUTENEN HA JIEKAPCTBEHHBIE IIPENApaThl, BKIOUCHHbBIE B
NepeyeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX PENapaTos,
YTBEPXKACHHBIMU nocTaHoBiIeHUeM [IpaBurenscrBa Poccuiickoit denepannn ot 29
okTs10pst 2010 1. Ne 865 "O rocynapcTBEHHOM PETyJIMPOBAHUH 1IEH Ha JIEKapCTBEHHbIE
IpernapaThl, BKIIOUYEHHBIE B IEPEUCHb KU3HEHHO HEOOXOAMMBIX M BaKHEHIITNX
JIEKapCTBEHHBIX MpenapaToB", IPUMEHEHHUIO MOJIEKUT 1IeHa, IepeperucTpupOBaHHas B
co0TBETCTBUH ¢ yHKTOM 30 160 myHkToM 38 HacTosammx [Ipasu.

(ITynkt nononHuUTENbHO BKItOUEH ¢ 3 HOAOpPs 2020 rojia mocTaHOBJIEHUEM
ITpaButensctBa Poccuiickoit deneparmu ot 31 oktsadps 2020 roga Ne 1771)

39. 'ocynapcTBeHHas perucTpanus U NepeperucTpaius npeaeabHbIX OTIYCKHBIX 1IEH
MIPOM3BOIUTENIEN HA JIEKAPCTBEHHBIE IIPENapaThl OCYIIECTBISAETCS OECIUIaTHO.

40. denepanpHasi aHTUMOHOIIOJNIbHAS CIYX0a B MMCbMEHHON (OpME yBEIOMIISET
JiepKaTelis WIK BIaJelbla PErUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO



npernapara 0 He0OX0JUMOCTH U3MEHEHMsI 3apErUCTPUPOBAHHOM ITPeIeIbHOM OTITYCKHOM
LIEHBI IIPOU3BOAMTEIIS HA JICKAPCTBEHHBIN IIPenapar, €Cly I0Cie TOCy1apCTBEHHOU
peructpanuu (nepeperucTpanuu) NpeaebHON OTIYCKHOM LIeHbl IPOU3BOIUTENS HA
JIEKAPCTBEHHBIN ITpenapar yCTaHOBJICHO, YTO JIep KaTelIeM UIIU BIaACIIbLIEM
PEruCTPaIIOHHOIO YJJOCTOBEPEHHUS JIEKAPCTBEHHOTO ITpenapara (yrnoJIHOMOYEHHbIM UM
JIMIIOM) OBUIM NPEACTABICHBI HEOCTOBEPHBIE CBEICHUS, IOBIUABIINE HA PE3YJIbTAT
paHee MPUHATOrO PEIIECHUS O COTJIACOBAHUH IIPEEIbHON OTITYCKHOM LIEHBI
MIPOU3BOINTENIS HA JICKAPCTBEHHBIH Mpenapar U (Win) He ObUIM IPEACTaBICHbI CBEACHNUS,
MOBJIMSBIINE HA PE3YJIbTAT TAKOI'O PELICHUs, ¢ IPEJOCTaBIeHuEM 000CHOBaHMSI TAKOTO
BbIBOJIA. JepakaTenb WK BIIaJelel] pEruCTPALIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO
npernapara (ynoJHOMOYEHHOE UM JIUII0) IPUBOJAT 3apErUCTPUPOBAHHYIO IIPEAEIbHYIO
OTIIyCKHYIO LIEHY B COOTBETCTBHE C LIEHOM, PACCYUUTAHHON B COOTBETCTBUHU C
HacrosuMu [IpaBuiiaMu 1 METOAMKOM, ¢ y4eTOM MH(OpMaIUK, yKa3aHHOI B
yBeaomieHun deepanbHOR aHTUMOHOIIOIBHON CITyKObI, UJIU MPEACTABIISAIOT
MOTHBHUPOBAaHHOE JOKYMEHTAJIbHOE IIOITBEPKICHUE pacueTa yKa3aHHOU
ueHbl.deiepanbHasi aHTUMOHOIIOJIbHAS CITyK0a OTMEHSET PELLIEHUE O COIVIaCOBaHUU
IIPEEIbHON OTIIYCKHOM LIEHBI IPOU3BOAUTEIS HA JIEKApCTBEHHBII IIpenapar B cllydae
HEIIPUBEICHUS JIep>KaTelIeM WU BJIAAENIbIIEM PErUCTPALIMOHHOIO YAOCTOBEPEHNUS
JIEKapCTBEHHOT0 Npenapara (YIOoJIHOMOUYSHHBIM UM JIMLIOM) 3apEerMCTPUPOBAHHON
IIPEACIIBHON OTIIYCKHOM LIEHBI B COOTBETCTBUE C HACTOSIMMM [IpaBriiaMu 1 METOIUKON
C yueToM MH(pOpMalnu, yKa3aHHO! B yBeomiieHuu deaepalibHOM aHTUMOHOIOIBHOMN
CI1y>KOBbl, UM HETIPEACTAaBIEHUSI MOTUBUPOBAHHOIO JOKYMEHTAIBHOIO IIOATBEPKICHUS
pacuera yKa3aHHOM LIEHBI B TEYEHHUE OJTHOTO MECsILa CO IHS MOJy4YEHUs yBEIOMIICHUS
denepalibHON AHTHMOHOIIOJIBHOM CITYK001.

41. MunucrepcTBo 31paBooxpaHeHus Poccuiickoit denepaniii OTMEHSIET PELLIEHUE O
rOCY/IapCTBEHHOW PErUCTPAllH WIIM MEPEPETUCTPALIMU TPEAECTBHON OTITYCKHOW LIEHBI
IIPOU3BOIUTEIIS Ha JIEKAPCTBEHHBIN IIPENapaT B CIIydae, €Ciu M0CiIe NPUHATHS TAKOTO
pelIeHusl yCTAHOBIICHO, YTO JAEPKATEIEM WIH BIIAJIEIbLEM PETHCTPALIMOHHOTO
yJIOCTOBEpEHHS JIEKApCTBEHHOTO Npenapara (YHOoJIHOMOYEHHBIM UM JIMLOM) ObLUTH
MIPEACTABJIEHBI HEJOCTOBEPHBIE CBEJCHUS, TOBIUABIINE HA PE3YyJIbTAT IPUHATOTO
MUHUCTEPCTBOM pELIEHHUS, a TAKXKE B ciaydae, eciau denepanbHas aHTUMOHOIIOIbHAS
ci1y»k0a OTMEHHUJIA pEIIEHHE O COTJIACOBAHUH MPENEIbHON OTITYCKHOM 1IEHbI
IIPOU3BOIUTEIIS HA JIEKAPCTBEHHBIN ITpenapaT Ha OCHOBAaHUHU ITyHKTOB 40 n 45
Hacrosuux [IpaBuil, ¥ UCKIIFOYAET B yKa3aHHBIX CIIy4asix 3apErUCTPUPOBAHHYIO
(mepeperucTpupoBaHHYO) MPEAEIbHYIO OTIYCKHYIO LIEHY TPOU3BOANTENS Ha
JIEKApCTBEHHBIN ITpenapar u3 rocyaapCTBEHHOIO peecTpa.

(ITynkT B penakuuu, BBeJIeHHOH B JieiictBue ¢ 17 nexaOpst 2019 roga noctaHOBICHHEM
[TpaBurenscTBa Poccuiickoit deneparuum ot 16 nexadbps 2019 roga Ne 1683. - Cwm.
MPEIBIIYIIYIO PEJAKIHIIO)

42. Jlep>kateib WK BiaieJel] PErUCTPAIIHOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO
npenapara (ynoJIHOMOYEHHOE UM JIUI0) 0053aH MPEACTABUTD 3asBICHUE O
MepeperucTpaIfiy B CTOPOHY CHUKESHHUSI IPU HACTYTUICHUH CIICAYIOIINUX CITy4Yaes:



a) eClIu B pe3yJIbTaTe CHIXKEHUS POU3BOAUTENIEM OTIIYCKHOH 1IeHbl B MHOCTPaHHOMH
BAJIIOTE HA YKA3aHHBIM JICKAPCTBEHHBIN IperapaT B UHOCTPAHHBIX T'OCY1ApCTBAX,
YKa3aHHBIX B IPHWIOKEHUN Ne 2 K METOJIMKE, OTITyCKHAs LieHa IPOU3BOJUTEIS HA
JIeKapCTBEHHBIH Mpernapar B pyOJsiX, pacCUMTaHHAasl B COOTBETCTBHH C METOJUKOMH (C
Y4ETOM PacX0/10B Ha TAMOXXEHHOE O(OPMIICHHE), HUXKE 3apErUCTPUPOBAHHOMN
IIPEACIIBHON OTITYCKHOM LIEHBI TPOU3BOAUTEIS HA YKA3aHHBIN JICKAPCTBEHHBIN IIpenapar,
- B TeyeHHe 30 KaJ€HAApHBIX JHEH CO JHS, KOTJa PEIICHUE O CHUKCHUH LIEH
YIIOJIJHOMOYEHHBIX OPraHOB B MHOCTPAHHBIX I'OCYIapCTBAX, YKA3aHHBIX B IPUIIOKEHUH No
2 K METOAMKE, BCTYIIUIIO B CHILY;

0) ecnu npenenbHas OTIIYCKHas [IEHa Ha BOCIPOM3BEIEHHBIN, OM0aHaIOrOBBIN
(Omoromo0OHBII) IeKapCTBEHHBIN Mpenapar BhIIIE MPEACTbHON OTITYCKHOW IICHBI Ha
COOTBETCTBYIOLIUI pedepeHTHBIH JIeKapCTBEHHBIH MTpenapar B CBSI3U CO CHUKEHUEM,
MPEAYCMOTPEHHBIM MOJAMYHKTOM "a" HACTOSIIETO MYHKTA, - B TeueHue 30 KaJeHIapHbIX
JHEH CO IHA MPUHATHS PELLIEHUS O IEPEPErUCTPALlUU B CTOPOHY CHUYKEHUS
3apeTUCTPUPOBAHHON MPEIEIBHON OTITYCKHOM IIEHBI TPOU3BOAUTEIS HA peepEHTHBIN

JIEKapCTBEHHBIN Mpernapar;

B) €CJIM 3apETUCTPUPOBAHHAS MTPEIEIIbHAS OTITYCKHAs II€HA HA TEPBbIA
BOCITPOM3BEICHHBIN, OMOaHAI0TOBBIN (OMOO00HBIN ) JIEKAPCTBEHHBIN ITpenapaT
WHOCTPAHHOTO ITPOU3BOJICTBA, B TOM YHCJIC MEPBUYHAS U (WJIH) BTOPUIHAS YIIAKOBKA
KOTOPOTO OCYIIECTBIISIETCS U ITAHUPYETCS OCYIIECTBISThCs B Poccuiickoit
®enepann, BbILIE NPEIEIbHON OTITYCKHON LIEHBI IPOU3BOINUTENS, PACCUUTAHHOM C
y4eToM MOHMXaIero kodgduiueHTa, ykazaHHoro B npuioxxeHun Ne 9 k meronuke,
MOCJIe TOCYTAPCTBEHHON PETUCTPAIlUH MIPEIEITbHOM OTITYCKHOM IIEHBI TPOU3BOINUTEIS HA
BTOPOI1 BOCTIPOU3BEACHHBIN, OM0aHaIOTOBBIN (OMOMOOOHBIH) JTeKapCTBEHHBIH
mpernapar, COBMNaAl0NIMNA 0 MEX/YHAPOHOMY HETTaTEHTOBAHHOMY HAaMEHOBAHHUIO
(ipu ero OTCYTCTBUHU - TPYNIIUPOBOYHOMY MITU XUMUYECKOMY HAMEHOBAHHUIO),
JIeKapCTBEHHOU (popMe U JO3UPOBKE, - B TeueHue 30 KaJleHIapHbIX THEN CO JTHS
MIPUHSATHSI PEIICHUS O TOCYAAPCTBEHHOM PETUCTPALIMU TTPEIETbHON OTITYCKHOM 1IEHBI
MIPOU3BOIUTEISI HA BTOPOM BOCTIPOM3BEACHHBIN, OM0aHATOTOBBIN (OMOTIOTI00HBIN)
JIEKapCTBEHHBIN Mpernapar;

T') €CIIU 3aperuCcTPUPOBaHHAs Mpe/iebHask OTIYCKHAs 1IeHa Ha MepBbId
BOCIPOU3BE/ICHHBIN, OM0aHAJIOTOBBIN (OMOIOI00HBIN) JIEKapCTBEHHbIHN Mpenapar
MIPOU3BOJUTEINS IOCY1apCTBa - UjleHa EBpa3uiicCKOro 5JKOHOMHUYECKOTO COH03a BBIIIE
MIPEACIIBHON OTIIYCKHOM LIEHBI TPOU3BOJUTEINS TOCY1apCTBa - WieHa EBpasuiickoro
HKOHOMHYECKOTO COI03a, PACCUMTAHHON C YU€TOM MOHMXKAIOWIETro Ko PUIMeHTa,
YKa3aHHOTO B IpuiiokeHnn Ne 9 k MeToimKe, 1ocie rocy 1IapCTBEHHON perncTpanun
NpeebHON OTITYCKHOM 1I€HBI Ha BTOPOM BOCIIPOU3BEIEHHBIN, OMOaHAIOTOBBII
(Oromo100HBII) JTeKapCTBEHHBIH MpenapaTt IPOU3BOAUTENS TOCY1apCTBa - WieHa
EBpasniickoro 5KOHOMHUYECKOT0 COK03a, COBIANAIOLINN 10 MEXIYHAPOIHOMY
HENaTeHTOBAaHHOMY HaUMEHOBAHHUIO (IIPH €r0 OTCYTCTBUU - IPYIIHUPOBOYHOMY MIIH
XMUMHUYECKOMY), IEKapCTBEHHOU (opMe U T03UPOBKE, - B TeueHHe 30 KaJlleHAapHbIX JHEH
CO JTHA NPUHATHSI PEHIEHUS O TOCYTapPCTBEHHOM PETUCTpaly IPeIeIbHON OTITYCKHOU
LIEHBI IPOU3BOJUTENSI HA BTOPOH BOCIIPOM3BEACHHBIN, OM0aHaNIOTroBBIN (OO0 100HBIN)



JIEKapCTBEHHBIN MpemnapaT MpoOU3BOIUTENS TOCyAapcTBa - wieHa EBpasuiickoro
SKOHOMMYECCKOTO COI03a.

(ITyHKT momoaHUTENbHO BKIOYeH ¢ 17 nekabps 2019 roga mocTaHOBICHUEM
[TpaBurenbcTBa Poccuiickoit deneparmu ot 16 nexadps 2019 roga Ne 1683)

43. [lepeperucrtpainus 3aperucTpUPOBAHHON MPEACIIBHON OTITYCKHOM 1IEHBI
BOCITPOM3BEICHHOT0, OM0AHAJIOrOBOTr0 (OMOMOI00HOT0) JIEKAPCTBEHHOIO Ipenapara B
CTOPOHY CHMIKEHUS B CIIy4asx, IPEAYCMOTPEHHBIX NOANyHKTamMu "B" 1 """ myHkTa 42
Hactosamux [IpaBui, ocymiecTBIseTCs, €CIIU B paMKaX MEXTyHAPOIHOTO
HENAaTEHTOBAaHHOI'0 HAUMEHOBAHUS (IIPU €ro OTCYTCTBUU - TPYIIIHPOBOYHOIO MIIH
XMMHYECKOr0 HauMEHOBAHHUSA) U JIEKAPCTBEHHOU (hOPMBI 3apeTrUCTPUPOBAHA IIPEIeIbHAs
OTITyCKHAs [IEHa IPOM3BOIUTENS HA COOTBETCTBYIOIINI pedepeHTHBIH JIeKapCTBEHHBIH
npemnapar.

(ITlynkt nononuurenbHO BKItoueH ¢ 17 nexkadbpsa 2019 roga noctaHoBieHueM
[IpaButenscTBa Poccuiickoit deneparuu ot 16 nekadbps 2019 roga Ne 1683)

44. B ciydae nepeperucTpaluu 3aperucTpUpPOBAHHON MPEACIIBHON OTITYCKHOM IICHBI
IIPOU3BOJUTEIIS B CTOPOHY CHM)KEHHUS HA OCHOBAHUM 3asIBJICHUSI I€PIKATEINS NN
BJI4/IEIbLA PETUCTPALMOHHOTO YIOCTOBEPEHUSI JIEKAPCTBEHHOI' O IIperapaTa
(YHOJIHOMOYEHHOTO MM JIMLA), IPEJCTABICHHOTO B COOTBETCTBUU C ITYHKTOM 42
HacTtoauux [IpaBui, 11eHa Ha TaKOH JIEKApCTBEHHBIN MIpernapaT HE MOXKET ObITh 3asBJICHA
B TEYEHHE KAJICHJAAPHOTO roJla Ha IEPEPEruCTPaliio B CTOPOHY YBEIUYEHHUS B
COOTBETCTBUHM C IyHKTamMu 32 u 34 Hacrosiuux [IpaBui.

(ITlynkt nomonnutensHO BKItoueH ¢ 17 nexadbps 2019 roga moctaHoBieHUEM
[IpaBurenscTBa Poccuiickoit denepammu ot 16 nexadbps 2019 roga Ne 1683)

45. ®enepanpHasi aHTUMOHOIOJIbHAS CITy’kK0a B MMCbMEHHON (hopMe YBEIOMIISET
JieprKaTells WIK BIIAJENbLa PETUCTPALMOHHOIO yIOCTOBEPEHMS JIEKAPCTBEHHOTO
npenapata (yrnoJIHOMOYEHHOE UM JIUI0) O HEOOXOMMOCTH MepeperucTparu
3apEeruCTPUPOBAHHON MTPEIEIbHON OTITYCKHOM LIEHBI Ha JIEKapCTBEHHBIN Mpernapart B
CTOPOHY CHMIKEHMSI, €CIIN JePKaTelb WIH BIIAJIEIEL] PETUCTPAMOHHOTO YOCTOBEPEHNUS
JIEKapCTBEHHOT0 Mpenaparta (YIoJHOMOUYEHHOE UM JIMIIO) HE MPE/ICTaBHII 3asIBICHUE O
NepeperucTpany B CTOpPOHY CHUKEHHSI B COOTBETCTBUHU C IIYHKTOM 42 HACTOSIINX
IIpaBun. JlepxkaTens WIK BIIaJEel] PETUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO
npenapara (yrnoJIHOMOYEHHOE UM JIUI0) B TeueHue 20 pabouux AHEH mocie moTydeHHs
yBepomieHust defepanbHO aHTUMOHOTIOIBHOM CITYKObI TPUBOIAUT
3apEruCTPUPOBAHHYIO MPEJEIBHYIO OTIIYCKHYIO IIEHY B COOTBETCTBHUE C LIEHOM,
paccYMTaHHOM B COOTBETCTBHMH C HacTosAMMHU [IpaBunaMu 1 METOAMKOM, C y4ETOM
nH(popMaIuu, ykazaHHOU B yBenomieHHH DenepaabHOl aHTUMOHOIIOIBHOM
ciryx0b1.DenepanbHas aHTUMOHOIONBHAS CITyk0a B TeueHue 5 pabouux JHeH mocie
HCTEYEHHUs CPOKA, YKa3aHHOTO B a03alle BTOPOM HACTOSIIETO MyHKTa, OTMEHSET pEeIIeHNe
0 COTJIaCOBAHMH MPENEIBHON OTITYCKHOM LIEHBI IPOU3BOIUTEINS HA JIEKAPCTBEHHBIN
Ipenapar B clly4ae HEIPUBEACHUS JIEPKATEIEM WIIH BIIAJEIbLEM PETUCTPAIUOHHOTO
yJIOCTOBEpPEHHSI JICKApPCTBEHHOTO Npenapara (YIoJIHOMOUYSHHBIM UM JIULIOM)
3apEeruCTPUPOBAHHOMN MPEAEITBbHON OTYCKHOM IIEHBI B COOTBETCTBUE C HACTOSIIUMH
[IpaBuiaMu U METOIUKOM ¢ y4eToM HH(OpPMAIINH, YKA3aHHOH B YBEJOMICHUU



denepanbHON aHTUMOHOIIOIBLHOM CITYKOBI, B TCYCHUE OJTHOTO MECAIIA CO JTHS TOTyICHHS
yBenomieHust OefepanbHO aHTUMOHOTIONBHOM CITYKOBI.

(ITyHKT momoaHUTENbHO BKIOYeH ¢ 17 nekabps 2019 roga mocTaHOBICHUEM
[TpaBurenbcTBa Poccuiickoit deneparyu ot 16 nexadps 2019 roga Ne 1683)

[Ipunoxenne Ne 1

k [IpaBuiiaM rocy1apcTBEHHOM perucTparim

U MIepepEeTucTpaluy NpeaebHbIX OTIYCKHBIX 1IeH
MIPOU3BOUTEIICH HA JICKAPCTBEHHBIEC TIPEIIapaThl,
BKJIFOUEHHBIC B MTEPEUCHB )KU3HEHHO HEOOXOIMMBIX
Y BOKHEUIINX JICKAPCTBEHHBIX MTPENapaToB

(B penakiuu, BBeJIeHHOM B AeCTBUE

¢ 17 nexabps 2019 rona

nocranoByicHueM IlpaBurTelbcTBa

Poccuiickoit denepanuu

ot 16 nexadps 2019 roga Ne 1683. -

CMm. mpenpIyyto peaakuuo)(hopma)

3ASBJIEHUE
(6] FOCYHapCTBeHHOﬁ perucTtpanu nNpeaAciibHbIX OTIIYCKHBIX LICH HpOI/I3B0)II/ITeJ'IeI71 Ha
JICKApPCTBCHHLIC NIPCHIapaThl, BKIIIOYCHHBIC B ICPCUYCHD JKU3HCHHO HCO6XOILI/IMI)IX n
BaKHEHIITNX JICKAPCTBCHHLIX IIPCIIapPaTOB

3agBUTEND

(HaMeHOBaHue, MMOYTOBBIH aapec, aapec SEKTPOHHOM MOYTHI)

JlepxcaTeJH) WJIK BJIaZCJICH PETUCTPALIMOHHOI0 YAO0CTOBCPCHUSA
JICKApCTBCHHOT'O IIpeIiapaTa

(HauMeHOBaHue, MOYTOBBIN aapec, apec IEKTPOHHOM MOYTHI)

Ne ||Cranus || [IponsBoautens ||Anpec||Ctpanal|| s poccuiickux  ||HaumenoBanue||Perucrpa-

1/n|| mpous- ||((HaMMEeHOBaHHE) IOPUANYECKUX JIUL - || pETUCTPUPYIO- || IMOHHBIN
BOJICTBA WICHTU(QUKAIMOHHBIH|| 1Iero oprana || HoMep
HOMEp
HaJIOTOIJIaTeNbIIHKa,

IJIsL UHOCTPAHHBIX
IOPUINYCCKUX JIUIT -
KOona
HaJIororjaTcJbIIuKa




B CTpaHe

perucrpanuu
(MHKOpHIOpALUK) WU
€ro aHajor
Ne|| Homep | Mexnaynapoanoe ||Toprosoe| JlekapcrBennas Oomee [Ipenenbuas  ||[LITpuxoBc
I1/T1|[peTucTpa-||[HeaTeHTOBAHHOE, || HauMe- ¢bopmMa, KOJIMYECTBO|| OTITyCKHAs IIeHa Ko7,
LIUOHHOT'O Wi HOBaHUE JO3UPOBKa, BO IIPOU3BOJUTENIS 3a|[HAHECEHHb
YAOCTO- || TPYIIIUPOBOYHOE, KOMIUIEKTHOCTB **|| BTOpUYHO ||TOTPEeOUTENBCKYIO Ha
BEpEHUS || NI XUMHYECKOE (motpedu- || ynakoBky** 0e3 || BTOpUUHY!
HauMeHOBaHHE™ tenbckoit) || HIC (py6neit) || (morpebu
YIaKOBKE TEIbCKYI0
YIaKOBKY
1 2 | 3 L4 | 5 L6 | 7 L8
YII0IHOMOYEHHOE
JIMLIO
(¢.m.0.) (TOMKHOCTD) (moamuce)
M.IL. (mpu Hamm4um)
KonrakTHbIE AJipec 3JIeKTpOHHOMI
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* B cimyuyae 0TCyTCTBUSL MEKIYHApOJAHOTO HENAaTEHTOBAHHOTO HAUMEHOBAHUS B
PErucTpaliiOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOTO Mpenapara yKa3blBaeTcs
HaMMEHOBAaHME JIEKaPCTBEHHOTI'O Ipenapara, IpeyCMOTPEHHOE IEPEYHEM KUZHEHHO
HEeO0OXOUMBIX M BaKHEUIINX JIEKapCTBEHHBIX IpenaparoB.** B ciyyasx,
IIPEyCMOTPEHHBIX MyHKTOM 25 IIpaBuil rocy1apcTBEHHOW PETUCTPALIMN U
nepeperucTpaluy npeaeabHbIX OTIYCKHBIX IIeH MPOU3BOIUTENEH Ha JIEKAPCTBEHHBIE
IpernapaThl, BKIIOUYEHHBIE B IEPEYCHb KU3HEHHO HEOOXOAMMBIX M BaKHEHIITHX
JIEKapCTBEHHBIX MPENapaToB, YTBEPKICHHBIX MOCTaHOBIeHHEM [IpaBuTenbcTBa
Poccuiickoit @enepanuu ot 29 oxts16ps 2010 1. Ne 865 "O rocynapcTBeHHOM
PEryIMpOBaHUH 1IEH Ha JIEKAPCTBEHHbBIE MPETapaThl, BKJIOYEHHbIE B IEPEUYECHb KU3HEHHO
HEOOXOIMMBIX M BXKHEUIINX JIEKAPCTBEHHBIX MPENapaToB”, TOMOJIHUTENHHO
yKa3biBaeTcsl (opMa BBIITYCKa JEKapCTBEHHOTO pernapara, ¢ y4eToM KOTOpOi



paccuMThIBaeTCs IpeAeabHas OTIIyCKHAs LieHa IPOU3BOAMTEINS 32 HOTPEOUTEIBCKYIO
YIIAaKOBKY JIEKAPCTBEHHOIO IIpenapara.

3agBuUTEND

[punoxenne Ne 2
K [IpaBunaM rocy1apcTBEHHOM perucTpaiuu

U MIepEePEeTUCTpaluy NpeaebHbIX OTITYCKHBIX 1IEH
MIPOU3BOAMUTENCH Ha JIEKAPCTBEHHBIE MTPENapaThl,
BKJIFOUEHHBIC B MTEPEUCHB )KHU3HEHHO HEOOXOJUMBIX
Y BOXKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB
(B penakiuu, BBeICHHOM B JCCTBUE

¢ 17 nexabps 2019 rona

nocra”HonyieHreM lIpaBuTebCTBA

Poccuiickont @enepanuu

ot 16 nexadps 2019 roma Ne 1683. -

CMm. mpenpinymyto penakuuo)(hopma)

3ASBJIEHUE
0 IepeperucTpaluy NpeAeIbHbIX OTIYCKHBIX LIEH IPOU3BOAUTENEH HA JIEKAPCTBEHHBIE
Ipenaparsl, BKIOYEHHbIE B IEPEYEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX

JICKaApCTBCHHLIX IIPCIIaApPaTOB

(HaMMeHOBaHUe, MOYTOBBIH apec, aJpec JIEKTPOHHOM OYTHI)

JlepxcaTeJH) WJIK BJIaZCJICH PETUCTPALIMOHHOI0 YAOCTOBCPCHUSA
JICKApCTBCHHOT'O IIpeIiapaTa

(HauMeHOBaHUe, MOYTOBBIN aapec, apec IEKTPOHHOM MOYTHI)
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YAOCTO- || TPYIIIUPOBOYHOE, KOMIUIEKTHOCTB **|| BTOpUYHOM ||TOTPEeOUTENBCKYIO Ha
BEpEHUS || NI XUMHYECKOE (motpedu- || ynakoBky** 0e3 || BTOpUUHY!
HauMeHOBaHHE™ tenbckoit) || HIC (py6neit) || (morpebu
YIaKOBKe TEIbCKYI0
YIaKOBKY
1 2 | 3 L4 | 5 L6 | 7 L8
YnonHoMo4YeHHOE
JUIIO0
(¢.m.0.) (TOMKHOCTD) (moamuce)
M.IL. (mpu Hamm4um)
KonrtakTHbIE AJipec 3JIeKTpOHHOI
TenedoHbI MTOYTHI

* B cimyyae 0TCyTCTBUSL MEKIYHApOJIHOTO HEMAaTEHTOBAHHOTO HAUMEHOBAaHUS B
PErucTpallMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOTO Npenapara yKa3blBaeTcs
HauMEHOBAaHME JIEKaPCTBEHHOTI'O Ipenapara, IpeyCMOTPEHHOE IIEPEYHEM KUZHEHHO
HEO0OXOUMBIX M BaKHEUIIMX JIEKapCTBEHHBIX IpenaparoB.** B ciyyasx,
IIPEyCMOTPEHHBIX MyHKTOM 25 IIpaBui rocy1apcTBEHHON PETUCTpaLid U
nepeperucTpanuy npeAeabHbIX OTITYCKHBIX IIeH MPOU3BOIUTENEH Ha JIEKAPCTBEHHBIE
IpernapaThl, BKIIOUYEHHBIE B IEPEYCHb KU3HEHHO HEOOXOAMMBIX M BaKHEHIITHX
JIEKapCTBEHHBIX MPENapaToB, YTBEPKIACHHBIX MOcTaHOBIeHHEeM [IpaBuTenbcTBa
Poccuiickoit @enepanuu ot 29 oxTs16ps 2010 1. Ne 865 "O rocyapcTBeHHOM
PEryJIMpOBaHUH 1IEH Ha JIEKAPCTBEHHbIE MPENapaThl, BKIOYEHHbIE B IEPEUYECHb KU3HEHHO
HEOOXOIMMBIX M BXKHEUIINX JIEKAPCTBEHHBIX MPENapaToB’, TOMOJIHUTENBHO
yKa3bIBaeTcsl (opMa BBIITYCKa JEKapCTBEHHOI'O IIperapara, ¢ y4eToM KOTOpOi
paccuMThIBaeTCs MpeAeabHas OTIIYCKHas 1IeHa IPOU3BOAMTEINS 32 MOTPEOUTEIBCKYIO
YIAKOBKY JIEKAPCTBEHHOIO IIpenapara.



VYTBEPXIEHBI
nocraHosyienreM lIpaButenbcTBa
Poccuiickoit deneparuu

ot 29 oxTsa0ps 2010 roga Ne 865
(JlomOJTHUTENIEHO BKJIFOYCHBI

¢ 17 nexabps 2019 rona
nocranoByieHueM IlpaBurTenbcTBa
Poccuiickoit @eaepanun

or 16 exabpsa 2019 roga Ne 1683)

[TpaBuna obs3aTenbpHOM nepepeructpanuu B 2019-2020 romax 3aperucTpupoOBaHHBIX
MpeIeNIbHBIX OTIYCKHBIX 1I€H MPOU3BOIUTENCH Ha JIEKAPCTBEHHbBIE MTPEnapaThl,
BKJIFOUEHHBIE B [IEPEUEHb )KU3HEHHO HEOOXOUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX
MpenaparoB

C m3meHnenussmu Ha 18 Hos16ps 2020 roxa

1. Hactosmue [IpaBuia yctanaBiuBaroT nopsiiok ocymectsienus B 2019-2020 rogax
00s13aTeNTLHOM TTepeperuCTPaIiy 3apEerUCTPUPOBAHHBIX MTPEICITBHBIX OTITYCKHBIX [ICH
MIPOU3BOIUTENICH HA JIEKAPCTBEHHBIE MPEaparhl, BKJIOYCHHbBIE B IIEPEUCHb KU3ZHEHHO
HEO0OXOUMBIX ¥ BaXKHEUIINX JICKAPCTBEHHBIX MPEIapaToB (Jajiee COOTBETCTBEHHO -
npeieibHbIe OTIYCKHBIE LIEHBI, JEKapCTBEHHBIE Mpenapathl, 00s3aTeNbHas
niepepeructpaiysi).O0s3arenbHas nepeperucTpanus npeaeabHbIX OTITYCKHBIX IIEH Ha
JIEKapCTBEHHbIE MPENapaThl OCYIIECTBISETCS C COXPAaHEHHEM MOCIIETHUX
3apETUCTPUPOBAHHBIX (TIEPEPETUCTPUPOBAHHBIX ) TIPEIETBHBIX OTIYCKHBIX 1IEH Ha
MMMYHOOHOJIOTHYECKHE JIEKaPCTBEHHbIE MPENapaThl, IEKapCTBEHHbBIE MPenaparhl,
coJiepKalire HApKOTUUECKHUE CPEICTBA U TICUXOTPOITHBIEC BEIIECTBA, TPOU3BO/ICTBA
rocyJapcTB - WieHOB EBpa3uiickoro 3KOHOMHUYECKOTO CO03a, a TAKKE Ha JIEKAPCTBEHHBIE
npenapaTsl B IeHOBOM cerMenTe 10 100 pyOsieil, He mpeBbIaomnX NpeaeTIbHbIX
OTIYCKHBIX IIEH, ONPEJEICHHBIX C YUYETOM MOJ0KeHHI yactu 4 cratbu 61 denepanbHOro
3akoHa "OO0 oOpalleHnn JeKapCTBEHHBIX CPEICTB".

2. 3aperucTpupoBaHHbIE 0 BCTyIUIEHU B cuity DenepanbHoro 3akoHa "O BHECEHUU
n3MeHeHui B @enepaibHblil 3akoH "O0 0OpaleHnH JeKapCTBEHHBIX CPEJICTB" B YAaCTH
roCy/IapCTBEHHOI'O PETYJIIMPOBAHMSI LIEH Ha JIEKAPCTBEHHBIE IIPENIapaThl, BKIOYCHHBIE B
nepeyeHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX Mpenaparos”
npeJebHble OTIYCKHbIE [IEHbl Ha pepepeHTHBIE JIEKapCTBEHHBIE IpenapaThl MoIexar
00s13aTeNbHOMN MepeperucTpalii Ha OCHOBaHUH 3as1BJICHUH BJIaJeNbLIEB UITH JIepKaTenen
PETUCTPALIMOHHBIX YIOCTOBEPEHUI TaKUX JIEKAPCTBEHHBIX IPENapaToB
(YIOJIHOMOYEHHBIX UMM JIMII), TOJIAaHHBIX B COOTBETCTBHHM € HacToAuMMU [IpaBuiamu.

3. MunucrtepcTBo 31paBooxpaneHus Poccuiickoit deneparnuu B Teuenue 10 padounx
JTHEW CO IHA BCTYIUIEHUS B cUily nocta”oBieHus [IpaBurenscrBa Poccuiickon
®enepanun ot 16 gexadpst 2019 1. Ne 1683 "O BHeCeHHN H3MEHEHUI B HEKOTOPHIE aKThI
IIpaBurensctBa Poccuiickoit denepanuu B 4aCTU IOCY1apCTBEHHON PETUCTPALIUU U
MepepErucTpalny NpeaesibHbIX OTITYCKHBIX IIEH Ha JICKAPCTBEHHBIE ITPENapaThl,



BKJIIOUEHHBIE B [I€PEUEHb )KM3HEHHO HEOOXOUMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX
npernaparoB’, pa3MemaeT Ha CBOeM O(UIIHATIEHOM caiiTe B MH(pOPMaIMOHHO-
TeleKOMMYyHHUKaImoHHou cetu "MuTtepHet" (nanee - cetsh "MHTEpHET") 0Opamenue k
BJIAJICJIbLIAM HJTH JIEPKATEIISIM PETUCTPAIIIOHHBIX yI0CTOBEPEHHUH pedepeHTHBIX
JIEKapCTBEHHBIX MPEenapaToB (YyIOJIHOMOYEHHBIM UMH JIUIAM) O HEOOXOAUMOCTH
MPECTAaBICHNUS JOKYMEHTOB M HH(POPMAILIUH, IPETyCMOTPEHHBIX HACTOSIIUMHU
[IpaBunamu.

4. [lepxaTelb WIH BIaJeel] PETUCTPAMOHHOTO YIOCTOBEPEHHSI peepPEeHTHOTO
JIEKapCTBEHHOTO Mpenapara (YnoJHOMOYEHHOE UM JINIO) B TeueHue 40 pabounx THEH co
JIHS BCTYIUIEHUS B cuily noctaHoBieHus [IpaBurensctBa Poccuiickoit denepanu,
YKa3aHHOTO B IyHKTe 3 HacTosiux [IpaBui, npeacrasiser B MUHHCTEPCTBO
3npaBooxpaneHus Poccuiickoit denepanuu cienyromme J0KyMeHThI (Ha OyMakHOM
HOCHUTEJIE B 2 SK3EMIUISIPaxX U B AJICKTPOHHOM BH/JIC):3asiBJIeHUE 00 00s13aTeIbHOM
nepepeructpauuu B 2019-2020 romax 3aperucTpupoBaHHON NPeIeIbHON OTIYCKHOM
[IEHBI TIPOU3BOUTENS Ha pehepeHTHBIN JIEKApCTBEHHBIN NpenapaT, BKIIIOYCHHBIH B
nepeyeHb )KM3HEHHO HEOOXOAMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MpPENaparos, M0
dbopme cormacHo mpuitoxeHuro Ne 1 (asiee - 3asBJICHHE);CBEICHUS O JIMIICH3WH Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;CBE/ICHUS O PETUCTPALIMOHHOM YJOCTOBEPEHUN
JIEKApCTBEHHOT0 MperapaTa;pacueT NpeAebHOM OTIYCKHOM 1IEHbI IPOU3BOUTENS Ha
pedepeHTHBIH JeKapCTBEHHBIH Mpenapar, MpeICTaBIsIeMON s 00s13aTeIbHON
nepepeructpanuu B 2019-2020 ronax, mo ¢gopme coriacHo npuiiokeHuo No
2;uHGOPMAITUI0 0 MUHUMATBHBIX OTIYCKHBIX IICHAX HA JICKAPCTBEHHBIN Mpenapar B
MHOCTPaHHBIX rocyaapcTBax mno ¢popme cornacHo npuioxenuto Ne 3. [lepecueT 1eHsl B
MHOCTPAHHOMW BaJIIOTE Ha JIEKAPCTBEHHBIE MPenapaThl B MHOCTPAHHBIX I'OCY1apCTBaX,
yKa3aHHbIX B puiiokeHuu Ne 3 k Hactosimm [IpaBunam, B pyOsid OCyIIeCTBISETCS MO
CpeHeMY KypCy COOTBETCTBYIOIIEH HHOCTPAHHOU BaItOTHI K pyOito Poccuiickoit
®enepanun, ycraHoBiaeHHOMY LleHTpanbHbiM 6ankoM Poccuiickoit @enepanuu 3a 2018
roJ1.JlonmoTHUTENHPHO Ha OyMakHOM HOCHUTEJE MPECTABISIOTCS:CBEIeHUS (TT0 BRIOOPY
JIepIKaTeNsl WU BJa/Ielblia PErUCTPALIMOHHOTO yI0CTOBEPEHUS JIEKAPCTBEHHOTO
npenapata (yrnoJIHOMOYEHHOI'O UM JIMIA), TOATBEPKIAIOLINE OTIYCKHbIE [IEHBI
MIPOU3BOUTEINS Ha JIEKAPCTBEHHBIN MpenapaT B MTHOCTPAHHBIX TOCY1apCTBAX, YKa3aHHbBIX
B npusioxkennu Ne 3 k HacTosmum [IpaBuiiam (B 2 sK3eMIUIsipax, ¢ MepeBoIOM Ha
PYCCKHII SI3BIK);TI0KyMEHT, TTOITBEP K TAOIIUI MTOJTHOMOYHS YIIOJTHOMOYEHHOTO JIUIIA.

5. CBC,Z[GHI/ISI, MpeaAyCMOTPCHHBIC ITYHKTOM 4 HaCTOAIINX HpaBI/IJ'I, YKa3bIBArOTCs B
COOTBECTCTBHH C HGfICTByIOHIHM Ha JaTy nmoaa4yu 3asBJICHUSA pCruCTpalluOHHBIM
YAOCTOBCPCHUCM JICKAPCTBCHHOTO IIpCIiapara.

6. [lepxarens WM Biaaenel perucTpaiuoOHHOrO YI0OCTOBEPEHHUS IEKAPCTBEHHOTO
npenapara (ynoJJHOMOYEHHOE UM JIUI0) B TeueHue 40 pabouux ITHEH co JHS BCTYTUICHHS
B cuity nocranoBneHus [IpaBurensctBa Poccuiickoit denepaiuu, yka3aHHOTO B MyHKTE 3
Hacrosux [IpaBui, 00s3aH yKa3aTh B TMYHOM KaOWHETE 3asBUTENS HA TIOPTAJe MO
BEJICHUIO TOCYAAPCTBEHHOT'O PEECTPA JIEKAPCTBEHHBIX CPEACTB PEESCTPOBBIE 3aIIUCH
rOCYJIapCTBEHHOT'O PEECTpa MPEIEIbHBIX OTIYCKHBIX LIEH MPOU3BOUTENICH HA
JIEKapCTBEHHBIE TPENapaThl, BKIIOYCHHBIE B IIEPEUYCHDb KU3HEHHO HEOOXOIUMBIX U



BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB (J1ajnee - peecTp), HoIeKaIIle HCKIIFOUEHUIO
U3 peecTpa, copeprKaliue HOMEp peruCTPalMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO
npernapaTa, HaMMEHOBAHKE BIIAJENbla WIN JepKaTellsl PETUCTPaluOHHOTO
YAOCTOBEPEHUS JIEKaPCTBEHHOTO MIpenapara, HAMMEHOBaHUS TPOU3BOAUTENEH
(MIpON3BOACTBEHHBIX IOMIAIOK TPOU3BOIUTEIS), MEXKAYHAPOIHOE HEMATEHTOBAHHOE
HaMMEHOBaHHE (IIPU €ro OTCYTCTBUH -XUMUUYECKOE UM TPYHITUPOBOYHOE
HaMMEHOBAHKE), TOPrOBOE HAMMEHOBAHHE, JIEKAPCTBEHHYIO (hOpMY, 1I03UPOBKY
(KOHIIEHTpaIHIo, 00beM, aKTUBHOCTh B €IMHUIIAX JCHCTBHS), (HOPMY BBIITYCKa,
KOJIMYECTBO B MOTPEOUTENHCKON YITAKOBKE, 3apETUCTPUPOBAHHYIO IPEICIBbHYIO
OTIYCKHYIO IIEHY C YKa3aHUEeM JaThl U HOMEpa npuka3za MuHucTepcTBa
3apaBooxpanenusi Poccuiickoit denepaiivii 0 rocy1apCTBEHHOM PErUCTPaluK WIIH
MepeperucTpanuu npeaebHON OTITYCKHOM LIEHBI U (MJIM) AaThl U HOMEPA BBIITUCKHU U3
peecTpa, BIJAaHHOW BIAAEIbILy WU JIEPKATEII0 PErUCTPAIMOHHOTO YIOCTOBEPEHHUS
JIEKApCTBEHHOTO MperapaTa 1o pe3yjabTaTaM BHECEHHs] HK3MEHEHUM B peeCTPOBYIO 3aIHCh
peecTpa WK Mo pe3ysibTaTaM CHIDKEHUS 3aperuCTPUPOBAHHON MPpeIeIbHON OTITYCKHOM
LIEHbI IPOU3BOIMTENIS HA JICKAPCTBEHHBIN ITpenapar, ITPUXOBOM KO/, HAHECEHHBIN Ha
BTOPUYHYIO (MOTPEOUTENHCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO Mpernapara).

7. I1pu 00s13aTenbHON MepeperucTpaluu MNpeaeibHON OTIYCKHOM IIEHbl HA KOHKPETHBIN
pedepeHTHBIH TeKapCTBEeHHBIN Mpernapar CBEACHHs 110 BCEM YKa3aHHBIM B paMKax
OJIHOTO PErCTPAIMOHHOrO YAOCTOBEPEHNUS JIEKapCTBEHHOTO Mpernapara
MIPOM3BOJICTBEHHBIM IUIOMIA/IKaM IIPOU3BOAUTENS U (hOpMaM BBIMYCKa JIEKAPCTBEHHOTO
Ipenapara npeacTaBisoTCs 0JIHOBPEMEHHO.

8. MunucrepcTBo 3apaBooxpaneHus: Poccuiickoit @enepanun B TeueHue 15 pabounx
JTHEH CO JTHA MOJTYYEHUsl yKa3aHHBIX B MyHKTE 4 HacTosmux [IpaBun 10KkyMeHTOB 1
CBEJICHUI OCYIIECTBIISICT MPOBEPKY MX MOJHOTHI M HAMPABIISAET OJUH dK3EMILISP
JOKYMEHTOB ¥ cBeJleHu# B denepanbHy0 aHTUMOHOIIOIBHYIO CTYKOY WM TPUHUMAET
perieHue 00 0TKa3ze B 00s3aTEIbHON MepePEerucTpaIuy MpeaeIbHON OTITYCKHOM 1IEHBI Ha
pedepeHTHBIN TeKapCTBEeHHBIN Mpemnapar.

9. ®enepanbHas aHTUMOHOMONBHAS ClTy>k0a B TeueHue 70 pabouux qHEH co AHS
MOJYyYEeHUSI JOKYMEHTOB U CBEICHUI MTPOBOAUT B COOTBETCTBUHU C HACTOSIIIIUMU
[IpaBuiaMu SKOHOMUYECKUH aHAIU3 MIPeIeIbHBIX OTIMYCKHBIX 1IeH Ha pedepeHTHbIE
JIEKapCTBEHHBIE MpenapaThl, IPUHUMAET U HaNIpaBisieT B MUHHUCTEPCTBO
3apaBooxpaneHus Poccuiickor denepannu peieHue 0 CorjaacoBaHuM MPENEIbHON
OTITYCKHOM IIE€HBI WJIM 00 OTKAa3€ B €€ COTJIACOBAaHUH C YKa3aHUEM MPUYHMH OTKAa3a,
MyOMUKYeT JaHHBIE O COTJIACOBAHHOM IIeHe pe)epeHTHOTO JIEKAPCTBEHHOTO MperapaTa
Ha CBOEeM OpUIMaIbHOM caiite B ceTH "MHTepHet".

10. B ciay4yae He0OXOIMMOCTH YTOYHEHHUSI CBEICHHM, COJIEPKALINXCS B IPEICTABICHHBIX
TOKyMEHTaX, U (MJIN) MOTy4YeHHUs JOTIOTHUTEIFHON HE00X0IMMOM HHpOpMaIuu
MunucrepctBo 3apaBooxpanenus Poccuiickon ®enepauun u denepanbHas
aHTHUMOHOIOJIbHAS CITy’k0a 3ampalIiBaloT COOTBETCTBYIONINE JOKYMEHTHI U CBE/ICHUS B
MOpAJIKE, IPELyCMOTPEHHOM IyHKTaMu 12 u 14 [IpaBun rocyaapcTBEHHON perucrpanyu
U IIepEPETUCTpaliy IPEAEIbHbBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH HA JIEKAPCTBEHHBIE



rpenapaThsl, BKIIOYEHHBIC B TIEPEeYCHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX
JIEKApCTBEHHBIX MPEMapaToB, YTBEPKIACHHBIX MOCTaHOBIeHUEM [IpaBuTenbcTBa
Poccutickoit ®eneparuu ot 29 oktsi6ps 2010 1. Ne 865 "O rocygapcTBeHHOM
peryJupoBaHuU 1I€H Ha JIEKapCTBEHHBIE MpenapaThl, BKIIOYCHHBIC B IEPEYEHb KUZHEHHO
HEOOXOIMMBIX U BaKHEUIITUX JICKAPCTBEHHBIX IIpenapatoB” (nanee - [IpaBuna
perucTpanun).

11. OcHoBaHusAMH T OTKa3a B 00s13aTeNBLHON Mepepeructpanui MUHUCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanyiu npeaesibHON OTYCKHOW 1IEHbI Ha
pedepeHTHBII JeKapCTBEHHBIH Mpenapar sBISIOTCS:

a) OTCYTCTBHUE B ITPCACTABJICHHBIX B COOTBCTCTBHHU C ITYHKTOM 4 HaCTOAIIUX HpaBI/IJ'I
AOKYMCHTax CBGHGHHﬁ, MMpeaAyCMOTPCHHBIX HACTOAIIUMUA HpaBI/IJIaMI/I;

0) HempencTaBlieHNE CBEJACHNUN B COOTBETCTBHH ¢ myHKTamu 4 u 10 Hactosmmx [Ipasu;

B) pemieHue denepanbHON aHTUMOHOTIOIBHOM CITyKObI 00 0TKa3€ B COTJIACOBAHUU
MpeieJIbHON OTIYCKHOM 1IEHbI Ha pe)epeHTHBIN JIeKapCTBEHHBIN Mpenapar.

12. OcHoBanusamu i npuHATHS DenepanbHON aHTUMOHOIIOJIBHOM CITy»KO00H peleHus
00 OTKa3e B COIJIaCOBAaHHUM IPEEIIbHON OTITYCKHOM LIeHbI Ha pe(epeHTHBIH
JIEKapCTBEHHBIHN Mpernapar sBIsSI0OTCA:

a) MpeJCTaBICHUE HEJOCTOBEPHBIX CBEJICHUI;

0) mpecTaBiIeHHEe JOKYMEHTOB B HETIOJTHOM 00beMe U (MJIK) HETIOJTHOTA COAePKAIIUXCS
B HUX CBEJICHUII;

B) HEMPEJCTABIIEHUE CBEJACHUN B COOTBETCTBUU C MyHKTOM 10 HacTosimux [IpaBun;

T') IPEBBIIIICHUE TIPE/ICTABIICHHON K 0053aTeIbHON TIEpepEerucTpaIiy MpeIeabHOM
OTITyCKHOM 1I€HBbI Ha pe()epeHTHBII JeKapCTBEHHBIH Mpenapar Haj IEHOH, pacCYNTaHHON
B COOTBETCTBUU ¢ HacTosiumu [IpaBunamu.

13. ®enepanbHast aHTUMOHOIIOJIBHAS CTyk0a MpuU MPOBEPKE CBECHUM, IPEICTaBIEHHBIX
BJIAJICTIBLEM WU JACPKATEIEM PErHCTPALIMOHHOTO YOCTOBEPEHHUS JIEKAPCTBEHHOT O
npemnapara (ymoJHOMOYEHHBIM UM JIUIIOM) B COOTBETCTBUU C HacTosmuMu [IpaBunamu,
HCIIONB3YET UCTOYHHKH, COJEPKAIINE LIEHBI Ha JICKAPCTBEHHBIE IPENapaThl B
MHOCTPAHHBIX I'OCYJapCTBaxX COINIACHO MPUIIOKEHNIO Ne 3, COOTBETCTBYIOINE
TpeOOBaHUAM, MPEAyCMOTPEHHBIM IMyHKTOM 17 [IpaBui peructpauuu.

14. MunucrepctBo 31paBooxpaHeHus Poccuiickoit denepanny npuHUMaeT petieHne 0o
00s13aTeNIbHON NepeperucTpalnu NpeaeabHON OTIYCKHON IIeHbI Ha pedepeHTHBIN
JIEKApCTBEHHBIN MTpenapar B 3aBUCUMOCTH OT PELIECHUs O COTJIACOBAHUM MPEIEIbHON
OTITYCKHOM L1eHBl, mpuHsToro deaepanbHOi aHTUMOHOMOIBHOM Ty X)00ii,
OJIHOBPEMEHHO C pelieHrneM 00 00s3aTeIbHON epeperucTpaluy npeaeabHbIX



OTIYCKHBIX II€H Ha BOCIIPOU3BEACHHBIC, OMOaHAIOrOBbIC (OMOITO00HEIE)
JIEKapCTBCHHBIE TPENapaThl B 3aBUCUMOCTH OT PElIeHuUs, TpUuHATOTO DenepanbHoii
AHTUMOHOIIOJILHOM CITYKOO0H.

15. MunucrepcTBo 3apaBooxpaneHus: Poccuiickoit deaepanun B TeueHue 20 padbounx
THEW co AHA moiyyeHus peuienus OenepanbHOil aHTHMOHOIIOIBHON CITY>KOBI O
COTJIACOBAHUU MPEJEIIbHOM OTIYCKHON IIEHbI TPOU3BOIUTENS Ha pedepeHTHbII
JIeKapCTBEHHBIH Mpenapar HarnpasisieT B DegepalibHyr0 aHTUMOHOIIONIBHYIO CITyX0y B
OTHOIICHUH 3TOT0 peepeHTHOro JEKaPCTBEHHOIO Ipernapara Mo COCTOSIHUIO Ha ICHb
IIPUHATHS YKa3aHHOTO PELICHHUs IIEPEYEHb 3apEeruCTPUPOBAaHHBIX B Poccuiickoin
denepannun BOCIIPOU3BEICHHBIX, OM0aHATIOTOBBIX (OMOIOJ00HBIX) JIEKAPCTBEHHBIX
IIpeNnapaToB, MIPeIeIbHbIE OTITYCKHBIE LIEHBI HA KOTOPBIE 3apETUCTPUPOBAHBI U
BKJIIOUEHBI B PEECTP, COAepKAIIUNA HE0OX0IUMOE JIsl IPUMEHEHHSI TIOHMKAOIIIETO

ko3¢ (UIIMEeHTa ONTMCAaHUE BOCITPOU3BEICHHBIX, OMOaHAIOTOBBIX (OMOTI0T00HBIX)
JIEKapCTBEHHBIX MPENapaToB (HOMEP PETUCTPALMOHHOTO yIOCTOBEPEHUS
JIEKapCTBEHHOI'O IIperapaTa, HAMMEHOBAHUE BJIa/IEIIbLA WIN JepiKaTels
PEruCTPaLIMOHHOIO YA0CTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara, HAUMEHOBaHUS
Ipou3BouTeNEN (IPOU3BOACTBEHHBIX IJIOLIAI0K IPOU3BOIUTENS), MEKIYHAPOIHOE
HENaTEeHTOBaHHOE HaUMEHOBaHUE (IIPU €ro OTCYTCTBUM - XUMHUECKOE WU
IpyNIUPOBOYHOE HAMMEHOBAHKE), TOPrOBOE HAaMMEHOBaHHe, JIeKapCTBeHHas (hopma,
JO3UPOBKA (KOHIIEHTpaLusl, 00beM, aKTUBHOCTb B €IMHULIAX JEHCTBUSI), BEIPAXKEHHAS B
COOTBETCTBYIOIIMX €IMHUIAX U3MEPEHHS, opMa BBITyCKa, KOTUYECTBO B
MOTPEOUTENLCKOM yITAaKOBKE, TIOCIEAHSISI ITPEIeNIbHAs OTIIYCKHAs IIeHa C YKa3aHUEM JaThl
1 HOMEpa npukaza MuHUCTEepCTBa 37ipaBooxpaHenust Poccuiickoit denepanuu o
perucTpanuy WiM nepeperucTpauuu npeaeabHOl OTIYCKHON EHbI U (UI1) JaThl U
HOMEpA BBIIMCKHU U3 PEECTPA, BBIITAHHOW BIIAJEIIbILy WU IE€PKATEI0 PETUCTPALMOHHOIO
YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara o pe3yJjibTaTaM BHECEHUS U3MEHEHUN B
PEECTPOBYIO 3aIMCh PEECTPA WM 10 PE3yJIbTaTaM CHUKEHUS 3apETUCTPUPOBAHHON
MIPEACIIBHON OTITYCKHOM LIEHBI Ha JIEKAPCTBEHHBIN MpeIapar, ITPUXOBOU KO,
HaHECEHHBIN Ha BTOPUYHYIO (TOTPEOUTENBCKYI0) YIIAaKOBKY JIEKAPCTBEHHOI'O TIpenaparta),
Ha OyMa)XHOM HOCHTEJE U B AJIEKTPOHHOM BUJIE B TAOIMYHOM Qopmare.

15.1. B cayyae eciau Ha JaTy IpUHSTHS YKa3aHHOTO B MyHKTe 15 Hactosumx [TpaBun
pemenust enepaabHON AHTUMOHOIIOJIBHOM CITy>K0BI O COTJIACOBAHUU MPEAETbHON
OTITyCKHOM 1I€HbI IPOU3BOANTENS Ha peepeHTHBIN JIeKapCTBEHHBIN NpenapaT Takou
JIEKapCTBEHHBIN Mpenapar Kak He OTBEYAIOIINN KPUTEPUSIM, YKa3aHHBIM B ITyHKTE 11
cratbu 4 denepanpHoro 3akona "OO oOpalieHnH JeKapCTBEHHBIX CPEACTB", HE SBISETCS
pedepeHTHBIM JIeKapCTBEHHBIM IIpenapaToM, MUHHUCTEPCTBO 3/IpaBOOXPAHEHHUS
Poccuiickoit deneparun yBeIOMIISIET AepaKaTEN WIHA BIAAENbIAa PErUCTPAMOHHOTO
yJIOCTOBEpPEHHsI JIEKApCTBEHHOT'O Npenapara (YnoJIHOMOYEHHOE UM JIULIO),
Mpe/ICTaBUBIIETO TOKYMEHTHI, YKa3aHHbIE B yHKTe 4 HacTosmux [IpaBun, 06 aTom, a
TaKke 00 OCYIIECTBICHUH B OTHOILIEHUH JAHHOTO JIEKapCTBEHHOTO Iperapara
(BocTipon3BEeCHHOTO, OM0aHATIOTOBOTO (OMOTTOA00HOTO) 00s3aTEIHPHON
IepeperucTparnuy npeaeaIbHON OTIIYCKHOM 1IEHbI Ha JIEKAPCTBEHHBIN Mpernapar B
COOTBETCTBHUHM C MyHKTamMu 15, 39 nnu 41 HacTosiiumx [IpaBun u Bo3BpaniaeT 1epKaTeinro
WJIM BJIAJIENIBIlY PETMCTPALMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOTO TIpenapara



(YIIOJIHOMOYEHHOMY MM JIUILY) IPEJICTaBICHHbIC IOKYMEHTHI.

(ITynkT gononHuTenbHO BKiItodeH ¢ 20 HosiOpst 2020 roga nmoctaHOBICHUEM
[IpaBurenscTBa Poccuiickoit deneparuu ot 18 HosOpst 2020 roma Ne 1858,
pacnpocTpaHseTcsl Ha IpaBOOTHOLIEHUs, Bo3HUKIIME ¢ 1 mapTa 2020 rona)

15.2. B cayuae ecaun Ha 1 mapta 2020 r. IeKapCTBEHHBIN IIpenapaT B COOTBETCTBUHU C
TpeboBanusiMu nyHKTa 11 cratbu 4 denepanpHoro 3akona "OO6 oOparieHUN
JIEKapCTBEHHBIX CPENICTB" ABIsIETCS peePEHTHBIM JIEKAPCTBCHHBIM TIPEapaToM,
MunucrtepcTBo 3apaBooxpanenusi Poccuiickoit denepanyiy HanpapisieT ASp>KaTeNio Uin
BJIAJIENIBILY PETHCTPALIMOHHOTO yI0CTOBEPEHUS JICKAPCTBEHHOTO IIpenapara
(YITOTHOMOYEHHOMY MM JIMITY) YBEIOMJICHHE 00 3TOM U 0 HEOOX0IUMOCTH
MpEeACTaBICHUS JOKYMEHTOB, YKa3aHHBIX B MyHKTe 4 HacTosiuux [IpaBui, B Teuenue 10
pabounx AHEH co THS MOMyUeHUsl yKa3aHHOTO YBEeAOMIICHUSI MUHHUCTEpCTBA
3apaBooxpanenus Poccuiickoin denepanuu.

(ITlynkt nononuutenbHO BkItoueH ¢ 20 HosOps 2020 roga mocTaHOBIEHUEM
[IpaButensctBa Poccuiickoit @enepanuu ot 18 Hos6psa 2020 roga Ne 1858,
pacrpocTpaHseTcs Ha MPaBOOTHOIIECHUS, Bo3HUKIIKE ¢ 1 mapta 2020 roma)

16. MunucrepcTBo 3apaBooxpaneHusi Poccuiickoit @enepanuu B Teuenue 15 pabounx
JHEH co AHA noiydyeHus peuieHus denepanbHO aHTUMOHOIIOJIBHOMN CITy>KObI 00 0TKa3e
B COTJIACOBAHUU TPEICIBHOM OTITYCKHOMU IIeHBI Ha pe()epEeHTHBIN JIEKapCTBEHHBIN
Ipernapar NpUHUMAaeT COOTBETCTBYIOLIEE PElIeHNEe 00 0TKa3e B 00s13aTeIbHON
MepPEePETUCTPAINH MTPEACTHLHOM OTITYCKHOH IIEHBI Ha pe)epEeHTHBIN JICKaPCTBEHHBII
npenapart.lIpu npuHsTHN perieHus 00 0TKase B 00s3aTeIbHOM NepeperucTpaium
IIpEeACIIBHON OTITYCKHOM LIEHBI Ha JIEKAPCTBEHHBIN npenapat MUHHUCTEPCTBO
3npaBooxpaHeHust Poccuiickoit @enepannu B Cpok, He MPEBBIIAOLINN 5 pabouux qHEH
co JHs noay4yeHus peuienust OenepaibHON aHTUMOHOIOIBHON CITYXKObI, YBEOMIISET
JieprKaTelsd Ui BIalelbla PETUCTPALlHOHHOTO Y IOCTOBEPEHMS JIEKAPCTBEHHOTO
npenapata (yHOoJIHOMOYEHHOE UM JIUI0) B TUCbMEHHON (hopMe O MIPUHATOM PELIeHUH (C
U3JI0KEHHUEM TPUYMH OTKa3a).

17. B ciydae ecnu aeprKaTesieM WM BIAAEIbLEM PETUCTPALMOHHOIO yIO0CTOBEPEHUS
pedepeHTHOTO JIeKapCTBEHHOTO Mpenapara (yrnoJIHOMOYEHHBIM UM JIMIIOM) B TeueHue 15
pabouux qHEN co AHS NPUHATUS MUHUCTEPCTBOM 3/1paBooXpaHeHus Poccuiickoit
®enepannu pemeHns 00 oTkase B 00s3aTeIbHON NepeperucTpanuy npeaeabHou
OTITYCKHOMH LI€HBI Ha pe(epeHTHBIN JeKapCTBEHHBIN MpenapaTr MOBTOPHO MPEACTaBIECHBI
B MuHucTepcTBO 3/1paBooxpaneHus Poccuiickoit @eaepanuu 10KyMEHTHI B
COOTBETCTBHUHM C IMyHKTOM 4 HacTosmux IIpaBui, cpoku paccMOTpeHUs TOBTOPHO
MTOAAHHBIX JOKYMEHTOB OIPEAEIIAOTCSA B COOTBETCTBUH ¢ MyHKTaMu 10 u 13 IIpaBun
PEruCTpaLyH.

18. IIpu o0s3aTeNBHOMN MTEpEPETUCTPAIIUH TIPEIeTIbHAS OTITYCKHAS 1IeHa Ha pedepeHTHBIN
JIEKapCTBEHHBIN Mpernapar Ui KaKI0H JeKapCTBEHHON (OPMBI, JO3HPOBKU
(KOHIIEHTpAIMH, AKTUBHOCTH B €IMHUIIAX JICUCTBHUS) M OOIIETO KOJIUYECTBA BO
BTOPUYHOM (TOTPeOUTETHCKOI) yITakoBKe 6e3 ydeTa (hOpMbI BBIITYCKA, 32 HCKIFOUEHUEM
citydasi, IpeIlyCMOTPEHHOTO0 IMyHKTOM 21 Hactosmux [IpaBui, HE MOXKET IPEBBIIATD:



a) pa3Mep MUHUMAaJIbHOW OTITYCKHOH LIeHbI Ipou3BoauTeNs (0e3 yuera
IIPOM3BOJICTBEHHBIX IUIOIAJ0K POU3BOANUTENS) HA TAKOM JIEKApCTBEHHBIN Npenapar B
MHOCTPaHHBIX I'OCYJapCTBaX, YKa3aHHbIX B MpriokeHnn Ne 3 k Hactosuum [IpaBunam
(c yueTom pacxo/i0B, CBA3aHHBIX C TAMOXXEHHBIM O(OPMIICHHEM), pACCUMTAHHBIA Ha
OCHOBAHUU JIAaHHBIX, YKa3aHHBIX B IpuiioxkeHuu Ne 2 k HactosmuM IIpaBuitam;

0) paHee 3aperucTpUPOBAHHYIO (TIOCIETHIOK MTEPEPETUCTPUPOBAHHYIO) MPEIETbHYIO
OTIIyCKHYIO IIEHY Ha 3TOT JIEKapCTBEHHBII Mpenapar;

B) IIPEIEIIbHYIO OTIIYCKHYIO IIEHY Ha JIEKapCTBEHHBIN MTpernapar, ONpeeIeHHYIO C
yuetoM nyHKTa § [IpaBui peructpann, 3a HICKJIOYEHUEM CITy4YaeB, IPEIyCMOTPEHHBIX
MyHKTOM 6 HacTosiuux [IpaBui.

19. TIpu oGs3aTenbHON NEpeperucTpaluu ¢ yuetom myHkra 18 nacrosmux [IpaBun B
pamMKax OJHOr0 TOProBOI0 HAUMEHOBAHMUS JIEKAPCTBEHHOI'O IIPErapara ¢ yueToM
M3MEHEHUs TOPrOBOr0 HAMMEHOBAHUSI JIEKAPCTBEHHOTO Mperapara AJis BCceX
MOJJICKALUX CHUKEHHIO 3apPETUCTPUPOBAHHBIX (IIEPEPETUCTPUPOBAHHBIX ) IPEIEIbHBIX
OTITYCKHBIX IIeH Ha peepeHTHBIN JeKapCTBEHHBII Mpenapar Ipou3BOIUTENeH
(IpOU3BOACTBEHHBIX IJIOLIAI0K IPOU3BOJUTENS), YKa3aHHBIX B paMKax OJHOIO
PETUCTPALIMOHHOTO YAOCTOBEPEHUS, IO pe3yibTaTaM 00s13aTeNIbHON MepeperucTpaluy B
peecTpe ycTaHaBIMBAETCs €UHAas Mpe/ielibHasl OTIIyCKHasl [IeHa Ha JIEKapCTBEHHBII
npenapart IJIs Kaxk/10i JIeKapcTBEHHOU (hOPMBI, TO3UPOBKH (KOHIIEHTPALIMHU, AKTUBHOCTH
B €IMHUIAX JCUCTBHS) U OOIIETO KOJIMYECTBA BO BTOPUYHOH (ITOTPEOUTEITBCKOI)
ymnakoBKe 0e3 yueTa (popMbl BBIITYCKa, 32 UCKIIOYSHHUEM CITydasi, IPeIyCMOTPEHHOTO
nyHkToM 21 HacTtosamux [Ipasui.

20. B cnyuae eciiu B paMKax 0JTHOTO TOPrOBOIO HAMMEHOBaHUS pehepeHTHOTO
JIEKapCTBEHHOI'0 IIpernapaTa ¢ yueToM U3MEHEHHsI TOPTrOBOI'0 HAaUMEHOBAHHUS
JIEKapCTBEHHOTO Mpenapara 3aperucTpupoBaHHas (IepeperucTpupoBaHHasi) peienbHas
OTITyCKHAasl 1IeHa JIJIsl OJJHOT'O MJIM HECKOJIBKUX MPOU3BOIUTENEN (IPOM3BOACTBEHHBIX
IUTOIIAJIOK TPOU3BOINTENIS), YKA3aHHBIX B PAMKAX OJHOTO PETUCTPALMOHHOTO
YAOCTOBEPEHUS, HIKE, UYEM IIpeJieNIbHAs OTIYCKHAs 11€Ha, paCCUUTAaHHAasl B COOTBETCTBUU
¢ myHKToM 18 Hacrosmux IIpaBui, oTa 11eHa NOANIEKUT COXPAaHEHUIO B peecTpe.B cirydae
eclIn JJi peepeHTHOro JIEKapCTBEHHOIO IIpernapaTa ¢ 0JHOH JIeKapCTBEHHOU (hopMoH,
JI03UPOBKOM M OOLIMM KOJIMYECTBOM BO BTOPUYHOM (ITOTPEOUTENBCKOM) YyIIaKOBKE
3aperucTpUPOBAHO HECKOJIBKO MPEAETbHBIX OTITYCKHBIX II€H, ITpeieibHast OTIYyCKHast
LIEHA Ha JIEKaPCTBEHHBIN Mpenapar He MOXKET NPEBBIILIATh MUHUMAIBHYIO U3
3aperucTPUPOBAHHBIX MPEENbHBIX OTITYCKHBIX IIEH (C y4eTOM MocIeaHeH
NepeperucTpUPOBAHHOM 1IEHbI, 0€3 yueTa IPOU3BOICTBEHHBIX IIONIAI0K
MIPOU3BOJIUTENISA) C YIETOM CBEICHUN O HAJTMUUU 3aPETUCTPUPOBAHHBIX MPEAETBHBIX
OTITYCKHBIX II€H 3asBJISIEMOr0 JEKAPCTBEHHOT'O IIpernapara CoriacHoO NpUII0KeHn o Ne 4.

21. B cnyuae eciii MUHUMAJIbHBIM yPOBEHb IIEH peepeHTHOr0 JIeKapCTBEHHOTO
npernapaTa Ha pa3inuHble GOpPMBI BIITyCKa (IIMPUI-PYUKH, KAPTPUIKH THOO0 UHBIE
(opMBI BBIITyCKa, COBMECTHUMBIE C YCTPOICTBaMU BBEACHUS (IPUMEHEHUS ) WK
SIBJIAIOIIMECS YyCTPOWCTBaMU BBEJIEHUS (IIPUMEHEHUS) B OJHOM U3 TOCY1apCTB,



yKa3aHHbIX B nmpuiiokeHun Ne 3 k HacTostimuMm [IpaBunam, pazinudaercs 6omnee yem Ha 10
MIPOLICHTOB, TP 00A3aTEIBHON MIEPEePETUCTPALIUU TTPEICTBHBIX OTIYCKHBIX IIEH Ha
yKa3aHHbIN pedepeHTHbIN JIEKapCTBEHHBIN Mperapar JOIMyCKaeTcsl yCTaHABIUBATh
MpeIeIbHYI0 OTIYCKHYIO IIeHY Ha KXAYI0 U3 TaKuX ()OpM BBIITYCKA JIEKAPCTBEHHOTO
npernapara.

22. IlpenenbHas OTIyCKHAs IieHa Ha peepeHTHBIN JICKapCTBEHHBIN MperapaT B Cirydae,
IIPelyCMOTPEHHOM IIYHKTOM 21 Hactosmux [IpaBuii, ycraHaBiIMBaeTcss HA OCHOBAaHUU
MUHUMAaJIbHON OTITYCKHOM LIEHBI MPOU3BOAUTENS (6€3 yueTa Mpou3BOICTBEHHBIX
TUTOIIAI0OK ITPOU3BOIUTENIS1) HA COOTBETCTBYIOIINE (DOPMBI BBIITYCKA TAKOTO
JIEKaApCTBEHHOTO MperapaTa B TOCyAapcTBax, yKa3aHHbIX B puiiokeHnu Ne 3 k
HacToauM IIpaBunam (¢ yueToMm pacxo/0B, CBA3aHHBIX C TAMOXKEHHBIM
odopmiienuem).IIpu 3TOM MakcuManbHasi pa3HULIA MEXKY MPEACTbHBIMUA OTITYCKHBIMU
[IEHAMH{ Ha TaKO# peq)epeHTHBIN JEKapCTBEHHBIN MpenapaT B pa3IndHbIX (hopmax
BBIITYCKa, COMIOCTABUMBIX IO JIEKAPCTBEHHOH (opme, T03UPOBKe (KOHIIEHTPAIUHY,
aKTUBHOCTH B €UHUIIAX ACUCTBUS) U OOIIEMY KOJIMYECTBY BO BTOPUUHOMN
(mOTpeOuTENbCKON) YIIaKOBKE, HE MOXKET MpeBbImaTh 90 IpoIeHTOB.

23. O0s13aTenbHas nepeperucTpanys npeaeabHbIX OTIYCKHBIX IIEH Ha
MMMYHOOHOJIOTHYECKUE JICKApCTBEHHBIE MTpenaparhl (BaKIIMHbI) OCYIIECTBISETCS B
COOTBETCTBHUH C TPEOOBAHUSIMH, yCTAHOBJICHHBIMHU 151 pe(hePEHTHBIX JICKAPCTBEHHBIX
Ipenaparos.

24. 3aperucTpupoBaHHbIC IPEICIbHBIE OTIYCKHBIC IIEHBI HA BOCIIPOU3BEICHHEIE,
O6noanasorosbie (OMOMOAO0HEIE) JIEKAPCTBEHHBIE MTPENapaThl MOJIEkKAT 00A3aTEITHHOM
nepeperucTpanuu 0e3 MpeCTaBICHHs 3asIBICHUS BIaJAeNbllaMU WIIN JepKaTelsIMu
PETHCTPAIIMOHHBIX YIOCTOBEPCHHI TAaKHUX JICKAPCTBEHHBIX MPEMapaToB
(YITOTHOMOYEHHBIMU UMHU JIUIIAMHU).

25. Ilpu 00s3aTenbHOM nepeperucTpauu npeseiibHas OTIIyCKHas [IeHa Ha
BOCIIPOU3BE/ICHHBIH, OM0aHaI0roBbIHM (OMOMOA00HbII) JTeKapCTBEHHBIN penapaT JUIs
KaXX/10# JIeKapCTBEHHOH (POPMBI, TO3UPOBKH (KOHIIEHTPAIIUH, AaKTUBHOCTH B €IMHUIIAX
JeCTBHS) U OOIIET0 KOJTUYECTBAa BO BTOPUYHOM (MMOTPEeOUTENBCKOMN) yIIakOBKe 0e3 yueTa
(hopMBI BBITTyCKa, 33 UCKIIIOUSHHEM CITydasi, TPeTyCMOTPEHHOTO ITYHKTOM 21 HaCTOSIINX
IIpaBui, HE MOXKET MPEBBILIATD:

a) paHee 3aperuCTPUPOBAHHYIO (TIOCIEIHION MEPEPErUCTPUPOBAHHYIO) MPEACTbHYIO
OTHYCKHYIO IIEHY TPOU3BOJIMTEINS HA ATOT JICKAPCTBEHHBIN ITpenapar;

0) mpelenbHYI0 OTIIYCKHYIO LIEHY Ha 3TOT JIEKAPCTBEHHBIN Mpenapar, ONpeesIEHHYIO C
yueToM TpeboBaHmii myHkTa 8 [IpaBui peructparuu 6e3 ydyera npeieiabHbIX OTIYCKHBIX
ICH, UCKIIIOYCHHBIX B COOTBETCTBUU C ITYHKTOM 6 HaCcTOAIIUX HpaBI/IH;

B) JUIsl JISKAPCTBEHHOT'O Mpenapara (3a UCKII0YeHnEeM Op(paHHOTo JeKapCTBEHHOTO
npernapara), - lleHy, paCCUUTaHHYIO B COOTBETCTBUH ¢ pazzaenoM VIII meTonuku pacuera
MIPEACIIBHBIX OTIIYCKHBIX LIEH IIPOU3BOJUTEIIEH Ha JIEKAPCTBEHHBIC IIPENapaThl,



BKJIFOUEHHBIE B IIEpEUYEHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX JICKapCTBEHHBIX
MPEIapaToB, YTBEPKACHHOM nnocTaHOBIIeHHEM [IpaButenscTBa Poccuiickoit @enepanuu
ot 15 cents6ps 2015 1. Ne 979 "O BHeceHHHM N3MEHEHHI B TIOCTAHOBJICHUE
[TpaButenscTBa Poccuiickoit @enepanyu ot 29 oktsadps 2010 r. Ne 865 u 06
YTBEPKICHUHM METOJMKH pacyeTa INpeesIbHbIX OTIIyCKHBIX LIEH IPOU3BOAUTEIEH HA
JICKapCTBEHHBIE MTPETapaThl, BKIIOYCHHBIE B IEpPEUYEHb )KU3HEHHO HEOOXOIMMBIX U
BAKHEHILNX JIEKAPCTBEHHBIX IPENapaToB, IPU UX TOCY1apCTBEHHON PErUCTpaluu U
nepeperucTpanuu” (gajee - METOIMKa), C MPUMEHEHUEM MTOHIDKAIoIIero Kodddunuenra
B OTHOLLICHUH NEPEPEruCTPUPOBAHHON B 0053aTEILHOM HOPSI/IKE B COOTBETCTBUHM C
Hacrosumu [IpaBunamu npeneabHON OTIIYCKHOM LIEHBI HA COOTBETCTBYIOIIUN
pedepeHTHBIH JeKapCTBEHHBIH Ipenapar. 3HaueHus MOHWKarolero ko3gduuuenra,
MPUMEHSEMOT0 TpH 00s13aTebHOM nepepeructpanuu B 2019-2020 rogax npeaeabHbIX
OTITYCKHBIX IIeH IPOM3BOIUTENEH Ha BOCIIPOU3BEICHHbIE, OMOaHATIOrOBbIE
(6uorono0HbIE) IEKAPCTBEHHBIE TIPENapaThl, ONMPEALISIOTCA 10 GopMyJiaM pacuera
COIVIACHO MpuioxkeHuto Ne 5;

I') A5 OppaHHOrO JEKapCTBEHHOT'O Mpernapara - pe/iebHyI0 OTIYCKHYIO LIEHY Ha
COOTBETCTBYIOIINI ped)epeHTHBIH JIeKapCTBEHHBIN Mpenapar, nepeperucTpupoBaHHYIO B
00513aTeJIbHOM MOPSAKE B COOTBETCTBUU ¢ HacTosuMu [IpaBuiiamu.

26. [1pu o0s3aTENBHOM MEpEpPErucTpaliuy ¢ y4eTOM MyHKTa 25 Hactosmux [Ipasui B
paMKax OJJHOrO TOProBOro HAMMEHOBAHUS JIEKAPCTBEHHOI'O IpenapaTa ¢ y4eToM
M3MEHEHHs TOPrOBOTO HAMMEHOBAHMUS JICKAPCTBEHHOTO IIperapara Jjisi Bcex
NOJUIeXkKAIUX CHHYKEHUIO MPEJIeNIbHBIX OTIYCKHBIX 1IEH Ha BOCIPOU3BEICHHbIE,
Ounoanasnorosbie (OMOMOAOOHKIE) JIEKaPCTBEHHBIE TIPEenapaThl MPOU3BOIUTEICH
(MpOM3BOJCTBEHHBIX IJIOIIAJOK TPOU3BOANTENS), YKa3aHHBIX B paMKax OJJHOTO
PETUCTPAIIOHHOTO YJIOCTOBEPEHHUS, TI0 Pe3yJIbTaTaM 0053aTeIbHOW NePEePErHCTPALINN C
yueToM myHKTa 29 Hactosmux [IpaBuin B peecTpe yCcTaHaBIMBAIOTCS €IUHBIE
npeesbHbIEe OTITYCKHBIE [IEHBI Ha JIEKapCTBEHHBIE MTPENapaThl ISl KX 101
JIeKapCTBEHHOM (POPMBI, JO3UPOBKH (KOHLIEHTPALIMH, aKTUBHOCTH B €IMHUIIAX ACHCTBUS)
1 O0IIEero KOJMYECTBA BO BTOPUYHOM (MTOTPEOUTENLCKOM) yIIaKoBKe 03 yueTa (GopMbl
BBIITYCKa, 32 UCKJIFOUEHUEM CITydasi, IPeAyCMOTPEHHOT0 MyHKTOM 30 HacTOSIIIUX
[Ipasui.

27. B cny4ae eciii B paMKax OJIHOTO TOPTOBOTO HAMMEHOBAHHUS BOCIIPOM3BEJICHHOTO,
O61oaHaNoroBoro (0Momog00HOT0) JEKAPCTBEHHOTO Mpernapara ¢ y4eToM U3MEHEHUs
TOPrOBOI'0 HAUMEHOBAHHMS JICKAPCTBECHHOTO TIperapaTa 3aperucTpupOBaHHAS
(mepeperucTprupoBaHHas) IpeaebHAs OTIMYCKHAS [IeHa ISl OJTHOTO MU HECKOIBKHUX
pou3BoauTeNel (MPON3BOACTBEHHBIX IJIOUIAI0K TPOU3BOIUTENS), YKa3aHHBIX B paMKax
OJTHOTO PErHCTPAIIMOHHOTO YAOCTOBEPEHUs, HIKE, YeM TpeiebHast OTIYCKHAs IIeHa,
paccuruTaHHasd B COOTBETCTBUH C ITYHKTOM 25 HACTOAIINX HpaBI/IH, 9Ta OCHA MMOJJICKUT
COXpPaHEHUIO B peecTpe.B ciydae eciu st BOCIIPOU3BEACHHOTO, OMOaHAIOTOBOTO
(6rormog00HOTO) JIEKAaPCTBEHHOTO TIpernapara ¢ OJHON JIeKapCTBEHHOH (hOpMOH,
JO3UPOBKOM M OOIIMM KOJIMYECTBOM BO BTOPUYHOM (TIOTPEOUTENHCKOI) YITaKOBKE
3apCTUCTPUPOBAHO HECKOJIBKO MPEACIIBbHBIX OTITYCKHBIX ICH, IPEACIbHAA OTITYCKHAs
[[eHa TPOM3BOANTENS Ha IEKAPCTBEHHBIN Mpernapar B paMKaxX OJHOTO PETUCTPALMOHHOTO



YAOCTOBEPEHUS HE MOXKET NPEBBIIIATh MUHUMAJIBHYIO U3 3apETUCTPUPOBAHHBIX
IIPEACIIBHBIX OTIIYCKHBIX LIEH C Y4ETOM UX IIEPEPErUCTPaLUH, 3a UCKIIIOUEHUEM
IIPEEIbHBIX OTIIYCKHBIX LIEH, HCKIIOYEHHBIX B COOTBETCTBUU C IIyHKTOM 6 HACTOSIIMX
IIpaBui.B cayyae ecau B paMKax OJHOTO PETMCTPALIMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O IIpelapaTa 3aperuCTpUPOBaHbI LICHBI HA BOCIIPOU3BEICHHBIM,
O1oaHaIoroBbIi (OMOMOAOOHBIH) JIEKAPCTBEHHBIN IpenapaT MPOU3BOAUTES
rocyapcTBa - 4wieHa EBpa3suiiCKoro 5KOHOMHYECKOTO COI03a M HHOCTPAHHOTO
IIPOU3BOJCTBA, MUHUMAJIbHAS U3 3aPETUCTPUPOBAHHBIX NIPECIIbHBIX OTITYCKHBIX LICH
OIIPEAEIIAETCS C COXPAaHEHUEM NIPUHAIIEKHOCTU IIPOU3BOIAUTENSA K TOCYIapCTBY - YICHY
EBpa3suiickoro 3kOHOMHU4€ECKOIr0 COK3a WM HHOCTPAHHOMY IIPOU3BOAMUTEIIIO.

28. B cnyuae eciu o pe3ysbraTaM 00s3aTeIbHON MepeperucTpaluy B paMKax
MEX/yHapOAHOI0 HEMATeHTOBAHHOTO HAaMMEHOBAHUs (IIPU €ro OTCYTCTBUU -
IPyNIUPOBOYHOTO MJIM XUMUYECKOT0) U JIEKApCTBEHHOM (OPMBI HA COOTBETCTBYIOLUI
pedepeHTHBIH JeKapCTBEHHBIH IIpenapaT yCTaHOBJIEHbI Pa3JInYHbIE MTPEe/IbHbIE
OTITyCKHBIE [IEHBI, IPUMEHSETCS cpeliHee apuPpMEeTHIECKOEe 3HAUCHHE TOHMKAOIIIETO
KO3 pHLIMEHTa, PACCUNTAHHOE Ha OCHOBAHUHU YCTAaHOBJIEHHBIX I10 pe3yJIbTaTaM
00s13aTeNIbHON NIEPEePErHCTPALNH TPEACTBHBIX OTITYCKHBIX IIeH Ha peepeHTHBIN
JIEKapCTBEHHBIN IIpernapar.

29. B ciydae eciu B paMKax OJHOIO PETUCTPALIMOHHOIO y10CTOBEPEHUS
JIEKapCTBEHHOT'0 Mpenapara 3aperucTpupoBaH BOCIIPOU3BEICHHbIH, 610aHAIOrOBBIH
(Orono100HBII) JTeKapCTBEHHBIH NpenapaTt IPOU3BOAUTENS TOCY1apCTBa - WieHa
EBpa3uiickoro 3kOHOMHU4€ECKOI0 COX03a 1 HMHOCTPAHHOTO MPOM3BOACTBA, LIEHBI AJIs
YKa3aHHOT'O JIEKAPCTBEHHOTO IIPeNapara pacCYUTHIBAIOTCS B COOTBETCTBUU C Pa3AeIoM
VIII MeTouKy ¢ MpUMEHEHHEM MOHMKAIOIUX KO3 PUIIMEHTOB, 3HAUEHUS] KOTOPBIX
ONPEIENAIOTCS B COOTBETCTBHUM € IpuioxeHneM Ne 5 k HacTosiiuum [IpaBunam.

30. B cimydae ecnu npesienbHas OTIYCKHAs LIEHA HA pe()ePEeHTHBII JIEKapCTBEHHBII
IIpenapaT yCTaHOBJIEHA B COOTBETCTBUM ¢ ITyHKTamu 21 u 22 Hactosamux IIpaBui, pacuer
MpeieIbHBIX OTIYCKHBIX 1IEH Ha BOCTIPOU3BECHHbIN, OM0aHaIoroBbli (610m0100HbII)
JIeKapCTBEHHBIH Mpenapar OCyIeCTBIIAETCS B COOTBETCTBUU C MMyHKTaMu 24-27
HacToamux [IpaBui 11t Kax 101 GOpMBI BBITYCKa UCXOS U3 IPEAEIbHBIX OTITYCKHBIX
LIEH Ha COOTBETCTBYIOLIHME (hOPMBI BEIITyCKa pe)epeHTHOIO JIEKAPCTBEHHOIO IIpenapara.

31. ®enepanpHas aHTUMOHOIIOJIbHAS CITy>k0a B TeueHne 60 pabouux IHEN co THs
nosy4yeHus oT MuHucTepeTBa 3apaBooxpanenus Poceuiickon denepanny CBEICHUN,
MIPEAYCMOTPEHHBIX MyHKTOM 15 HacTosimmx [IpaBui, mpoBOAUT B COOTBETCTBHH C
HacToAmmMu IIpaBunamMu 1 METOMKON pacyeT NPeAEIbHbBIX OTIYCKHBIX LIEH Ha
BOCIPOU3BE/IEHHBIE, OMOaHaAIOTOBbIE (OMOIO100HbIE) IEKaPCTBEHHbIE MpenapaTkl, a
TaKXke MyOIMKyeT Ha CBoeM O(pUIIHaTbHOM caiite B ceTd "MHTepHeT" U 0JTHOBPEMEHHO
HanpasisieT B MuHucTepcTBO 3apaBooxpaneHus Poccuiickoit @enepanuy yka3aHHBIN
pacuer nmpeaeNbHbIX OTITYCKHBIX 1I€H Ha BOCIIPOU3BE/ICHHbBIE, O0aHAIOTOBbIE
(6rorog00HbIE) JIEKApCTBEHHBIE TIPENapaThl, COIEPKAIIHI HOMEP PETUCTPAIMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO NIpenapaTa, HAUMEHOBAaHHUE BIIAJIENIbLIa WM JEPKATEIS
PEruCTPAIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara, HAUMEHOBaHUS



npou3BoauTeNel (MPON3BOACTBEHHBIX IIOUIAI0K TPOU3BOIUTENIS), MEKIYHAPOTHOE
HEMaTeHTOBaHHOE HAaMMEHOBaHUE (IIPU €ro OTCYTCTBUHU - XUMHUECKOE WIIN
rpyNIUpPOBOYHOE HAMMEHOBAHKE), TOPrOBOE HAMMEHOBaHUE, JIEKAaPCTBEHHYIO (Gopmy,
J03UPOBKY (KOHIEHTPAIHIO, 00bEM, aKTHBHOCTD B €IMHUIAX ACUCTBUS), GOpMY
BBIITYCKa, KOJMYECTBO B MOTPEOUTENBCKON yITAaKOBKE, MPEACIBHYIO OTITYCKHYIO LIEHY,
paccuntanHyto DenepaabHON aHTUMOHOIIOJIBHOM CITY>KOOH, IITPUXOBOH KOJI,
HaHECEHHBIH Ha BTOPUYHYIO (MIOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHOIO MIperapaTa)
(Ha OyMa)KHOM HOCHTEIIE U B 3JIEKTPOHHOM BHJIe B TAOTUYHOM (opMaTte).

32. [Ipu HeoOX0AUMOCTH YTOUYHEHHS HHPOpMaLnK, TpeOyeMO Ui MPOBEICHUS pacueTa
MPEACIIbHBIX OTITYCKHBIX IICH Ha BOCIIPOU3BEACHHBIN, OMO0aHAIOTOBBIN (OMOITOA00HBIH)
JIEKapCTBEHHBIH Mpenapar, COOTBETCTBYIOLINE CBEACHNUS 3alPAIIMBAIOTCS B IIOPSJIKE,
peIycMOTpeHHOM yHKTOM 14 IIpaBun peructpauuu.

33. MunucrepcTBo 31apaBooxpanenus Poccuiickoit @enepannn B Teuenue 20 padbounx
IHEH co AHA noiydyeHus ot denepanbHON aHTUMOHOIIOJIBHON CITyKObI peleHus 0o
YTBEPKICHUM pacyeTa IpeesIbHbIX OTIIYCKHBIX LIEH Ha BOCIIPOU3BEICHHBIE,
OuoaHasorosble (OMOMOAOOHbIE) JIEKAPCTBEHHBIE IIPENapaThl B COOTBETCTBUH C IIYHKTOM
31 macrosmumx [IpaBuin npuHUMaeT perieHne 06 00s3aTeNbHON epeperucTpauu
IIPEIeIbHON OTITYCKHOM LIEHBI HA JIEKaPCTBEHHBIN Npenapar, BHOCUT COOTBETCTBYIOINE
JTaHHBIE B PEECTP B CPOK, IIPEAYCMOTPEHHBIN IyHKTOM 6 [IpaBui BeneHus
roCyIapCTBEHHOIO peecTpa NPEACIIbHBIX OTIIYCKHBIX LIEH IPOU3BOAUTENCH Ha
JIEKapCTBEHHbIE MPENapaThl, BKIOYEHHbIE B [IEPEUYEHDb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX MPENApaToOB, YTBEPKAECHHBIX [I0OCTAHOBICHUEM
[IpaBurenscTBa Poccuiickoit denepammu ot 29 oktsiops 2010 . Ne 865 "O
roCyIapCTBEHHOM PETYJNPOBAHNUH 1IEH Ha JIEKAPCTBEHHBIE MPENapaThl, BKIFOUEHHBIE B
nepeyeHb )KMU3HEHHO HEOOXOAMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MpEnapaToB", BbIIAET
JIEPKATEIT0 NI BJIAJENbIly PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOI O
npenapata (yrnoJHOMOYEHHOMY UM JIMILY) BBIIIUCKY M3 pUKa3za MuHHUCTEepCcTBa
3npaBooxpaneHus Poccuiickoit @enepanuu 06 00s3aTenbHOM epeperucTpanuu
MIpEeAEIIbHON OTIIYCKHOM LIEHBI HA JIEKAapCTBEHHBIN IIpenapar U pa3MenaeT
COOTBETCTBYIOIYIO HH(GOPMAIUIO HA CBOEM OQHIHAILHOM caiite B ceTH "MHTepHeT".

34. IIpuka3 MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu 06 00s3aTenbHOM
MepepErucTpaluy NpeaesibHON OTIYCKHOW LIEHBI TPOU3BOAUTENS HA JIEKAPCTBEHHbBIN
Ipenapar BCTYIIAeT B CUITy 10 UCTEYEHUU 5 MECSLEB CO IHS €0 NPUHATHS.

35. MunucrepcTBO 3apaBooxpaneHus Poccuiickoit depepanuu B mesisix coOII0ICHUS
HOpMBI yacTH 2 ctaThi 63 denepanbHoro 3akona "O6 oOpaleHnH JeKapCTBEHHBIX
CpeacTB" OTMEUaeT B pEeCTpPe COOTBETCTBYIONIYIO HH(POPMAIIHIO 000 BCeX paHee
3apeTUCTPUPOBAHHBIX (TIEPEPETUCTPUPOBAHHBIX ) MPEAETbHBIX OTITYCKHBIX IIEHAX
MIpOU3BOIUTENEN HA peepeHTHBIN H COOTBETCTBYIOIINE EMY BOCIIPOU3BEICHHEIE,
6uoanasnorosble (010MOA0OHbIE) JIEKAPCTBEHHBIE TIPENapaThl.

36. IIpu Hecornacuu ¢ npousBeneHHbIM DeepaibHOM aHTUMOHOIIOIBHOM CITY X001
pacueToM NpeAeNbHbIX OTITYCKHBIX II€H Ha BOCIIPOU3BE/IEHHbIE, OMOaHAIOTOBbIE



(6rorog00HbIE) JIEKAPCTBEHHBIC TTPENapaThl ACP>KaTeIN I BJIaJICIbIbI
PETUCTPAIIMOHHBIX yI0CTOBEPEHUI BOCTIPOU3BEIEHHBIX, OMOaHAIOTOBBIX
(6roro00HBIX) JIEKAPCTBEHHBIX MperapaToB (YIIOJHOMOYCHHBIC HMH JIUIIA) BIIPABE B
TEUEHHUE OJIHOTO KaJICHIAPHOTO MecsIia CO JHS NMPUHATHS MHHUCTEPCTBOM
3npaBooxpanenus Poccuiickoit deneparuu pemenust 06 00s3aTeIbHON
IIepepPEerucTpaluu IpeaeIbHON OTIIYCKHOM LIEHBI Ha JIEKApCTBEHHBIN IIperapar
oOparutbes B DeiepanbHyt0 aHTUMOHOIONBHYIO CITYKO0Y € 3asBICHUSIMU O IIEPECMOTpE
pacdera 3aperuCTPUPOBAHHBIX MPEACITBHBIX OTITYCKHBIX IICH HA JICKAPCTBEHHBIC
IpenapaTsl, B TOM YHCIIE B paMKaX OJJHOTO MEXKIYHapOJHOTO HEITaTEeHTOBAHHOTO
HAaMMEHOBaHMA.3asBICHHS O IEPECMOTPE PacyeTa 3aperUCTPUPOBAHHBIX MTPEICTbHBIX
OTITYCKHBIX II€H Ha JIEKapCTBEHHBIE MpenapaThl ¢ MPUIIOKEeHNEM (110 BEIOOpY Jeprkareneit
WM BJIaJIENIbLIEB PETHCTPALMOHHBIX YAOCTOBEPEHUH JIEKAPCTBEHHBIX MIPETIAapaToB,
YIOJHOMOYEHHBIX UMHU JIMI) MOTUBUPOBAHHOTO TOKYMEHTAILHOTO MOATBEPKACHUS
pacuera yKka3zaHHOH IIEHBI IPECTABISAIOTCS B DeiepaabHy0 aHTUMOHOIIONBHYIO CITYKOY
Ha OyMa)XHOM HOCHUTEJE.

37. ®enepanbHas aHTUMOHOIIOJIbHAS CTy0a B T€YEHHE OJJHOIO MecALa CO IHSA
MIOCTYIUICHHUS 3asIBJICHUN U IOKYMEHTOB, YKa3aHHBIX B MyHKTe 36 HacTosaumwmx [Ipasu,
IIPOBEPSIET pacyeT MpeleIbHbIX OTIYCKHBIX IIEH Ha BOCIIPOU3BECHHbIE, OMOaHAIOTOBBIE
(OuornonoOHbIe) JIeKapCTBEHHBIE MPENaparhl, IPU HEOOXOIUMOCTH IepecMaTpUBaeT
pacyeT NpeaenbHbIX OTIIYCKHBIX LIEH Ha yKa3aHHbIC JIEKApCTBEHHbIE IIPENaparsl,
OTMEHSET PaHee IPUHATHIE PEIICHUS U HAIPaBJsieT B MUHUCTEPCTBO 31paBOOXPAaHEHUS
Poccuiickoit @enepanuu HOBbIE PEHICHUS 00 YTBEPKICHUH pacueTa mpeaebHbIX
OTIIYCKHBIX LI€H IPOU3BOAUTEIS] HA YKA3aHHBIE JIEKAPCTBEHHBIE NTpEnapaThbl UiIU
HaIpaBJIET 3agBUTEISAM PELICHHE 00 0TKa3€e B IEPECMOTPE pacueTa NpeesIbHbIX
OTITYCKHBIX IIeH Ha YKa3aHHbIE JIEKapCTBEHHbIE IpenapaThl (¢ yKka3aHUeM NPUYUH
0TKa3a).

38. B ciiyuae ormenbl denepanbHOM aHTUMOHOIIONBHOM ciy>k00i perieHust 0o
YTBEPKACHUU pacueTa NPeAeIbHBIX OTIIYCKHBIX LIEH Ha JIEKapCTBEHHBIE IIPENapaThl
MunuctepcTBO 3apaBooxpanenus Poccuiickoil @enepariil OTMEHSIET perieHne 00
00s13aTeNIbHON NIepeperucTpaluy NpeiebHbIX OTIYCKHBIX IIEH Ha 3TH JICKapCTBEHHbIE
IpenapaThl, HCKII0YAET NepeperucTpupoBaHHbIE B 0053aT€ILHOM MOPSJIKE MIpeIeIbHbIE
OTITYCKHBIE LIEHbI HAa YKa3aHHBIE JIEKAPCTBEHHBIE NIPENapaThl U3 pEeCTpa U IPUHUMAET
HOBBIE peleHus 00 0053aTeIbHON epeperucTpaliy NpeaeabHbIX OTITYCKHBIX IIEH Ha
9TH JIEKAPCTBEHHBIE IIPENapaThl B 3aBUCUMOCTH OT PELICHUH, NPUHATHIX DenepabHON
QHTUMOHOTIOJBLHOM CITYKOOH.

39. B ciiyuae eciii B paMKax MEXIYHAPOIHOIO HEMATEHTOBAaHHOI'O HAMMEHOBAHUS U
JIEKapCTBEHHON ()OPMBI OTCYTCTBYET pedepEeHTHBIN JIeKapCTBEHHBIN TIperapar UiH 1eHa
Ha HETO HE 3apeTUCTPUPOBAHA, 3aPETUCTPUPOBAHHAS JI0 JTHS BCTYTUICHUS B CHITY
noctanosienus [IpaButenscTBa Poccuiickoii @enepannu, ykazaHHOTO B TyHKTE 3
Hacrosux [IpaBui, mpenenbHast OTITYCKHAS 1I€Ha B OTHOIIIEHHUH COOTBETCTBYIOIIETO
BOCIPOU3BEIEHHOT0, OM0aHaI0roBoro (61ono100HOT0) TEKapCTBEHHOTO TIpernapaTa
1eHoBoro cermenTa cBbiie 100 pyOreit moayiexuT 06s13aTeIbHOMN epeperucTpalny 1 He
MOXET MPEBBILIATh PAHEE 3aPETUCTPUPOBAHHYIO (IEPEPETUCTPUPOBAHHYIO) MIPEACIIBHYIO



OTITYCKHYIO IIEHY BOCIIPOM3BEICHHOT0, OM0aHAIOrOBOr0 (OMOI0100HOTO)
JIeKapCTBEHHOTO npemnapara (0e3 yuera ¢hopmbl BeIITycka).B cirydae ecnu B pamkax
OJIHOTO TOPrOBOT'0 HAMMEHOBAHMSI BOCIIPOU3BEACHHOT0, OM0aHaIOrOBOTO
(6romo100HOT0) TIEKaPCTBEHHOTO Tperapara IeHOBOro cerMenTa cBeime 100 pyo6ueii ¢
Y4€TOM M3MEHEHHS! TOPrOBOr0 HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpernapara ¢ OAHON
JIEKapCTBEHHON (OPMOii, TO3UPOBKOKM M OOIIUM KOJIMYECTBOM BO BTOPUIHOMN
(moTpeOuTEeNbCKON) YIIaKOBKE 3apEerUCTPUPOBAHO HECKOIBKO MPEENIbHBIX OTITYCKHBIX
1IeH, IIpeesibHas OTITYCKHAs 1IeHa JUIsl OTHOTO WJIM HECKOJIBKUX IPOU3BOANUTENICH
(MIpON3BOACTBEHHBIX ILJIOMIA/IOK TPOU3BOJUTENS), YKa3aHHBIX B paMKax OJHOIO
PETUCTPAIMOHHOTO YAOCTOBEPEHUS, HE MOKET MPEBBIIIATh MUHUMATIBHYIO U3 TIOCICITHUX
3aperucTPUPOBAHHBIX MPEENIbHBIX OTIIYCKHBIX IIEH (C yUeTOM UX MepeperucTpalun).
(AG3ar B perakuuu, BBeIeHHOU B eiicTBHE ¢ 3 HOsAOps 2020 roja nocTaHOBICHHEM
[TpaButenscTBa Poccuiickoit deneparuu ot 31 oktsi6ps 2020 roga Ne 1771. - Cwm.
MIpeIbIAYILYIO pelakiiiio)B ciyyae eciiu B paMKax 0JIHOIO perucTpaliOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO MpernapaTa BOCIIPOU3BEACHHBIIN, OM0aHaIOTOBBIN
(Oromno100HBII) JTeKapCTBEHHBIH MpenapaT NPOM3BOAUTCS B FOCYIapCTBE - YIECHE
EBpa3uiickoro 3kOHOMH4eCKOIr0 COH03a U HHOCTPAHHBIM MPOU3BOJAUTEIEM, MUHUMAIbHAS
13 3aperUCTPUPOBAHHBIX MPEICIIBHBIX OTITYCKHBIX IIEH OIPEICIISICTCS C COXPAaHCHHEM
MIPUHAIICKHOCTH JIEKAPCTBEHHOTO IIperapara K rocyAapcTBy - wieHy EBpasuiickoro
SKOHOMMYECKOTO COK03a UJIM HHOCTPAHHOMY ITPOU3BOIUTEIIO.

40. B ciyyae ecnu npeaenpHasi OTITyCKHAs IIeHa Ha peepeHTHBIN JTeKapCTBEHHBIH
mpernapar He epeperucTpupoBana B 0053aTeIbHOM TOPSIIKE, pacyeT IICHbI Ha
COOTBETCTBYIOIIIME BOCIIPOU3BEICHHbBIE, Or0aHaIoroBsie (61Omo100HbIE)
JIEKapCTBEHHBIE MTPETapaThl MPH €€ 00s3aTeIbHOM IMepeperucTpaiiii OCYIIECTBICTCS
denepanbHON aHTUMOHOIIOJIBHON CITyK00H ¢ yueToM TpeOoBaHM MyHKTOB 25-27
Hacrosuux [IpaBui, a Takke Ha OCHOBAHMM MUHUMAJIbHOW OTITYCKHOM LIEHBI
npou3BoauTens (0e3 yuera NpoM3BOICTBEHHBIX IUIONIAI0K POU3BOJUTENS, HO C YUETOM
pacxo/I0B, CBSA3aHHBIX C TAMOXKEHHBIM 0()OpMIICHHEM) Ha COOTBETCTBYIOLIHIA
pedepeHTHBIH JeKapCTBEHHBIH Mpenapar B MHOCTPaHHbIX TOCYAapCTBAX, YKA3aHHBIX B
npuiokeHnu Ne 2 Kk METOAMKE, C MPUMEHEHHEM MTOHIKAIOIIEro KodpGuIreHTa,
3HAa4YEeHHUs1 KOTOPOTO ONPEAETSIOTCS B COOTBETCTBUH C MpUIIokKeHHeM Ne 5 K HacTOsIIUM
[IpaBuiam.B ciyuae oTcyTcTBUS LIeH Ha peepeHTHBIN JIEeKapCTBEHHBIN Mpenapar B
MHOCTPaHHBIX FOCYIapCTBaX, YKa3aHHbBIX B MPUIIOKEHUHN Ne 2 K METO/IMKE, pacyeT LIEHBbI
Ha COOTBETCTBYIOIME BOCTIPOU3BECHHbBIE, OM0aHaIoroBble (0100 100HbIE)
JIeKapCTBEHHbIE Mpernapathl ocymiecTisercs denepanbHOi aHTUMOHOIIOIBHOMN CITy>KO0H
Ha OCHOBaHUHM MUHUMAJILHON OTIYCKHOM IEHBI IPOU3BOIUTENS HA OTOT
BOCIIPOU3BEICHHBIN, OM0aHAIOTOBBIN (OMOMOT00HBIN) IeKapCTBEHHBIN Tpenapar (06e3
ydeTa MPOU3BOACTBEHHBIX IIOMIAIOK TPOU3BOAUTEIIS) TI0 MEXKTYHAPOTHOMY
HEMaTeHTOBAaHHOMY HaMMEHOBAHHIO, JIEKApCTBEHHOH (opMe U T03UPOBKE B
WHOCTPAaHHBIX TOCYIapPCTBaX, YKa3aHHBIX B MPHIIOKEHUH Ne 2 K METOTKE.

41. MunucrepcTBo 3apaBooxpaneHus Poccuiickon @enepanyu no ncredyenuu 70
pabouux JHEW co AHA BCTYIJIEHUS B cHly octaHoBieHus [IpaButenscTBa Poccuiickoit
denepanny, ykazaHHOTO B TyHKTe 3 HactoAmux [IpaBuin, Hanpasiser B PenepaibHyo
AHTHMOHOIOJBHYIO CITY>KO0Y CIIUCOK peepeHTHBIX JEKapCTBEHHBIX MPENapaTos,



npeieibHble OTITYCKHBIE LIEHBI Ha KOTOPBIE 3apETUCTPUPOBAHBI U BKIIOUEHBI B PEECTp, HO
HE 3asBJICHBI K 0053aTEIbHON NEPEePEruCcTPallii WM B 00s13aTEILHOM IepeperucTpaium
KOTOPBIX OTKa3aHO JABaX/bl B COOTBETCTBUU ¢ MyHKTaMu 11 u 12 Hacrosmux [IpaBui, a
TaKXKe TIEPEYCHb COOTBETCTBYIONINX UM BOCIIPOU3BEICHHBIX, OMOAHATIOTOBBIX
(Oromo100HBIX) JIEKAPCTBEHHBIX MPENapaToB, MpeAebHbIE OTIYCKHbIE IIEHBI Ha KOTOphIE
3apErHuCTPUPOBAHBI U BKIIFOUEHBI B PEECTP, COACPKAIMUN HEOOXOUMOE IJIsi TPUMEHCHUS
MOHIKAIOIIEro KO3 GUIMeHTa onrcaHne BOCIPON3BEICHHBIX, OM0aHATOTOBBIX
(Omormom00OHBIX) JEeKapCTBEHHBIX IpenapaToB (HOMEp PEeruCcTPAlMOHHOTO YI0CTOBEPEHUS
JIEKapCTBEHHOT'O IIpernapaTa, HAMMEHOBAHHE BIIa/IeIblIa WIIH JepKaTens
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKApCTBEHHOTO Ipenapara, HAUMEHOBAaHUS
npousBoauTeNel (MPON3BOACTBEHHBIX IIOIIAA0K TPOU3BOIUTENS), MEKTYHAPOIHOE
HEMaTeHTOBAHHOE HAMMEHOBaHUE (IIPU €r0 OTCYTCTBUU - XUMUYECKOE HIIU
IpyNIUPOBOYHOE HAMMEHOBAHKE), TOPrOBOE HAaMMEHOBaHHe, JIeKapCTBeHHas (hopma,
03UPOBKa (KOHIIEHTpaIusi, 00beM, aKTUBHOCTh B €IMHUIIAX JIEHCTBUS ), BHIPAKCHHAS B
COOTBETCTBYIOIIMX €IMHUIAX U3MEPEHUS, opMa BBITyCKa, KOTUYECTBO B
MOTPEOUTENLCKOM yITAaKOBKE, TIOCIEAHSISI ITPEIeNIbHAs OTIYCKHAs IIeHa C YKa3aHUEM JaThl
1 HOMepa npukaza MuHucTepceTBa 3paBooxpanenus Poccuiickoit denepannu o
PEruCTpalvy WK MEPEPETUCTPAIIUU TIPEIECTbHON OTITYCKHOM 1IEHBI Ha JICKAPCTBEHHBII
npenapat u (WIK) JaThl © HOMEPa BBIMUCKU U3 PEECTpPa, BbIIAHHOM BIIaJIENIbIly HIIN
JIEpKATEI0 PErUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara 1o
pe3ysbTaTaM BHECEHHS H3MEHEHHI B PEECTPOBYIO 3aIIUCh PEecTpa, ITPUXOBOM KO/,
HAaHECEHHBIN Ha BTOPUUYHYIO (IIOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHOI'O IIperapara),
Ha OyMa)XHOM HOCHUTEJE U B JIEKTPOHHOM BHUJE B TaOnuyHOM (popmare.

42. ®denepanpHas aHTUMOHOIIONIbHAS cTyxk0a B Tedenne 60 pabounx qHEH co AHS
nosyyeHus oT MuHucTepceTsa 3apaBooxpanenus Poccuiickon denepanuu cBeacHUN,
MPeyCMOTPEHHBIX MyHKTOM 41 HacTosiux [IpaBui, MpoBOIUT B COOTBETCTBUU C
HacToAmmMmu IIpaBunamu 1 METOIMKON pacyeT NPEAEIbHBIX OTIYCKHBIX 1IEH Ha
BOCIPOU3BEJIEHHBIE, OMOaHAIOTOBbIe (OMOI0100HbBIE) IEKaPCTBEHHBIE IIPETIaparhl,
coJiepKaluii nH(pOpMAILHIO O HOMEPE PErUCTPALIIOHHOTO yI0OCTOBEPEHUS
JIEKApCTBEHHOTO MperapaTa, HAMMEHOBAHUH BIIAJIENbIIa WIH JIep KaTells
PEruCTPaLlMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara, HauMEHOBAHUAX
pou3BouTeNel (MPOM3BOACTBEHHBIX IJIOLIAI0K TPOU3BOIUTENS), MEKIYHAPOTHOM
HEMaTeHTOBAaHHOM HalMEHOBAHUU (TIPH €ro OTCYTCTBHM - XUMHUUECKOM WIIH
IpyNIMpPOBOYHOM HAUMEHOBAaHUH ), TOPTOBOM HaMEHOBAaHUH, JIEKAPCTBEHHOU (hopme,
JI03UpOBKe (KOHILIEHTpaK, 00beMe, aKTUBHOCTH B €IMHULIAX JAEHCTBH), popme
BBIITyCKa, KOJIMYECTBE B NOTPEOUTEIHCKON yIIaKOBKE, IIPEEIbHON OTITYCKHOM IIEHE,
paccuntanHoi denepanbHO aHTUMOHOIIONBHON CITY>KO0H, IITPUXOBOM KO/JIE,
HaHECEHHOM Ha BTOPUYHYIO (MOTPEOUTENHCKYI0) YIIAKOBKY JICKAPCTBEHHOTO TIperapara.
OnnoBpemenHo dezepaiibHasi aHTUMOHOIIONBHAS CITY»k0a MyOJIMKYeT yKa3aHHBIN pacueT
Ha CBOeM OpUIMAIbHOM caiite B ceTH "MHTepHeT" u HampaBiisieT ero B MUHHCTEPCTBO
3npaBooxpaneHus Poccuiickoit @enepannu Ha OyMa)kHOM HOCUTEIIE U B SJIEKTPOHHOM
BHJIC B TAOIMYHOM (hopmare.

43. IIpu npeacTaBICHUN IepKATEIEM WA BIaJICNIbIEM PETUCTPALIMOHHOTO
yI0CTOBEepeHUs pehepeHTHOTO JIEKapCTBEHHOTO Mpemnapara (YIoJIHOMOYEHHBIM UM



JTUIoM) B MUHUCTEPCTBO 3paBooxpaneHust Poccuiickoit denepanuu JOKyMEHTOB B
COOTBETCTBUU C MyHKTOM 4 HacTosimux [IpaBui nociie HanpaBiaeHuss MUHUCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepannivi JOKyMEHTOB B DeepalibHYIO
AHTHUMOHOTIOJBFHYIO CITY>K0Y B COOTBETCTBUU C MMyHKTOM 41 Hacrosmumx [IpaBun, 3a
UCKITIOYEHHEM cITyvasi, IpeAyCMOTPEHHOro MyHKToM 16 HacTosmux [IpaBuin, 3asBieHnHas
K 00s13aTEJILHOM MepeperucTpaliy npeaesibHas OTITYCKHAs [IeHa Ha pe)epEeHTHBIH
JIEKapCTBEHHBIN Mpernapar He MOXKET MPEBbIIIATh MAaKCUMATbHYIO
NEePepEeruCTPUPOBAHHYIO B 0053aTEIIBHOM MOPSIKE MPENEIbHYIO OTIYCKHYIO LIEHY Ha
COOTBETCTBYIOIIMI BOCTIPON3BEACHHBIN, OM0aHAIOTOBBIN (OMOITO00HBII)
JIEKapCTBEHHBIN IIpernapar.

[Ipunoxenne Ne 1

K [IpaBunam o0s3aTenbHON epeperucTpanuu
B 2019-2020 rogax 3aperucTpupoBaHHBIX
IPEeJeNbHBIX OTITYCKHBIX LI€H MPOU3BOJUTENCH
Ha JICKapCTBEHHBIE MTPETapaThl, BKIIOYECHHBIC
B IIepeYEHb )KU3HEHHO HEOOXOIUMBIX U
BXHEUIINX JIEKAPCTBEHHBIX MTPETIapaToB

(dbopma)

3ASBJIEHUE
00 o0Os3aTenpHON nepepeructpanuu B 2019-2020 rogax 3aperucTpupoOBaHHON
HpeeIbHOM OTITYCKHOM LIEHBI IPOU3BOUTENS HA PeePEHTHBII JISKAPCTBEHHBII
npemnapar, BKJIFOUEHHEIHA B NEPCUCHDb JKU3HCHHO HeO6XOI[I/IMI)IX 7 BaKHEHIIINX
JIEKapCTBEHHBIX TPETapaToB

3agBUTEND

(HaMeHOBaHue, MOYTOBBIN aapec, aapec IEKTPOHHOM MOYTHI)

I[epxcaTeJH) WJIK BJIaJCIe pETUCTPALIMOHHOI'O YIOCTOBCPCHUA
JICKApCTBCHHOT'O IIpeIiapaTa

(HaI/IMeHOBaHI/IC, MMOYTOBBIM aapec, aapec 3J'ICKTp0HH0171 HO‘{TBI)

Ne ||Cranus || [IponsBoautens ||Anpec||Ctpanal|| s poccuiickux  ||HaumenoBanue||Perucrpa-

1/n|| mpous- ||((HaMMEeHOBaHHE) IOPUANYECKUX JIUL - || pETUCTPUPYIO- || {INOHHBIN
BOJICTBA WICHTU(QUKAIMOHHBIH|| 1Iero oprana || HoMep
HOMEp

HaJIOroIjaTeJIbIIIuKa,




IJIs1 UHOCTPAaHHBIX
HOPpUIUYCCKUX JINI] -

KOJ
HaJIOTOIUIaTesIbIINKA
B CTpaHe
perucrpanuu
(MHKOpHIOpALUK) WU
€ro aHaJjor
Ne|| Homep | Mexnaynapoanoe ||Toprosoe| JlekapcrBennas Oomee [Ipenenbuas  ||LITpuxoBc
I1/T1|[peTucTpa-||[HeIaTeHTOBAHHOE, || HauMe- ¢dopmMa, KOJIMYECTBO|| OTITyCKHAs IIeHa Ko7,
LIUOHHOT'O Wi HOBaHME JO3UPOBKa, BO IIPOU3BOUTEIS 3a|[HAHECEHHD
YAOCTO- || TPYIIIUPOBOYHOE, KOMIUIEKTHOCTB **|| BTOpUYHO ||TOTpEeOUTENBCKYIO Ha
BEpEHUS || NI XUMHYECKOE (motpedu- || ynakoBky** 0e3 || BTOpUUHY!
HauMeHOBaHHE™ tenbckoit) || HIC (py6neit) || (morpebu
YIaKOBKE TEJIbCKYI0
YIaKOBKY
1 2 | 3 L4 | 5 L6 | 7 L8
YI0IHOMOYEHHOE
JUL0
(¢p.n.0.) (TOMKHOCTD) (moamuch)
KonrakTHbIE AJlpec 3JIeKTPOHHOI
TenedoHbI MOYTHI

MLIL. (mpu Hamu4um)

* B cimyyae OTCYyTCTBUSL MEKIYHAPOJIHOTO HEMAaTEeHTOBAHHOTO HAMMEHOBAHUS B
PETrUCTPAIIMIOHHOM YJOCTOBEPEHUH JIEKAPCTBEHHOIO IpenapaTa yKa3bIBaeTcs
HauMEHOBAaHME JIEKaPCTBEHHOI'O Ipernapara, IpeyCMOTPEHHOE IEPEYHEM KUZHEHHO
HEO0OXOUMBIX M BaKHEUIINX JIEKapCTBEHHBIX IpenaparoB. ** B ciyydasx,
IIPEyCMOTPEHHBIX MyHKTOM 25 IIpaBuil rocy1apcTBEHHON PETUCTpaLiu U
nepeperucTparuy npeaeabHbIX OTIYCKHBIX IIEH MPOU3BOIUTENEH Ha JIEKAPCTBEHHBIE
IpernapaThl, BKIIOUYEHHBIE B IEPEYCHb KU3HEHHO HEOOXOAMMBIX M BaKHEHIITHX
JIEKapCTBEHHBIX MPENapaToB, YTBEPKICHHBIX MOCTaHOBIeHHEM [IpaBuTenbcTBa



Poccutickoit ®eneparuu ot 29 oktsi6ps 2010 r. Ne 865 "O rocyaapcTBeHHOM
peryJupoBaHuU 1I€H Ha JIEKapCTBEHHBIE MpeEIapaThl, BKIOYEHHBIE B IEPEUEHb KU3HEHHO
HEO0OXOIUMBIX M BaKHEUIIHNX JIEKApPCTBEHHBIX MIPENnapaToB', TOMOIHUTEIBHO
yKa3bIBaeTcs popMa BBIITYCKa JICKAPCTBEHHOTO Mpernapara, ¢ y4eToM KOTOpOi
paccuuThIBaeTCs MpeiebHas OTIYCKHAs IIeHa MPOU3BOIUTENS 3a MOTPEOUTEIIbCKYIO

YIIAaKOBKY JIEKAPCTBEHHOIO IIpenapara.

[punoxenne Ne 2

K [IpaBuiam o0s3aTesbHON epeperucTpanuu
B 2019-2020 rogax 3aperucTpupoBaHHBIX
IPEJENbHBIX OTITYCKHBIX LI€H MPOU3BOJUTEICH
Ha JIEKapCTBEHHBIE MPEnapaThl, BKIIIOYCHHbIE
B IIepeYeHb )KU3HEHHO HEOOXOIUMBIX U
BXHEUIINX JIEKAPCTBEHHBIX MTPETIapaToB

PACYET

(dbopma)

IpeeNbHON OTIYCKHOM LIeHbl IPOU3BOIUTENS Ha pe)epeHTHBIN JIEKapCTBEHHBIN
Ipernapar, peacTaBsieMon Ui 00s13aTenbHoM nepeperucrpanuu B 2019-2020 rogax

(HaMMEHOBaHUE OPraHU3ALUHU - 3aBUTEIS)
1. CBeneHus o JeKapCTBEHHOM IIpenapare

| 1.1. Homep peructpaiiMOHHOrO y10CTOBEPEHUS

HaAaNMMCHOBAHUC

1.2. MG)K,I[YHapOI[HOG HECMMATCHTOBAHHOC, UJIK I'PYIIITUPOBOYHOC, NI XUMHUYCCKOC

| 1.3. ToproBoe HauMEHOBaHUE

eTUHUIAX TCUCTBHA

1.4. ﬂeKapCTBeHHa}I (bopMa, AO3UPOBKa UJIKM KOHOCHTpAIWs, O6’beM, AKTUBHOCTH B

|1.5. O06111ee KOJIMYECTBO BO BTOPUYHOM (MOTPEOUTENHCKOM) YITAKOBKE

2. Pacdyer 11ieHbI

Ne|| Kon || MunumanbHas [Tpoext || deiictByromas || COopsl 3a
/|| TH || ormycknas neHa ||OoTmycKHON CTaBKa TaMOKEHHOE
B3/l || npousBoauTens LeHBbI" TaMOXEHHOH |lodopmiieHue
EADC Ha MOCTaBKa || MOUUIMHBI** || (pyOuseit)™**
JIEKapCTBEHHBIN oe3
npernapar B OTLIIaThI
roCy/1apCTBE  ||MOIUIMHBI"

IIpoexr
pacueTHOU
OTILyCKHOM

LIEHBI
IIPOU3BOJUTEIS
C YY4ETOM
TaMOKEHHBIX



pou3BOAUTENS U ||[(pyOseit)™** pacxojoB,
B JIPYTUX pyoueti (6e3
rocyJapcrBax B HAC)
COOTBETCTBHUH C
npuioxxenueM Ne

3*
HauMe- || lieHa npo- |[pyOuieit
HOBaHMUe||(pyOIeit) [[EHTOB
CTpaHbI
12 | 3 | 4 | s |6 |7 | 8 | 9

* VKa3bpIBalOTCS MUHUMAIIbHOE 3HaUeHue U3 rpadsl "Pacyer oTmyckHO# 11eHbl, B pyOssax”
U TOCYJIapCTBO, [IEHa B KOTOPOM MCIIOJIb30BaAJIach AJIs pacueTa, u3 npuiioxenus Ne 3 k
[IpaBunam obs3aTenpHOM nepepeructpanun B 2019-2020 rogax 3aperucTpupOBaHHBIX
IIpe/iebHBIX OTIYCKHBIX LIEH IPOU3BOJUTENEH Ha JIEKAPCTBEHHBIE PEnaparhl,
BKJIFOUEHHBIE B [TEPEUEHb )KM3HEHHO HEOOXOUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX
IIpenaparoB, yTBEPKICHHBIM ITocTaHOBIIeHUEM [IpaBuTtenscTBa Poccuiickon @enepannu
ot 16 gexabps 2019 r. Ne 1683 "O BHeceHNHN U3MEHEHHI B HEKOTOPBIE aKThI
[IpaBurensctBa Poccniickoit denepanuu B 4aCTH IOCYIApCTBEHHON PETUCTPALIUN U
MepeperucTpanuu MpeaeibHbIX OTIYCKHBIX 1IEH Ha JIEKAPCTBEHHbIE IIpenapaThl,
BKJIIOYCHHBIE B TIEpPEYEHB )KU3HEHHO HEOOXOIMMBIX U BYKHEHIINX JICKAPCTBEHHBIX
npemnapaToB".** He 3anomHseTcs 1S IEKapCTBEHHBIX MPENapaToB MPOU3BOAUTENS
rocy/apcTBa - wieHa EBpa3uiickoro 3KOHOMHYECKOI0 COI03a U JIEKAPCTBEHHBIX
IpenapaToB HHOCTPAHHOTO MPOU3BO/ICTBA, IEPBUYHAS U (UJIM) BTOPUYHAS yIaKOBKa
KOTOPBIX OCYIIECTBIISETCS WIN IUIAHUPYETCS OCYIIECTBIATHCSA B Poccuiickoi
denepanuu.

PykoBonurens
OpraHu3alyu-3asBUTEIIS

(moamuce) (¢p.n.o.) (TenedoH, aapec SAEKTPOHHOM MOUTHI)
MLIL. (mpu Hamu4un)

Wcnomuurens

(monmuck) (¢.m.0.) (TenedoH, axpec MTEKTPOHHON TTOUTHI)

[Tpunoxenne Ne 3

K [IpaBunam o0s3aTenbHOM epeperucTpanuu
B 2019-2020 romax 3aperucTpupOBaHHbBIX
IIPEIEeIbHBIX OTIIYCKHBIX 1IEH IPOM3BOJUTENEH
Ha JIEKapCTBEHHBIE MTpenapaThl, BKJIIOUEHHbIE



B [IEpEUYCHb )KU3HEHHO HEOOXOINUMBIX U
BAKHENIIMX JIEKAPCTBEHHBIX MpenapaToB

NHOOPMAILNA
0 MMHHUMAaJIbHBIX OTIIYCKHBIX LIEHAX HA JIEKAPCTBEHHBIN IIPENapaT B MHOCTPAaHHBIX
rocynapcrBaxCBeIeHHs O JIEKAPCTBEHHOM IIperapare

(bopma)

| 1.1. Homep perucTpaliiOHHOTO y10CTOBEPEHUS

1.2. MexayHapoqHOE HENATEHTOBAHHOE, WIH IPYIIIUPOBOYHOE, WM XUMHUUECKOE
HaVMEHOBAHHUE

|1.3. Toproeoe HanMeHOBaHNE

1.4. JlexapctBernast popma, 103UPOBKA UM KOHIICHTPAIHS, 00beM, aKTHBHOCTh B
eIMHUIIAX JICHCTBHSI

|1.5. OO6111e€ KOJIMYECTBO BO BTOPUYHOMN (IOTPEOUTENIHCKON) YITaKOBKE

I'ocynapcrBa OtnyckHas OtnyckHas OtnyckHast Hanwme- Pacyer
LIcHa LIEHA LIEHA HOBaHHE ||OTIyCKHOHN
IIPOU3BOIUTEIIS || IPOU3BOAUTEIS |[IPOU3BOAUTEINS |HIHOCTPAHHOM|| LIEHBI B
Ha Ha Ha BANIOTHI  |[pyOmsx***
JIEKapCTBEHHBI||JIEKAPCTBEHHBIH | |[IEKAPCTBEHHBIN
mpenapart 3a || npemapar 3a 1 || mpemapart 3a
YMaKOBKY (B |[leKapCTBEHHYIO €AMHUILY
WHOCTPAHHOU dopmy (B JEHCTBYIOILETO
BaJIIOTE) MHOCTpaHHOHU || BemiecTa (B
BaJtoTE)* MHOCTpPaHHOMU
BajroTe)**
Benrpus
I'peueckas
Pecniy0Onuka
KopounesctBo
benbrus
KoponescTBo
Wcnanns
KopounesctBo
Hunepnannos
Pecriybnuka
[Tonbira
Pymbians

CrnoBankas



Pecry6nuka

Typerkas
Pecny6niuka

®paHuy3ckas
Pecry6nuka

Yemickas
Pecny6niuka

Crpana
MIPOU3BOIUTEIIS

* PaccuuThiBaeTcs B cinydae ob0s3aTenpHoi nepepeructpamnuu B 2019-2020 rogax
IIPEACIIBHON OTIIYCKHOM LIEHBI Ha JIEKAPCTBEHHBIN Ipeapar, KOJIM4eCTBO
JIEKapCTBEHHBIX (POPM B MOTPEOUTENHCKON yITAKOBKE (KOJTUYECTBO /103 B YIIAKOBKE,
00BEM) KOTOPOTO OTCYTCTBYET B OTACIBHBIX rOCyIapcTBax.** PaccunthiBaercs B ciydae
o0s3arenbHOM niepepeructparuu B 2019-2020 ronax npeaenbHOM OTIYCKHOM IIEHbI Ha
JIEKapCTBEHHbIN Mpernapar ¢ J03UPOBKO, KOTOpasi OTCYTCTBYET B OTJEJIbHBIX
rocyaapcTBax. B pacuere He yUuThIBAIOTCS ONMKaMIlIne CMEKHbIE TO3UPOBKH,
IIpEBBILIAIOIINE JO3UPOBKY 3asBJIEHHOTIO JIEKAPCTBEHHOI'O IIperapara,
MpeIHa3HAYEHHOTO ISl IPUMEHEHHS B IeUATPUUIECKOM MpaKkTUKe (Ha OCHOBAHUU
CBEJICHUI MHCTPYKLIMHU 10 MEJUIIMHCKOMY IPUMEHEHHI0), Oosiee 4yeM B 2 paza.™**
[lepecueT 1ieHbI B MHOCTPAHHOMN BAIIOTE B PYOJIH OCYIIECTBIISAECTCS MO CPEAHEMY KypCy
COOTBETCTBYIOILIEH HHOCTPaHHOM BatOThl K pyOito Poccuiickoit denepauuu,
ycranoBiaeHHOMY Llentpanbubiv 0ankoM Poccuiickoit @eneparnuu 3a 2018
roa.lIpumeuanue. B ciayuae eciau 1ieHbI B OTAENBHBIX CTPaHAX OIPENEISIIOTCS Ha OCHOBE
MEXTOCYJapCTBEHHBIX COTJIAIIEHUI 10 BOIIPOCAM IOCTaBKH JIEKaPCTBEHHOI'O IIpernapara,
Heo0X0IUMO yKa3aTh 0cOOeHHOCTH (GOpMUpPOBaHUS ITUX 1ieH. [Ipu 3ToM He
YUUTBIBAKOTCS LIEHBI Ha JIEKAPCTBEHHBIE MPENapaThl, IOCTABJIIEMBIE 3a CUET
MEXIyHapOAHbIX (PMHAHCOBBIX Opranu3anuii ((poH10B) 1o peumeHuo BeemupHoit
OpraHM3alMH 31PaBOOXPAHEHUS.

PykoBonurens
OpraHu3alyKu-3asBUTEIIS

(monmucek) (¢.u.0.) (TenedoH, axpec MMEKTPOHHON TTOUTHI)

MLIL. (mpu Hamu4un)

Ucnomuaurens

(monmuck) (¢.m.0.) (TenedoH, axpec MMEKTPOHHON TTOUTHI)

[Ipunoxenne Ne 4

k [IpaBunam o0s3aTeIBHOM NEpeperucTpanum
B 2019-2020 romax 3aperucTpupOBaHHBIX
NpeIeIbHBIX OTITYCKHBIX LIEH MTPOM3BOIUTEICH
Ha JICKaPCTBEHHBIC NIPEMapaThl, BKIIOYCHHBIC



B [IEpEUYCHb )KU3HEHHO HEOOXOINUMBIX U
BAKHENIIMX JIEKAPCTBEHHBIX MpenapaToB

CBGI[CHI/ISI O HAJIMYKUH 3apCTrUCTPUPOBAHHBIX MIPECACIIBbHBIX OTIIYCKHBIX ICH 3asBJIACMOTO

JICKaApCTBCHHOT'O IIpfIiapara

(HaMMEHOBaHUE OpraHU3ALMU-3ABUTEIIS)
I. CBeneHus o 1eKkapCTBEHHOM IIpenapare

| 1.1. Homep perucTpaiiuOHHOTO yA0CTOBEPEHUS

1.2. Me)KIIYHapOI[HOG HCMATCHTOBAHHOC, UJIK I'PYIIITUPOBOYHOC, NI XUMHUYCCKOC

HanMCHOBAHUC

|1.3. Toproeoe HauMeHOBaHNE

1.4. JlekapctBeHHas popma, JO3UPOBKA UM KOHLIEHTPALUs, 00beM, aKTUBHOCTh B

eIUHULIAX JTEUCTBUI

|1.5. O06111ee KOJIMYECTBO BO BTOPUYHOM (IIOTPEOUTENLCKOM) YIIAKOBKE

II. Pacuet nieHsl

Ne Brnagenen Jlexapcer- || KonuuectBo Howmep u nata 3aperucTpupoBaHHas
I1/T1|[pETUCTPAIITMOHHOTO|| BEHHAs B MpuKasa o npeiesibHas OTITYCKHAsI IIeHa
YA0CTOBEPEHUS dopMma, |[moTpeduTeNnb-|| rocy1apcTBEHHON MIPOU3BOIUTEINS Ha
JIEKApCTBEHHOTO ||T03UPOBKA CKoOI perucTpanuu JIEKapCTBEHHBIN TIpenapar
yIaKOBKe (6e3 HIC), pyOuneit
npemapara (TmepeperucTpaumn) 3a pacyer |[pacuer 3a
(mpou3BOAUTEND, MpeaeTbHOM noTpeOu-|| 3a OAHY || eTUHUILY
YIaKOBIIHUK, OTIIYCKHOM LIEHBI |[TeThCKYIO||IeKapcT-|| AeicT-
opraHu3arus, YIAaKOBKY || BEHHYIO ||BYIOIIETO
OCYILECTBIISOIIAS dopmy ||BemiecTBa
BBIITY CKAFOIIM I
KOHTPOJIb)
B e T M E—— —
[ [ [ [ [ [ [
PykxoBoagurens

OopraHu3anun-3assBUTCIIA

(monmuck) (¢.m.0.) (TenedoH, axpec MMEKTPOHHON TTOUTHI)



MLIIL. (npu HaTU4YUN)

HUcnonaurens

(mogmuce) (¢p.m.0.) (TenedoH, aapec SASKTPOHHOM MOUTHI)

[Ipunoxxenne Ne 5

K [IpaBuiam o0s13aTenbHON epeperucTpanuu
B 2019-2020 rogax 3aperucTpupoBaHHBIX
IPEJENbHBIX OTITYCKHBIX LI€H POU3BOJUTEICH
Ha JIEKapCTBEHHBIE MPEnapaThl, BKIIIOYCHHbIC
B IIepeYEHb )KU3HEHHO HEOOXOIUMBIX U
BRXHEUIINX JIEKAPCTBEHHBIX MTPETIapaToB

®dopmyJibl pacyeTa HOHWKAOIUX KOAPPHUIUEHTOB, IPUMEHSIEMBIX IPU 00s3aTEIbHON
nepepeructpauuu B 2019-2020 rogax npeaeabHbIX OTIYCKHBIX IIEH IPOU3BOIUTENEH Ha
BOCIIPOU3BEICHHbIE, OM0aHaIOroBble (OMOMOA00HbIE) JIEKAPCTBEHHbIE IIPENapaThl

3apeructpupoBannas|| IloHmwkarommii ko3 dunuent as [Nonmxaromuit K03 HUIHEHT AT
npeaesbHas pacueTa LieHbl Ha BOCIIPOU3BEICHHBIN pacyeTra IIeHbl Ha OM0aHaJIOTOBbIi
OTIIyCKHas LI€Ha 3a . K (Onormomo0OHBIIT) IeKapCTBEHHBIN
JIeKapCTBEHHBIH mpenapar, ~ I
NOTPEOUTENBCKYIO K
npemnapar, ~ o
YIaKOBKY
pedepeHTHoro IIPOU3BOIUTEIS MHOCTPaHHOTO IIPOU3BOIUTEIIS MHOCTPaHHOI'O
JIEKapCTBEHHOT' O rocysapcrsa - IPOM3BOJICTBA*, rocyaapcTBa - MIPOU3BOJICTBA™,
npemnapara, YJieHa MIPOLIEHTOB qJieHa MIPOLIEHTOB
. EBpasuiickoro EBpasuiickoro
et (pyGreit) P P
SKOHOMMYECKOTO HKOHOMUYECKOTO
CO03a, POIICHTOB COI03a, POILICHTOB
no 100 pyoneit 0 0 0 0
(BKJIFOUUTEIIBHO)
ot 100 py6neit no 0 4% (IT @}0,24_10 0 0
v &

500 pyo6ueii F
(BKJIFOUUTEIIBHO)

or 500 pybueit 10 36 02 _10 4x .23 _10 0,6% 03 _5 0,39% b4l _s
100000 py6eit 6% Lpes) Hpet) 0% (Hpegy) 39 M peg)

(BKJIIOUUTEINIBHO)

csbire 100000 40 55 25 40
pyOeit

* JlekapcTBEeHHBIE MTpenapaTbl HHOCTPAHHOTO ITPOU3BO/ICTBA, B TOM YHCJIE NIEPBUYHAS U

(1K) BTOpUYHAS YIIAaKOBKA KOTOPBIX OCYIIECTBIISIETCS WM ITIAHUPYETCS

ocyuecTBIAThCA B Poccuiickon @enepanuu.



VYTBEPXIEHBI

nocraHosyienreM lIpaButenbcTBa
Poccuiickoit deneparuu

ot 29 oxTsa0ps 2010 roga Ne 865

(B penakiuu, BBeIGHHOH B JACHCTBUE
¢ 18 okr0ps 2018 rona
nocranoByieHueM IlpaBurTenbcTBa
Poccuiickoit @eaepanun

oT 8 okTs16psa 2018 roma Ne 1207. -
CM. npeapIIylyo peJakiifio)

[TpaBuiia BegeHMs rOCYapCTBEHHOIO PEECTPa MPEAEIbHBIX OTIIYCKHBIX LIEH
IPOM3BOIUTENEH Ha JIEKapCTBEHHbIE MpenapaThl, BKIIOUECHHbIE B [IEPEUEHb KU3HEHHO
HEOOXOMMBIX M BXHEUIINX JIEKAPCTBEHHBIX MTPETIapaToB

C uzmenenusimu Ha 3 anpens 2020 rona

1. Hacrosimue [IpaBuia ycTaHaBIMBAIOT MOPSIOK BEICHUS TOCYIapCTBEHHOTO PeecTpa
MpCACIIbHBIX OTITYCKHBIX LICH HpOI/I3BOIII/IT€J'ICfI Ha JICKAapCTBCHHBIC MPCIIapaThl,
BKIIFOUCHHBIC B TIEPEYCHb )KU3HEHHO HEOOXOIUMBIX U BKHEHIINX JICKAPCTBEHHBIX
rpenaparoB (Jajnee - peecTp).

2. Peectp aBnsercs denepanbHOi HHGOPMALIMOHHON CUCTEMOM, coiepKallieil CBEACHUS
0 rOCy/JapCTBEHHOW PETUCTPALIUU IIPEJIENIbHBIX OTIYCKHBIX 1IE€H IPOU3BOJUTENEH Ha
JIEKapCTBEHHbIE MTPETapaThl, BKIIOYEHHbIE B IEpeUYeHb )KU3HEHHO HEOOXOIUMBIX U
BaYKHEHININX JIEKAPCTBEHHBIX MPENapaToB (J1ajee - JeKapCTBEHHbIE MTpenapaThl).

3. Peectp Benercss MunuctepcTBoM 3npaBooxpanenus Poccuiickoit deneparuu B
3JIEKTPOHHOM BHUJIE C IPUMEHEHUEM aBTOMATU3UPOBAHHOM CUCTEMBI ITyTEM BHECEHHUS B
peecTp peecTpOBBIX 3aIHUCEH.

4. Benenue peectpa OCyLIECTBIISETCS B COOTBETCTBUU C €AUHBIMU OpraHU3al[MOHHBIMH,
METOAO0JIOIMYECKMMHU U MPOrPaMMHO-TEXHUUECKUMH NPUHLIUIIAMH, 00€CTIeYMBAIOIIUMHI
COBMECTHMOCTb M B3aUMOJICHCTBUE peecTpa ¢ UHBIMU (eiepabHbIMU
MH(GOPMALIMOHHBIMHU CUCTEMAMH U CETSIMHU.

5. PeecTtpoBas 3amuck 0 rocy1apCTBEHHON perucTpanuu (epeperucTpanun),
obsi3arenpHOM nepepeructparuu B 2019-2020 ronax npeaensHON OTIYCKHOMN IISHBI
MIPOM3BOIUTEIIS Ha JIEKAPCTBEHHBIN Mpenapar (J1ajnee - peecTpoBasi 3aluch) COACPKUT
CIIEYIOIINE CBEACHMUS:

(A63ar B penakiuu, BBeIeHHOU B fiericTBre ¢ 17 nexadps 2019 roma moctaHoBiIeHUEM
IIpaButenscTBa Poccuiickoit deneparyu ot 16 nexadbps 2019 roga Ne 1683. - Cwm.
MPEABITYIIYIO PEIAKIIHIO)

a) HAaMMCHOBAHUC ACPIKATEIIA UIIN BJIAJC/IbIAa PETUCTPAIIMOHHOTO YIOCTOBECPCHHUA
JICKApCTBCHHOTO IIpeIiapaTa, HAMMCHOBAHUC MTPOU3BOJUTCIIA JICKAPCTBCHHOI'O IIpCIiapara,



CBEICHUSI O PETHCTPAIUU JIepKaTels WU BiIaJlelblla PErUCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O IIPeTapaTa B KaueCTBE HAJIOTOIUIATENbIINKA, CBEEHUS O PETUCTPaLUN
MIPOU3BOIUTEIS JIEKAPCTBEHHOT'O Tperapara /it MEJUIIMHCKOTO IPUMEHEHHSI B KAUeCTBE
HaJIOTOIJIaTENbIINKA B CTPAHE PEruCcTpaluu (Uisl POCCUNCKUX IOPUINYECKUX JIUI] -
uaeHTU(OUKAITMOHHBIN HOMep Haytoromatenbinuka (MHH), nins nanocTpanHbIx
IOPUANYECKUX JIUL - CTpaHa PErucTpaly, HAMMEHOBAHNUE PETUCTPUPYIOILETO OpraHa,
PErUCTPalMOHHBIN HOMEp, KOJI HAJIOTOIUIaTebIINKa B CTpaHe PEerucTpaluu
(MHKOpIIOpaIMK) UK €T0 aHAJIOI ), MECTO HAXOX/IE€HUS IPOU3BOCTBEHHBIX IIOIIAOK,
Y4acTBYIOLIMX B MIPOLIECCE MPOU3BOACTBA JIEKAPCTBEHHOI'O MpernapaTa, ¢ yka3aHueM
CTaJluu Ipouecca MpoU3BOJICTBA;

0) HaMMEeHOBaHNUE JIEKAPCTBEHHOTO IpenapaTa (MeXyHapoAHOEe HENaTeHTOBAHHOE, HITH
IPYNIUPOBOYHOE, WM XUMHUYECKOE U TOPrOBOE HAMMEHOBAHMsI), @ B ClTydyae OTCYTCTBHS
MEX/1yHapOAHOI'0 HENAaTEHTOBAHHOIO HAMMEHOBAHUS - HAUMEHOBAHUE, B COOTBETCTBUU C
KOTOPBIM JIEKaPCTBEHHBIN Mpernapar BKIIOYEH B EpeYeHb )KU3HEHHO HEOOXOAUMBIX U
BAYKHEHIINX JIEKAPCTBEHHBIX IPENapaToB;

B) HOMCDP PETUCTPALIUOHHOTI'0 YAOCTOBCPCHUS JICKAPCTBCHHOI'O IIpEIiapara,

I) JeKapcTBeHHas (hopMa ¢ yKazaHHUEM JI03UPOBKH JIEKAPCTBEHHOTO Mpenapara 1 ero
KOJIMYECTBA BO BTOPUYHOM (MOTPEOUTENIBCKOI) YITAKOBKE, a TAKKE KOMIUICKTHOCTb;

1) 3aperuCTpUpOBaHHAs IpeiebHast OTIYCKHAsl LieHa TPOU3BOANTENIS Ha JIEKapCTBEHHBIH
npemnapar B pyOJsix;

€) lata ¥ HoMep npuka3za MuHucTepcTBa 31paBooxpanenus Poccuiickoit deneparuu o
roCy/IapCTBEHHOU perucTpanuu (TepeperucTpalnu), 00s13aTeIbHOM epeperucTpaliy B
2019-2020 romax mpeaeTbHON OTITYCKHOM IIEHBI TPOU3BOIUTEIIS Ha JICKApCTBEHHBIH
npermapar;

(ITonmyHKT B pepakiuu, BBeileHHOM B neiicTBue ¢ 17 nexadbps 2019 rona
nocranoBienuneM [IpaButenbctBa Poccuiickoii @eneparuu ot 16 nekabps 2019 rona Ne
1683. - CM. IpeIpIIyIyI0 PEIAKIIHO)

e 1) nara u HoMep npukaza MunucTepcTBa 3apaBooxpanenust Poccuiickoit deneparumn
00 YCTaHOBJIEHUH NPe/IeIbHOM OTIYCKHOMN IIEHbI TPOU3BOANTENS Ha JIEKapCTBEHHBIH
IpenapaT B COOTBETCTBUH ¢ 4acThio 9 cratbu 61 denepanpHoro 3akoHa "O6 obpamieHun
JIEKapCTBEHHBIX CPENCTB",

(ITogmyHKT nonoaHUTENHHO BKItOUeH ¢ 14 anpens 2020 roja noctaHOBIEHUEM
IIpaButenscTBa Poccuiickoii @enepanuu ot 3 anpenst 2020 rona Ne 441, nelictyer 1o 1
sHBaps 2021 rozga)

) IITPUXOBOM KOJI, HAHECEHHBI Ha BTOPUYHYIO (TOTPEOUTENBCKYI0) YITAKOBKY
JIEKapCTBEHHOI'0 IIpernapara;

3) KOJI JICKapCTBEHHOTO Tpernapara 1o aHaTOMO-TEePaneBTUUECKO-XUMHUIECKOM
KIaccuuKalum, peKOMEHI0BaHHON BcemupHOil opranuzanueit 31paBooXpaHeHHUS.



6. BHeceHue B peecTp peecTpOBOM 3alMCH OCYLIECTBIISIETCS HA OCHOBAHUM CBEACHUM,
MOJIyYE€HHBIX TIPH TOCYAaPCTBEHHON PETUCTPALIUU (TIEPEPETUCTPAIUH ), 00sI3aTEIILHOM
nepepeructpanuu B 2019-2020 rogax npeaenbHONM OTIYCKHOM [IEHBI MPOU3BOIUTENS HA
JIEKapCTBEHHBIH Ipernapar, B TeueHue 1 padbodero 1Hs co JHS:

(AG3ar B penakiuu, BBeIeHHOU B niericTBre ¢ 17 nexadps 2019 roma nmocraHoBiIeHUEM
[TpaButenscTBa Poccuiickoit denepammm ot 16 nexadps 2019 roma Ne 1683. - Cwm.
MPEIbIAYIIYIO PEIaKIIUIO)IPUHATHUS PELUICHHS O TOCYJapCTBEHHOMN perucTpanuu
NIPEACIIBHON OTIIYCKHOM LIEHBI IPOU3BOAUTEINS HA JIEKAPCTBEHHBIN IIpenapar; IpUHATUS
peuIeHus o0 NepeperucTpaluy NpeaesIbHOW OTIYCKHOM LIEHbI TPOU3BOAUTEIS HA
JIEKapCTBCHHBIN Tpenapar.IpUHITHs PEIICHUs 00 00s13aTeIbHON MepeperucTpauu B
2019-2020 rogax npeaenbHOM OTIYCKHOM IIEHBI POU3BOIUTENS Ha JICKAPCTBEHHBII
Ipenapar;

(A63ar gomoaHUTENBHO BKIIOYEH ¢ 17 nexadbps 2019 roga mocTaHOBICHHEM
[TpaButenscTBa Poccuiickoii @eneparuu ot 16 nexadpst 2019 roma Ne 1683 )npunstus
MunuctepcTBOM 3paBooxpanenus Poccuiickoii @enepanuu pemeHus 00 yCTaHOBICHUH
IIPEACIIBHON OTIIYCKHOM LIEHBI IPOU3BOAUTEINS HA JIEKAPCTBEHHBIN IIpenapar B
COOTBETCTBHH C YacThio 9 crathu 61 denepanbHoro 3akoHa "O6 oOpamieHun
JIEKapCTBEHHBIX CPENICTB".

(A63ar gomoaHUTENBHO BKIOYEH ¢ 14 anpens 2020 roga moctaHOBICHUEM
[IpaButenscTBa Poccuiickoit @enepanuu ot 3 anpenst 2020 roxa Ne 441, neiictByer 1o 1
suBaps 2021 roga)llpu rocyjapcTBeHHO MepeperucTpaly peecTpoBas 3ammuch O
rOCy/IapCTBEHHOW PErUCTPAllH 3aPErUCTPUPOBAHHON MPEIETbHON OTITYCKHOM LEHBI
MIPOU3BOUTEIS HA JIEKAPCTBEHHBIN MTpenapar JONOJHAETCS HOMEPOM U J1aTOM PeleHUs
0 mepeperucTpanuu, oosi3areapHoi nepepeructpannn B 2019-2020 rogax npeaenbHON
OTIYCKHOM LIEHbI TPOU3BOAUTEIS HA JIEKAPCTBEHHBIN ITpenapar.

(A63ar B penakiuu, BBeIeHHOMU B niericTBre ¢ 17 nexadpst 2019 roga moctanoBieHUEM
ITpaButenscTBa Poccuiickoit denepanyu ot 16 nexadps 2019 rona Ne 1683. - Cwm.
npeapiayyto peaakiuuio)l Ipu npuasTun MUHHCTEPCTBOM 3/IpaBOOXPAHEHUS
Poccutickoii denepanuu pelieHns 0 NEPEPErucTpaluu NpeaeabHON OTITYCKHON LEHbI
MIPOU3BOIUTEIS HA JIEKAPCTBEHHBIN MpenapaT COOTBETCTBYIOMIAs HHPOPMAIIUsI BHOCUTCS
B PEECTPOBYIO 3aMUCh C YKa3aHUEM HOMEPA U JaThl PEIICHUS O MEePEPEruCTPALIUH.

7. BHECeHUE U3MEHEHUI B PEECTPOBYIO 3AMKUCh OCYIIECTBIISIETCS B YaCTU: U3MEHEHUS
CBEJICHHUI O perucTpaluy JepKaTells NIk BIaJeNblia PETUCTPALIMOHHOTIO yI0CTOBEPEHMS
JIEKapCTBEHHOI'O IIperapaTa B KaueCTBE HAJIOTOIUIaTe bIINKa (ISl POCCUNCKUX
IOPUINYECKUX JIUIT - MIeHTH(PUKAMOHHBIM HoMep Hanoromnatensiuka (MHH), s
MHOCTPAHHBIX IOPUINYECKHX JIMIL - CTPAHA PErCcTpalii, HAMMEHOBaHHE
PETUCTPUPYIOLIETO OpraHa, pEruCTPallMOHHBIM HOMEp, KO/l HAJIOTOIlIaTeNbIINKa B
CTpaHe perucTpauuy (MHKOPIOpAIUK) WK €ro aHaJIor);

(AG3ar tonoHUTENBHO BKIIOYEH ¢ 17 nexabps 2019 roxa nocrtaHoBiIeHHEM
[IpaBurtenscTBa Poccuiickoit deneparum ot 16 nekadbps 2019 roga Ne 1683 )uzmenenus
CBEJICHUI O perucTpainuy Npou3BOANUTEINS JEKAPCTBEHHOIO IIpenapara Jis
MEIUIIMHCKOTO MPUMEHEHHSI B KAUe€CTBE HAJIOTOIUIATENbIINKA B CTPaHe pEerucTpaiuu
(U1t POCCUMCKHX IOPUIMUYECKUX JIILL - UACHTU(DUKAITMOHHBIA HOMED
Hanoromarensiyka (MHH), 1 nHOCTpaHHBIX IOPUAMYECKUX JIUIT - CTpaHa
perucTpanyy, HAMMEHOBAHUE PETUCTPUPYIOIIETO OpraHa, PEruCTPallMOHHBIN HOMEp, KO



HaJIOTOIUIATEIbIIMKA B CTPAHE PEruCcTpanuu (MHKOPIOPAIlUN) UK €T0 aHaJIoT);
(A03an 1onoaHUTENBHO BKIItOUEH ¢ 17 nexkadpst 2019 rona nocraHoBiIeHHEM
[IpaButenscTBa Poccuiickoit deneparuu ot 16 nekadbps 2019 roga Ne 1683)

M3MEHEHMsI HAMMEHOBAaHUs JIEKApCTBEHHOT O ITpenapara (MexXyHapoJHOIO
HENaTEeHTOBAHHOT'0, UJIU IPYIIIMPOBOYHOIO, MJIM XUMUYECKOTO U TOPTrOBOI'O
HaMMEHOBaHMM );HAUCAHUsI JIEKApCTBEHHOH (OPMBbI;HAIINCAHUSI JO3UPOBKH
JIEKapCTBEHHOI'O IIperapaTa;u3MEHEHHS KO0/1a JIEKapCTBEHHOT0 Ipenapara 1o aHaTOMO-
TepaneBTUYECKO-XUMUYECKON KIacCu(UKAMN;U3MEHEHUS IepKaTellsl MU BIaIesblia
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOT0 Ipenapara, €ro OpraHu3alioOHHO-
IIPaBOBOM (hOPMBI;U3MEHEHMSI TPOU3BOAUTENIS, €T0 OPraHU3ALMOHHO-IIPABOBOM (HOPMBI,
ajzipeca MPOU3BOAUTEIS JIEKAPCTBEHHOTO MIpenapaTa Npu yCIOBUU COXPAHEHUSI €TO
IIPUHAJIEKHOCTH K FTOCYAAPCTBY - WwieHy EBpa3niickoro 5KOHOMUYECKOTO COX03a UIIU
MHOCTPAaHHOMY MPOU3BOAUTENIO;N3MEHEHNS HAUMEHOBAHUN [TPOU3BOJICTBEHHBIX
IUIOLIA/IOK, YYacTBYIOLIUX B IIPOLIECCE IPOM3BOJCTBA JIEKAPCTBEHHOIO IIpenapara, ux
MECTOHAXO0XKIAECHUSI IPU YCIOBUU COXPAHEHUSI UX MPUHAIJIEHKHOCTH K TOCYIapCTBY -
wieHy EBpa3znuiickoro 5KOHOMHYECKOT0 COX03a UM HHOCTPAHHOMY
IIPOU3BOIUTEIIO;U3MEHEHHS] HOMEpA PETUCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIpernapaTa;u3MEeHEHHs IITPUXOBOIO KOJJa, HAHECEHHOIO0 HAa BTOPUYHYIO
(mOTpedUTeNbCKYI0) YIAaKOBKY JIEKAPCTBEHHOTO MIperapaTa; u3MEeHEHNs] KOMIIJIEKTHOCTH
JIEKapCTBEHHOI'0 IIpernaparta (IIpH yCJIOBUU OTCYTCTBUSI U3MEHEHHMSI €70 KOJIMYECTBA BO
BTOPUYHOM (IOTPeOUTENbCKOMN) YIIAKOBKE);U3MEHEHUS (DOPMBI BBIITyCKa JIEKAPCTBEHHOTO
npernapara, COIoCTaBUMOM IO JISKapCTBEHHOH (popMme, T03UpOBKe (KOHIIEHTPAIINH,
aKTUBHOCTH B €IMHULAX JAECUCTBU) U 00ILEMY KOJIMYECTBY BO BTOPUYHOMN
(moTpeOuTENbCKON) YIIaKOBKE (32 UCKIIOUEHUEM CIIy4YaeB, IPEAYCMOTPEHHBIX IyHKTOM
25 IIpaBwi1 rocy1apCTBEHHOW PETUCTPALUU U MIEPEPETUCTPALIUN YCTaHABIMBAEMBIX
MIPOU3BOIUTENISIMU JIEKAPCTBEHHBIX MIPENapaToB MPEAEIbHBIX OTIYCKHBIX IIEH Ha
JIeKapCTBEHHbIE MTPETapaThl, BKIIOYEHHbIE B IEpeUYeHb )KU3HEHHO HEOOXOIMMBIX U
BaKHEHIIINX JIEKAPCTBEHHBIX MPENApaTOB, YTBEPKIAECHHBIX IOCTAHOBIEHUEM
ITpaButenscTBa Poccuiickoit denepannn ot 29 oktsa6ps 2010 r. Ne 865 "O
roCy/1apCTBEHHOM PETYJMPOBAHNUH 1I€H Ha JIEKapCTBEHHbIE MPENapaThl, BKIIOUEHHBIE B
NepevyeHb )KU3HEHHO HeOOXOAUMBIX U BXKHEHIIIHNX JIEKapCTBEHHBIX
npenapatoB").BHeceHre yka3aHHBIX U3MEHEHUN OCYIIECTBIISIETCS Ha OCHOBAaHUU
3asIBJICHUS JEpKaTells WIK BIIAJEbla PErUCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernaparta (yInoJIHOMOYEHHOTO UM JIMIA), IPEICTaBIsIeEMOro Ha
OymakHOM HocuTene (B 1 9K3eMIUIsipe) U B JIEKTPOHHOM BHJIE 110 (JOPME COTTIACHO
MpUIOKEeHNI0, MUHUCTEPCTBOM 3/1paBooxpaHeHus Poccuiickoit @enepanyu 6e3
cornacoBanus ¢ PenepaabHON aHTUMOHOIIOJIBHOM CITyK001 ¢ COXpaHEHUEM MOCIeIHEN
3apEruCTPUPOBAHHON LIEHBI HA JIEKAPCTBEHHBIN IIpenapar.

MununcrepcTBo 31paBooxpaHeHus Pocculiickor @enepannu o pe3ynbraTaM BHECEHUS
U3MEHEHUI B PEECTPOBYIO 3aIUCh BBIAAET ACPKATEIIO UIH BIIAJEIIbBILY
PErUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpernapara (YIoJIHOMOUYEHHOMY UM
JIMILY) BBIHMCKY U3 peecTpa./lomyckaercss BHECEHUE U3MEHEHHI B peecTp 6e3
cornacoBanus ¢ denepanbHO aHTUMOHONOJIBHOM CITYKOOMH C COXpaHEHUEM MOCIeTHEN
3apEruCTPUPOBAHHON LIEHBI HA JIEKApPCTBEHHBIN IIpenapaT MHOCTPAHHOTO IIPOM3BOCTBA



IIPY BHECEHUH U3MEHEHUS B PEECTPOBYIO 3aIIMCh B YaCTH U3MEHEHHUS! HHOCTPAHHOTO
MIPOU3BOIUTEIS HA MPOU3BOIUTENS TOCYAapCTBA - WwieHa EBpa3uiickoro SKOHOMUYECKOTO
coro3a.

(AG3ar B penakuuu, BBeieHHOH B neiictBue ¢ 17 gexabpst 2019 roxa noctaHoBiIeHnEM
[IpaBurenscTBa Poccuiickoit deneparuu ot 16 nekadbps 2019 roga Ne 1683. - Cwm.
npeAbIIyIyo peaakiinio)COOTBETCTBYIONUIUE U3MEHEHHS BHOCSITCSL B PEECTPOBYIO
3amuCh C YKa3aHUEM HOMepa U J1aThl BHECCHUSI H3MEHCHHUM.

8. Ilpu BHeceHUU U3MEHEHUI1 B pEECTPOBYIO 3aIIUCh B COOTBETCTBUU C ITYHKTOM 7
HacTtosawux [IpaBun B ciayuae, ey B paMKax OJHOTO PETUCTPALIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara 3aperucTpupoBaHO HECKOJIBKO MPEIEIbHBIX
OTIYCKHBIX I[€H MPOU3BOAUTEIICH HA ATOT JIEKAPCTBEHHBIN MIpenapar ¢ TAKUMHU Ke
JIeKapCTBEHHON (OPMOii, TO3UPOBKOM M KOJTMYECTBOM BO BTOPHUHOI (MMOTPEOUTENHCKOM)
YIaKOBKE, TO MOCIEAHS 3apErUCTPUPOBAHHAS LIEHA OIIPEIEISIETCS ¢ yUETOM
KOMIUIEKTHOCTH JIEKAPCTBEHHOTO Mpenapara, GopMbl BBITYCKa JEKAPCTBEHHOTO
IpernapaTa U CTpaHbl - IPOU3BOIUTEINS JIEKAPCTBEHHOI O IIpernapara (Iporu3BOACTBEHHbBIX
IUIOLIA/IOK, YYACTBYIOIIUX B MPOIlecce MPOU3BOJICTBA JIEGKAPCTBEHHOTO Mpenapara).

9. CBeneHus 0 TOCYAAPCTBEHHOM peructpanuu (epeperucTpann), 00s3aTeIbHON
nepepeructpauuu B 2019-2020 rogax npenenbHOM OTITYCKHOM LEHbI POU3BOUTENS Ha
JIEKapCTBEHHBIN Mpenapar MmojyiekaT UCKIIOYSHHUIO U3 peecTpa B cilydae:

(AG3ar B penakiuu, BBeJICHHOU B nielicTBre ¢ 17 nekadps 2019 roma nmocraHoBIeHUEM
[IpaButenbcTBa Poccuiickoit denepammm ot 16 nexadps 2019 roma Ne 1683. - Cwm.
MPEIbIAYIIYIO PEIAKIIHIO)

a) IpeJCTaBICHUS AeprKaTelIeM WU BIIaJeNbleM PETUCTPALIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOT0 Npenapara (YIOJHOMOYEHHOTO UM JIMIA) 3asiBJIICHUS 00 UCKIIOUYEHUH
CBEJIEHUI U3 peecTpa B CBSI3U C OTCYTCTBHEM JIEKaPCTBEHHOIO IpenapaTa B 00paleHnu
Ha Tepputopuu Poccuiickon @enepanny;

6) HCKIIIOYCHUS JICKAPCTBCHHOTI'O IIpETiapaTa U3 roCyrapCTBECHHOI0 peeCTpa
JICKApPCTBCHHBIX CPCACTB 11 MCAUITUHCKOI'O IPUMCHCHU S ;

B) UCKJIFOUEHHUSI JIEKAPCTBEHHOI'O IIperapaTa U3 nepeuHs KU3HEHHO HE0OXOIMMBIX U
BAKHEUIINX JICKAPCTBECHHBIX IIPENapaToB;

I') UICT€YEHHUs CpOKa FOJTHOCTH 3apeructprupoBanHoro B Poccuiickoit denepanyu
JIEKapCTBEHHOI'0 Iperapara, CpoK JEHCTBUS pErUCTPAIMOHHOTO YIOCTOBEPEHUS
KOTOPOTO HCTEK;

J1) OTMEHBI PEIIEHUS O TOCYAapCTBEHHOM PETHCTPAIIMH UITH TIEPEPETUCTPAINH,
obs3arenpHOM niepepeructparuu B 2019-2020 ronax npeaensHON OTIYCKHOMN IISHBI
MIPOM3BOIUTEIS HA JIKAPCTBEHHBIN Mpemnapar.

(IToamyHKT B pefakiuu, BBeIeHHOU B neiicTBue ¢ 17 nexadbps 2019 roga
noctanoByieHueM [IpaButenscTBa Poccuiickoit @eaepannu ot 16 nexadps 2019 roma Ne
1683. - CM. mpeapIIyyIo peIaKIno)



10. YIoJtTHOMOYEHHOE JIUIIO JAepKATENs HIIA BIIJIENbIla PETUCTPAITMOHHOTO
yA0CTOBEPEHUSI JIEKaPCTBEHHOTO MIpenapara npeacTaBisieT JOKYMEHT,
MOATBEPKIAIOIIUHA €T0 TTOJTHOMOYHS.

11. Ilpu npunsTu MuHUCTEPCTBOM 37IpaBooxpaHeHust Poccuiickoit denepanuu
penieHrs 00 UCKITIOYEHUH CBEJICHUH O TOCYIapCTBEHHON PETUCTPALIUU TIPEICIIbHON
OTIIYCKHOM LIeHbI IPOU3BOAMTEIIS HA JIEKAPCTBEHHBIN ITpenapaT COOTBETCTBYIOIIAS
3aMmmch MIPOU3BOUTCS B peecTpe B TeueHue 1 pabodero JHsS CO AHS MPUHSATHUS TAKOTO
peuIeHus ¢ yKa3aHHUeM OCHOBAHHUS U J1aThl €10 IPUHSITHS.

12. Peectp nyOnukyercs Ha opunraabHOM caiite MUHHCTEPCTBA 3IPAaBOOXPaHEHUS
Poccutiickoit deneparnuu B nHGOpMaAIMOHHO-TEIEKOMMYHUKAITMOHHOM ceTh "MHTepHeT'
1 OOHOBIIECTCS €KETHEBHO C COXpaHEHUEM Ha CalTe BCEX MPEIbIAYIINX PEaaKIINii
peectpa.

13. Mudopmarus o 3aperucTpupOBaHHbBIX MPEAETbHBIX OTITYCKHBIX IIEHAX
MIPOU3BOIUTENICH HA JIEKAPCTBEHHBIE MTPENapaThl Pa3MENIacTCs B alTEUHbIX
OpraHu3alysIX B JOCTYITHOM JJisi BCEX 3aMHTEPECOBAHHBIX JIHII (POpPME C yueToM
TPYIIIUPOBKH 110 MEXTYHAPOJIHBIM HEMaTEeHTOBAHHBIM HAUMEHOBAHMSIM JIEKAPCTBEHHBIX
MpernapaToB.

14. CBenenusi, copepKainecs B peecTpe, BISIOTCS OTKPBHITBIMUA U O0IICIOCTYTHBIMH U
MPECTABISIOTCS 3aMHTEPECOBAHHBIM JIMIIAM OECIUIATHO TI0 MX MHCHMEHHBIM 3apocaM B
BHJIE BBIIMHCOK U3 PeecTpa B TCUCHHE S5 JTHEH CO JTHS TOCTYTUICHUS 3ampoca.

[Ipunoxenune

K [IpaBuiiam BeieHMs TOCYIapCTBEHHOIO peecTpa
MPEACIIbHBIX OTITYCKHBIX IIEH MPOU3BOIUTENIECH
Ha JICKaPCTBEHHBIE MPENapaThl, BKIIOUECHHBIE
B M€pEYCHb )KM3HEHHO HEOOXOIUMBIX U
BAKHEUILIMX JICKAPCTBEHHBIX MIPENapaToB

(B penakiuu, BBeIEHHOM B JACHCTBUE

¢ 17 nexabps 2019 rona

nocranoByieHueM IlpaBuTelbcTBa

Poccuiickoit denepanuu

oT 16 nexadps 2019 roga Ne 1683. -

CMm. mpenpInyyio penakiuuo)(hopma)

3ASBJIEHUE
0 BHECEHUU U3MEHEHUH B PEECTPOBYIO 3alIUCh O FOCYAapCTBEHHON PETUCTpaliu
IIPEJIENbHBIX OTIYCKHBIX LIEH IPOU3BOAUTENEHN HA JIEKAPCTBEHHBIE NIPENapaThl,
BKJIFOUEHHBIE B [T€pEeUEHb )KM3HEHHO HEOOXOIMMBIX M BaKHENIINX JI€KapCTBEHHBIX
npernapaToB

3agBUTEND




(HauMeHOBaHuE, MOYTOBBIH apec, aApec JIEKTPOHHOM M10YTHI)

I[epxcaTenb WJIK BJIaACJICH PETUCTPALIMOHHOI0 YAOCTOBCPCHUSA
JICKApCTBCHHOI'O IIpCIiapara

(HaMeHOBaHue, MOYTOBBIN aapec, apec FMEKTPOHHOM MOYTHI)

No ||Cranus || [IponzBoautens ||Anpec||Ctpanal|| st poccuiickux — ||HaumenoBanue||Perucrpannon-
11/11|| mpous- ||((HauMeHOBaHue) IOPUANYECKHX JIULL - || pEerucTpupy- | HbIi HOMEp
BOJICTBA UICHTU(UKAIIMOHHBIH|| FOIIIETO OpraHa
HOMEp
HaJIOrOIlJIaTeNbIIHNKa,
JUISL KHOCTPAHHBIX
IOPUANYECKUX JIUIL -
KOJ
HaJIOTrOIUIaTENbIINKA
B CTpaHe
perucrpanuu
(MHKOpTIOpAIIUN) UITH
€ro aHaJjor
2 JI 3  Jl4 ] s | 6 L7 | 8
[ | [ | |
[ | L | |
| | L | |
I | L L | ||
Ne|| Homep || Mexnaynapoanoe |[ToproBoe|| JlekapcTBeHHas Obmee [Ipenensnas  ||LLITpuxose
I1/T1||perucTpa- ||HenaTeHTOBaHHOE, [ HANMEHO- ¢dbopma, KOJIMYECTBO|| OTIyCKHAas IIeHa KOZ,
LIUOHHOT'O WIH BaHUE JO3UPOBKa, BO IIPOU3BOJIUTEIIS 3a|{HAHECCHHE
YJIOCTOBE-|| TPYIIITUPOBOYHOE, KOMILUTEKTHOCTB * *|| BTOpUYHOM |[MOTpEeOUTETHCKYIO Ha
pEHMS || WIIM XUMHUYECKOE (moTpebu- || ymakoBky** Ge3 || BTOpUUHY
HauMeHOBaHHe™ tenbckoil) || HIC (py6uneit) || (morpedn
YIaKOBKE TEJIBCKYK
YIaKOBK?
1 2 | 3 L4 | 5 6 7 [
I | | | I
Y1onHOMOYEHHOE

JINIO




(¢p.m.0.) (TOJKHOCTB) (TToamMCH)

KonTakTHbIE AJlpec 3IeKTPOHHOI

TeseOHbI TIOYTHI

M.IIL. (npu HaMU4YUM)

* B cimyyae OTCYTCTBUSL MEKIYHAPOIHOTO HENMATEHTOBAHHOTO HAMMEHOBAHUS B
PETUCTPALIMOHHOM YAOCTOBEPEHUH JIEKAPCTBEHHOTO NIpenapara yKa3blBacTCs
HauMEHOBaHME JIEKaPCTBEHHOI'O IIperapara, IpelyCMOTPEHHOE IEPEUHEM JKU3HEHHO
HEOOXOMMBIX U BaXKHEHIINX JIEKapCTBEHHbIX IpenapaToB.** B ciyuasx,
IIPEyCMOTPEHHBIX MyHKTOM 25 [IpaBuil rocy1apcTBEHHON peruCTpaLuu U
IIepepErucTpaLty NpeAEIbHbIX OTIYCKHBIX IIEH IPOU3BOAUTENEH HA JIEKAPCTBEHHBIE
IpenapaThbl, BKJIIOUYEHHbIE B IIEPEUEHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHILINX
JIEKapCTBEHHBIX NIPENApaTOB, YTBEPKIACHHBIX IOCTaHOBIEeHUEM [IpaBuTenbcTBa
Poccuiickoit @enepanuu ot 29 oxTs6ps 2010 1. Ne 865 "O rocymapcTBeHHOM
pEryJIMpOBaHMM LIEH Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIOYCHHBIE B [IEPEUECHb KU3HEHHO
HEOOXOMMBIX M BKHEUIINX JIEKAPCTBEHHBIX MPENAapaToB", TOMOIHUTEIEHO
yKa3bIBaeTcs (popma BbIITycKa JIEKapCTBEHHOT'O Mpenapara, ¢ yueToM KOTOpoil
paccuMThIBaeTCS MpeAeIbHas OTITYCKHAs [IeHA MPOU3BOAMUTEINS 32 TOTPEOUTEIBCKYIO
YIaKOBKY JIEKAPCTBEHHOI'O IIperapara.

VYTBEPXJEHDI
nmoctaHoByieHreM [IpaBuTenpcTBa
Poccuiickoit ®enepanun

ot 29 oxts6ps 2010 roga Ne 865

(B penaxiiuu, BBeZIeHHOH B IeliCTBHE
¢ 28 centsa6ps 2020 rona
ImocraHoBJicHHEM IIpaBUTeIbCTBA
Poccuiickoit @eaepanun

oT 24 centsa6ps 2020 roma Ne 1541. -
CM. npeapIIyy0 peaakiifio)

[IpaBuna ycraHOBI€HUS OpraHaMH UCTIOTHUTEIHHOU BJIacTU CyObeKTOB Poccuiickoit
®denepalyu NpeAeNbHBIX Pa3MEepPOB ONTOBBIX HAI0ABOK M MPEAETBHBIX Pa3MEpOB
PO3HUYHBIX HAJ0ABOK K (PAKTUUYECKUM OTITYCKHBIM I[€HaM, YCTAHOBIICHHBIM
MPOU3BOAUTENSIMH JIEKAPCTBEHHBIX MPENAPATOB, HA JIEKAPCTBEHHBIE NIPENIAPATHI,
BKJTFOYEHHBIC B MIEPEUEHB KU3HECHHO HEOOXOAMMBIX U BAKHEHIITUX JIEKAPCTBEHHBIX
MpEnapaToB

1. Opransl UcnoJIHUTENBHOM BiacTu cyObekToB Poccuiickoit denepanny npuHUMAOT
petieHust 006 yCTaHOBJICHUU U (WJIM) U3MEHEHUH NPeIebHBIX Pa3MEPOB ONTOBBIX
Ha70aBOK U MpeeIbHBIX Pa3MEPOB POSHUUHBIX Ha/10aBOK K (DAKTHUECKUM OTITYCKHBIM
neHaMm (0e3 yueTa Hasora Ha J0OaBJIEHHYIO CTOUMOCTh), YCTaHOBJIEHHBIM
IIPOU3BOUTENSIMY JIEKAPCTBEHHBIX MTPENAPATOB, HA JIEKAPCTBEHHBIE IIPENapaTsl,



BKJIFOUEHHBIE B IIEpPEYEHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX JICKaPCTBEHHBIX
IpernaparoB (Aajgee COOTBETCTBEHHO - JISKapCTBEHHBIE Mpenaparsl, (PakTHIecKue
OTITyCKHBIE LIEHbI IPOU3BOJUTENCH, PELIEHNE), IOCIIE COIVIACOBAHUS IIPOEKTOB PELICHUI
¢ OenepanbHON aHTUMOHOMIOIBHOM CITYXKOOM.

[IpenensHbIe pa3Mepbl ONTOBBIX HA/I0ABOK U MPEACIbHBIC pa3Mephbl POZHUYHBIX
Ha/10aBOK K (DaKTHUECKUM OTIIYCKHBIM [I€HaM IPOU3BOIUTENCH, BRIPA)KEHHBIE B
nporenTax u auddepeHnpoBaHHbIE B 3aBUCUMOCTH OT CTOMMOCTH JIEKAPCTBEHHBIX
IpenaparoB, yCTAHABINBAIOTCSA B OTHOIICHUN OPTaHU3aIMii ONITOBOM TOPTOBIH
JIEKapCTBEHHBIMH CPEJCTBAMU (Jlajiee - OPraHU3alu ONTOBOM TOPTOBIIN), alITEUHBIX
OpraHM3aLUi, HHAUBUIYAIBHBIX IPEANPUHIMATENCH, MMEIOIINX JIMICH3HIO Ha
OCyIIeCTBICHHE (hapMalleBTHUECKON AEATEIbHOCTH (J1aee - HHANBHyaIbHbIC
NPEANPUHUMATEIH ), MEAULIMHCKUX OPTaHU3aINi, UMEIOLIUX JIMIIEH3UH Ha
ocyImiecTBIeHUE (papMaIeBTUICCKON JeITSIbHOCTH, U UX 000COOICHHBIX
nojpaszaeneHuii (amOynatopuid, GpenabamepcKkux 1 HenpamepcKo-aKyepcKuX MyHKTOB,
LEHTPOB (OTAesIeHnI) 0011el BpaueOHOM (CeMEWHOI) MPaKTUKH), paCIIOJ0KEHHBIX B
CEJIbCKHX MOCEJICHUSIX, B KOTOPBIX OTCYTCTBYIOT allT€YHbIE OPraHU3aLUH (aee -
MEIUIMHCKUE OPTaHU3aLMH ), OCYIIECTBISIONINX PEan3alfIo JIGKAPCTBEHHBIX
IpenaparoB Ha TeppUTOPHU CyOBeKTOB Poccuiickoi deneparum.

2. Oprasbl UCIIOJIHUTEIBHON BIacTu cyObekToB Poccuiickoit denepanuu
yCTaHaBJIMBAIOT Mpe/eIbHbIE pa3Mephl ONTOBBIX HAJ0AaBOK U MIPEEIIbHBIE Pa3Mepbl
PO3HMYHBIX HA/I0aBOK K (DAKTUYECKHM OTITYCKHBIM LIEHAM ITPOU3BOAMTENCH B
COOTBETCTBUH C METOAMKOH, yTBepk1aeMoii denepalibHOM aHTUMOHOIOIBHOM Ty k001t
(manee - METOMKA), UCXO/ISI U3 CIICAYIOIINUX TPUHIIUIIOB:

a) BO3MEIIEHNE OpPraHu3alyusIM ONTOBOM TOPrOBIM, AITEUHBIM OPraHU3ALUAM,
VMHUBUYaJIbHBIM NIPEAIPUHUMATENIAM U MEAULIMHCKUM OpPraHU3alUsiIM SKOHOMUYECKU
000CHOBaHHBIX 3aTparT, CBA3aHHbBIX C 3aKYIKOW, XpaHEHUEM U peau3anueit
JIEKApCTBEHHBIX IIPENAPATOB;

0) yder pa3Mmepa npuoObLTH, HEOOXOAMMOM ISl 00eCTIeYeHUsT OpraHu3aIlil ONTOBOM
TOPTOBIIH, ANITEYHBIX OPTaHU3ALNN, MHAUBUIyaIbHBIX TIPEITPUHUMATENCH 1
MEUIIMHCKUX OpraHU3aIfii cpeJIcCTBaMH Ha 00CTyKUBAaHUE MPUBIICUCHHOTO KamuTala 1
(buHaHCUpPOBaHUE IPYTUX 0OOCHOBAHHBIX PACXO/IOB;

B) YUET B CTPYKTYpE HaI0aBOK BCEX HAJIOTOB U MHBIX 0053aTEIbHBIX MIaTeKEH B
COOTBETCTBHUU C 3aKOHOJATENbCTBOM Poccuiickoit denepanni.

3. Opran UCHOJIHUTENBHOM BIacTH cyOobekTa Poccuiickoit denepanun HanpasiseT
npoeKT pemieHus B eepanbHy0 aHTUMOHOIOJIBHYIO CITYKOY.

4. K mpoeKTy pelieHus IpuiaratoTcs ClIeayrnme JOKYMEHTbI, 3aBEPEHHbBIC
PYKOBOJIUTENIEM MJTH 3aMECTHTEIeM PYKOBOJIUTENS OpraHa UCIOJHUTEIbHOM BIacTh
cyonekTa Poccuiickoit @enepannu:



a) MOSICHUTEIIbHAS 3aITMCKa, CoIepIKaIas B TOM Ynuciie 000CHOBaHHWE HEOOXOAMMOCTH
YCTaHOBJICHHSI HITU TIEPECMOTpPa MPEACIIbHBIX Pa3MEPOB ONTOBLIX HAA0ABOK U
MpEeACIIbHBIX Pa3MEPOB PO3ZHUYHBIX HaI0aBOK K (PaKTUUECKUM OTITYCKHBIM IIEHaM
MPOU3BOAUTENEH;

0) pacdeTsl IpeJeNbHBIX Pa3MEPOB ONTOBBIX HAJOABOK M MPEIEIbHBIX Pa3MEpOB
PO3HMYHBIX Ha/10aBOK K (DAKTUYECKUM OTITYCKHBIM LI€HaM IIPOU3BOAUTEIIEH,
OCYILECTBIICHHBIC OPTraHOM HCIIOJIHUTEIBHOH BiacTH cyObekTa Poccuiickoit @enepanun
B COOTBETCTBUM C METOAMKOH, 110 (popMaM, yTBEpkKIEHHBIM METOJIMKOM, B hopmare
AJIEKTPOHHBIX a010HOB DeiepanbHOil rocy1apcTBEeHHONW HHPOPMALMOHHONW CHCTEMBI
"Enunas nandopMannoHHO-aHAIMTHYECKAs cHcTeMa'.

5. IIpoekT pelieHus ¢ npuiaaraéMbiMi K HEMY JIOKyMEHTaMHU, YKa3aHHBIMU B ITyHKTE 4
Hacrosmux [IpaBun, npencrasnsercs B @enepanbHy0 aHTUMOHOIOJIbHYIO CIIyXKOy B
MIACBMEHHOM BHUJE WIN B BUJIE YIIEKTPOHHOI'O JOKYMEHTA, IIOIACAHHOIO YCUIIEHHOU
KBAJIM(HULUPOBAHHON 3JICKTPOHHOH MOAINHUCHIO, a TAK)XKE Ha aJpec 3JEKTPOHHOM MOUYTHI
®denepalibHOI AHTHUMOHOIIOJIBHOM CITYKOBI.

[IpoexT pemenus peructpupyercs B OenepanbHO aHTUMOHOIIOIBHON CITyKO€ B
YCTaHOBJICHHOM IOPSIKE.

6. ®enepanibHasi aHTUMOHOIIOIBHAS CiTy»)0a B Teuenue 30 pabounx AHEH co qHs
pEerucTpalyy MPoeKTa PelIeHUs] HAIPaBIIseT B OPTaH UCIIOTHUTENBHOM BIaCTH CyObeKTa
Poccuiickoit denepaiiuy NpUHITOE €10 PELIEHUE O COTJIACOBAHUU MPOEKTA PEIICHUS
1160 00 0TKa3e B €ro COrNIACOBAHUH.

7. B ciiyuae He0OXOAMMOCTH YTOUHEHUS U (MJIM) JONOJHEHUS CBEIEHUH, coepKaluxcs
B JJOKYMEHTaX, yKa3aHHbIX B MyHKTE 4 HacTtosmux [IpaBuii, opran uCOJHUTENBbHON
BiacTu cyobekta Poccuiickoit denepanyu npeacrasiser no 3amnpocy PenepaabHOR
AHTHUMOHOIOJIBHON CITy’KObl COOTBETCTBYIOLIYIO IOKYMEHTAJIbHO O(OPMIIEHHYIO
HH(pOpMaIHIO.

Cpoxk mpecTaBlieHUs: OpraHOM HCTIOTHUTENBHOM BIAacTH cyobekTa Poccuiickoit
®denepanuu 3ampoieHHON HHPOPMAIIMN HE MOXKET IPEBBIIIATh 15 pabounx AHEH co qHS
nosrydeHus 3anpoca OenepaibHON aHTUMOHOTIOIBHOMN CITYKOBI.

[Ipu aTOM 061Kt CpOK paccMOTpeHus JoKyMeHToB DenepanbHOM aHTUMOHOIIOJIBHOM
CITy>K00i He MOKET MPEBBIIIATH CPOK, IPETYCMOTPEHHBIH MYHKTOM 6 HACTOSIIMX
[IpaBui u ab3arieM BTOPBIM HACTOSIIETO MyHKTA.

[Ipu HemocTyIIeHUH OT OpraHa UCIOJIHUTEIbHON BiIacTu cyObekTa Poccuiickoit
deneparyy B yCTaHOBICHHBIN CPOK 3alIPOIIEHHON JOKYMEHTAIBHO O(OPMIICHHON
nHpopmanuu PenepalibHas aHTUMOHOIIOJIbHAS CITy>k0a B TeueHue 5 pabouux JHeN co
JIHSI KCTEUEHHsI 00IIero CpoKa MPUHUMAET pelIeHre 00 0TKa3e B COTIaCOBAHUU MPOEKTa
pelIeHus.



8. OcHOBaHUAMHA AJId O0TKa3a B COIJIaCOBAaHHM IMPOCKTa PEIICHUS ABJIAIOTCA:

a) HECOOTBETCTBHE PACUETOB MPEAEIbHBIX PA3MEPOB ONTOBBIX HAZI0ABOK M MPEACIIBHBIX
pa3MepoB POSHUYHBIX HA0aBOK K (PAKTMYECKUM OTITYCKHBIM IIEHAaM IPOU3BOAUTEICH
pacueram, IpeayCMOTPEHHBIM METOIUKON;

0) npexacrasienue B epepanbHyI0 aHTUMOHOIIOIBHYIO CITY>K0Yy yKa3aHHBIX B ITyHKTE 4
Hacroamwmx [IpaBui JOKyMEHTOB, COAepIKalNX HEJOCTOBEPHBIC CBEACHUS,;

B) OTCYTCTBHE B IPEJICTABIICHHBIX JIOKYMEHTAX CBEJCHUH, TPeOYyEMbIX B COOTBETCTBUH C
METOIUKOIA;

I') IPeICTaBICHUE HEMOJIHOTO KOMIIEKTA JJOKYMEHTOB, YKa3aHHbIX B ITyHKTE 4
Hacrosmux [Ipasui;

1) HETIOCTYIUICHUE OT OpraHa UCTIOJTHUTEIILHOW BIacTH cyOobekTa Poccuiickoii
denepanyu B CpoK, yCTAHOBJIEHHBIN ab3alieM BTOPBIM ITyHKTa 7 HacTosmux [Ipasui,
3aMpoIIEHHON JOKYMEHTaIbHO O(POPMIIEHHON HH(DOPMALIUH.

9. Mudopmanus o coriiacoBanuu 00 00 0TKa3e B cornacoBannu DepepanbHON
AHTUMOHOTOJIBHOMU CITyk0011 MpoeKTa pelieHus He mo3anee 3 paboyux qHEH co IHA
NPUHATHUS pemeHus pazmemaercs Ciayx00if Ha ee OQHUIIMATEHOM CaiiTe B
MH(OPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTu "MHTepHeT".

10. Opran ucnonHUTEIBHON BiacTu cyObekTa Poccuiickoit @enepanyiy mpuHUMAET
peleHue B Cpok, He npeBblmaromuii 10 pabouux aueit co aHsa npunatus dexepanbHon
AHTHUMOHOIMOJIBHON CITy00H pelieHus 0 COrIacOBaHUU MPOEKTa PEIICHHUS.

11. Opran ucnonuurenabHOU BiaacTu cyobekta Poccuiickoit @eneparuu B TeueHue 3
pabouux AHEN co AHSA MPUHATHS pelIeHHs MpecTaBiseT B DenepaabHyIo
AHTHUMOHOIOJIBHYIO CIY>K0Y KOIHUIO PELIEHNs, a TAK)KE HAIPaBIIseT KOMHIO PELICHUS B
denepanbHyI0 aHTUMOHOIIOJIBHYIO CITyXO0y Ha ee aapec IMEKTPOHHOM MOYTHI.

12. Opran HCIIOTHUTENBHOM BilacTH cyObekTa Poccuiickoil denepaiiuu He MeHee UeM 3a
10 paGouux HEH 10 AHS BCTYIUIEHUS B CHILy PELICHHs pa3MeliaeT nH(QOpMalnio o
MPUHATOM PELICHUHU Ha ero 0(UIHaIbHOM caiiTe B UH()OPMAIIMOHHO-
TeJIeKOMMYHUKallMOHHOMU ceTH "HMHTepHet".

13. 3a npencrasnenue B PenepanbHy0 aHTUMOHOIIOIBHYIO CITYXKO0yY TOKYMEHTOB,
CoJIep KalliX HEJOCTOBEPHBIE CBEICHUS, PyKOBOIUTEIND (3aMECTUTENIb PYKOBOAUTEIIS)
opraHa MCIIOJHUTEIbHOM BiacTu cyobekTa Poccuiickoii @enepanu HeceT
OTBETCTBEHHOCTh, IPETYCMOTPEHHYIO 3aKOHOAaTenbcTBOM Poccuiickoit denepanum.

YTBEPXIEHbI
nocraHoBieHueM [IpaButenbcTBa
Poccuiickoit ®enepann



ot 29 okTsa6ps 2010 roga Ne 865
(JlomoTHUTENEHO BKIIOYCHBI

¢ 28 centsa6ps 2020 rona
rnocranosyienueM IlpaBurenncTBa

Poccuiickoit eneparmn
o1 24 centsaopsa 2020 roga Ne 1541)

HpaBI/IJIa (bOpMI/IpOBaHI/ISI OTIIYCKHBIX LICH Ha JICKAPCTBCHHLIC ITPCTIapaThl, BKIIFOUCHHBIC B
MEPCUCHDb ) KU3HECHHO HCO6XOI[I/IMBIX 1 BaXKHEUIIINX JICKaApCTBCHHLIX IIPCIIapaToB,
OopraHu3alsIMu OITOBOM TOProBJIK, AlITCYHBIMU OPraHu3aliuiaIMn, HHAWBUYAJIbHBIMHA
OpCApPpUHUMATCIIIMA U MEJUIWMHCKUMU OpraHu3alusaMu

1. Opranuzanuy onToBOM TOProBIM JEKAPCTBEHHBIMH CPEACTBAMH (Jajiee - OpraHu3aluu
OIITOBOM TOPIOBJIM) OCYILECTBIIAIOT PEANN3ALIMIO JIEKAPCTBEHHBIX MPENapaTos,
BKJIIOYCHHBIX B IEPEUCHb KU3HEHHO HEOOXOIMMBIX U BOKHEHIIINX JTEKapCTBEHHBIX
IpernaparoB (Aajee - IeKapcTBEHHbIE penaparhl), 0 [IeHaM, YPOBEHb KOTOPHIX (0e3
ydeTa Hajora Ha J0OaBJIEHHYIO CTOMMOCTB) HE JOJDKEH MPEBBIIIATh CyMMY (haKTHIECKOM
OTITYCKHOMH LIeHBI IPOM3BOIUTENS JIEKAPCTBEHHOIO penapaTta (ajiee - pakThuuecKas
OTITyCKHAasl LIeHa POU3BOINUTENS ), HE MPEBBIILIAOLIEH 3apETUCTPUPOBAHHON WU
NepeperucTpUPOBAHHON MIPEeIbHON OTITYCKHOM LIeHbI IPOM3BOUTENS (HA ATy
peanu3anuy JeKapCTBEHHOIO IIpenapara Ipou3BOIUTEIEM), U pa3Mepa ONTOBOM
Ha/10aBKH, HE IPEBbILIAIOIIEH pa3Mepa IpeAeabHON ONTOBOM Haf0aBKU, YCTAaHOBIEHHON
B cyObekre Poccuiickoii @eneparuu. Opranu3amnyy ONTOBOH TOPTOBIH YUYUTHIBAIOT
HAJIOT Ha J0OaBJIEHHYIO CTOMMOCTh B LI€HE pealln3alliy JIEKapCTBEHHOI' O Ipernapara B
IIOPsIAKE, YCTAaHOBIEHHOM 3aKOHOJATeNnbCTBOM Poccuiickoi denepanuu.

2. CymmapHsbliii pa3Mep ONTOBBIX HaJA0aBOK, MOJJICKAIUX TPUMEHEHUIO BCEMH
OpraHu3alysAMU ONTOBOM TOPrOBIIM, YYACTBYIOUIUMU B PEAIU3ALUU JIEKAPCTBEHHOT O
npernapara, pacCUuuTaHHBIA UCXOAS U3 PaKTUUECKON OTITYCKHOM 1I€HbI POU3BOAUTENS,
HE JIOJKEH IPEBBIIIATh COOTBETCTBYIOIINI MpeIebHbIN pa3mep oNnToBOI Ha0aBKH,
YCTaHOBJICHHBI OpraHOM MCHOJIHUTEIbHON BiacTH cyobekTa Poccuiickoit ®enepanum,
Ha TEPPUTOPHUIO0 KOTOPOI'0 OCYILECTBIISECTCA IOCTaBKa JIEKAPCTBEHHOI'O IIpenapara.

3. Opra"uzanuu OnTOBOM TOPTOBIIM, UMEIOIINE CTPYKTYPHBIE TIOIpa3IeIeHUs
PO3HUYHOI TOPrOBIM, MOTYT (POPMHPOBATH PO3HUYHBIE IIEHBI HAa IEKAPCTBEHHBIE
npenaparsl ¢ TPUMEHEHHEM OJTHOBPEMEHHO ONTOBOW U PO3HUYHOM HAJI0AaBOK K
(hakTUUYECKOI OTMYCKHOM IIeHe Mpou3BoaAnuTeNs (0e3 Haslora Ha 100aBICHHYIO
CTOMMOCTH), CyMMapHBIN pa3Mep KOTOPHIX HE JIOJDKEH MPEBHIIATH MPEISTbHBIN pa3Mep
OIITOBOM U PO3HUYHOM HaJ0ABOK COOTBETCTBEHHO, YCTAHOBJICHHBIX B CyOBEKTE
Poccuiickoit denepaiuu, npu yCIOBUU BEICHUS Pa3/IeIbHOrO y4yeTa ONTOBOU U
PO3HUYHOM TOPTOBJIU.

4. Opranu3anyy ONTOBOM TOProBIIM, PEATU3YIOLINE JIEKAPCTBEHHBIE IIPENapaThl
MOTPEOUTENSM IO JOTOBOPY KOMUCCUU (KOMUTEHTBI) OT UMEHHU OpPTaHU3alui POSHUYHOM
TOPTOBJIX (KOMUCCHOHEPOB), MOT'YT (POPMHUPOBAThH OTIMYCKHYIO 1IEHY Ha JIEKapCTBEHHBIH
npernapar ¢ IpUMEHEHHEM OJIHOBPEMEHHO OITOBOW M PO3ZHUYHON Ha10aBOK K



(baKkTUYECKOM OTIMYCKHOM IIeHE MPOU3BOIUTEINS, CyMMAapHBIN pa3Mep KOTOPBIX HE
JIOJDKEH MPEBBIIATH MPeAeTIbHBIN pa3Mep ONTOBOM M POSHUYHOHN HaJ0aBOK
COOTBETCTBEHHO, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoit deaepanum.

5. AnteuHble OpraHu3aluy, HHAUBU Y aIbHbIC IPEIIPUHUMATEIH, UMEIOILUE JTULCH3HIO
Ha (papManeBTUYECKYIO ACATEIBHOCTD (Jlajiee - MHAUBHUIYaIbHbIE TPEIIPUHUMATENHN),
MEIULUHCKUE OpraHU3aLuH, UMEIOIINE JIMIEH3UIO Ha (hapMalleBTUUECKYIO
JesITeIbHOCTD, U UX 000CO0JICHHBIE MToIpa3aeneHus (aMOynaTopuu, GenpaepcKue u
(dhenpamepcKo-aKymepcKue MyHKThI, IIEHTPHI (0TaeaeHus) oO1iel BpaueOHOH
(cemeitHOI) MPAKTUKM), PACIIONIOKEHHBIE B CEJIbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTEYHbIE OPraHU3alUu (Jlajiee - MEAULIMHCKIE OPTaHNU3aLUN ),
OCYIIECTBIISIOT PEATU3ALINIO JIEKAPCTBEHHBIX IIPENAPATOB 110 IIEHaM, YPOBEHb KOTOPBIX
(Oe3 yuera Hasiora Ha J00aBJIEHHYIO CTOUMOCTh) HE JIOJIKEH IPEBBILIATh CyMMY
(haKTHYECKOH OTITYCKHOM IIEHBI TPOU3BOAUTEIIS, HE TIPEBBIIIAIOIICH
3aperuCTPUPOBAHHOMN UJIM MEPEPETUCTPUPOBAHHOM MTPEIeIbHON OTITYCKHOM LI€HBI
MIPOU3BOUTENA (Ha 1aTy pealln3alliy JEKapCTBEHHOTO Mpernapara Ipou3BOJUTENIEM), U
pa3mep OINToBOI HaJ0ABKU U (WJIM) pa3Mep POZHUYHON HaJ0aBKH, HE MIPEBBIILIAOIINX
COOTBETCTBEHHO pa3Mep MpeaesIbHOM ONTOBON HaJ0ABKH U pa3Mep MpeeIbHOM
PO3HUYHON HaJ10aBKH, YCTAaHOBJIEHHBIX B cyObekTe Poccuiickoit @enepanyu. AnTeyHbie
OpraHu3aly, UHIAMBUAYaJIbHbIE TPEANPUHUMATENIN U MEAULIMHCKUE OpraHu3aluu
YYUTHIBAIOT HAJIOT Ha J00ABJIEHHYIO CTOMMOCTD B LIEHE pealn3aliy JIEKapCTBEHHOTO
npernapara B opsiJiKe, yCTaHOBJIEHHOM 3aKOHOAaTesbcTBOM Poccuiickoil @enepanuu.

6. Pasmep pozHnyHON Ha0aBKH, paCCUUTAHHBIA UCXO/AS U3 (PAKTUUECKON OTITYCKHOM
LIEHBI IIPOU3BOAMTEIIA, IIOMJICKAIIMI IPUMEHEHUIO allTEYHBIMA OPTaHU3ALUAMY,
VMHIVBUAYAIbHBIMU NPEANPUHUMATENSAMHA U MEAUIIMHCKMMH OpraHU3alusIMH,
OCYIIECTBISIOLMMH peaTn3alHio JIEKapCTBEHHBIX MPEnapaToB Ha TEPPUTOPUU CyOBEKTa
Poccutickoii denepanuu, He TOIKEH NIPEBLINIATH COOTBETCTBYIOIINM IPEAEIbHBIN
pa3Mep po3HUYHOM Ha/10aBKH, YCTAHOBJIEHHBIN OPTaHOM HCIIOTHUTEIHHON BIIACTH ATOTO
cyobekta Poccuiickoit deneparum.

7. Ilpu popMHpOBaHUHU OpraHU3alUSIMU ONTOBOI TOPTOBJIM, AITEUHBIMU
OpraHM3alMsIMH, UHIUBUAYAIbHBIMU IPEIIPUHUMATENIIMUA U MEAULIIMHCKUMHU
OpraHMU3alMsIMH OTIIYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE IIPENApaThl C IPUMEHEHUEM
Mpe/ieIbHBIX pa3MEPOB ONTOBBIX HaJ0ABOK U (MJIM) MPEJENIbHBIX Pa3MEPOB PO3ZHUUHBIX
Ha/10aBOK TaKH€ OTIYCKHBIE IIEHBI OKPYIJIAIOTCS IO MAaTEMaTHYECKUM MpaBHiIaM
OKpYIJIEHUS 0 COThIX yactel pyouis. [Ipu pacuere nprMeHEHHBIX TAKUMU
OpraHU3alMsIMH U MHIUBUYabHBIMU MPEANPUHUMATEISIMA HA10aBOK JIOMyCKaeTCs
MOTPEIIHOCTb, HE TIPEBBIIIAONIAS Pa3Mep OKPYTJICHUS.

8. ITox hakTyecKoil OTIMYCKHON IIEHOH NMPONU3BOJUTENS Ha JIEKAPCTBEHHBIN IpenapaT
rocyJapcTsa - ujieHa EBpa3uiickoro 5kOHOMH4ECKOro cOr3a OHUMAaeTcs 1ieHa (0e3
HaJiora Ha JJ00aBJIEHHYIO CTOUMOCTh), yKa3blBaeMasi IPOU3BOAUTENIEM B
COIPOBOJUTENILHOM IOKyMEHTAlLlMK Ha TOBAP U HE MPEBbIIIAIOIIAs 3apPETUCTPUPOBAHHYIO
WM NIEPEPETUCTPUPOBAHHYIO IIPEAENIBbHYIO OTIIYCKHYIO LIEHY IPOM3BOJUTENS Ha
JIEKapCTBEHHBIN Mpernapar Ha JaTy nepeaadu poCCUIICKOMY MOKYTIaTeo



(ymonHomoueHHOMY UM Jully). IIpu 3TOM (hakTHyeckas OTIyCKHAas IieHa MPOU3BOAUTENS,
yKa3aHHas B MHOCTPAaHHOH BaJIIOTE, IEPECUUTHIBACTCS B pyOnu 1o Kypey LlenTpanbHoro
6anka Poccuiickoit denepannu Ha 1aTy nepeaayu JIEKapcTBEHHOTO Mpernapara
IIPOM3BOIUTENIEM TOCYIapCTBa - WieHa EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a
pOoccUiicCKOMyY MOKymnaTelto (YIIOJTHOMOUYEHHOMY UM JIMILY) [0 MePEAaTOYHOMY aKTy WU
WHOMY aHAJIOTUYHOMY JOKYMEHTY.

[Ton paxTHUECKOI OTITYCKHOM LIEHOM HHOCTPAHHOTO MPOU3BOIUTENS (32 UCKIIIOUCHHEM
IIPOU3BOUTEIIEH rOCy1apCTB - WieHOB EBpa3suiickoro 3kOHOMHYECKOI0 CO03a) Ha
JIeKapCTBEHHBIN Ipernapar NOHUMaeTcs 1eHa (06e3 Hajora Ha J00aBIEHHYIO CTOMMOCTS),
yKa3blBaeMasi HHOCTPaHHBIM IIPOM3BOJUTEIIEM JIEKAPCTBEHHOIO IIpernapara B
COIIPOBOIUTENLHON JJOKYMEHTAIMH Ha TOBAap, HA OCHOBAHUU KOTOPOH opopmiIsieTcs
TaMO>KE€HHas JCKJIapanus, C y4eTOM pacXxo0B, CBA3aHHBIX C TAMOKEHHBIM
oopmiennem rpysa (ymiaTol TaMO>KEHHBIX MOIUTHH U cOOPOB 32 TAMOXKEHHOE
oopmieHne), He peBBIIIAOLIast 3apErUCTPUPOBAHHYIO WK IIEPEPEruCTPUPOBAHHYIO
IIPEACIIBHYIO OTIIYCKHYIO LIEHY IIPOU3BOAMTEIISA HA ATOT JIECKAPCTBEHHBIN ITpenapar Ha
JlaTy BBIIIYCKa TOBAapa, yKa3aHHYI0 B TAMOKCHHOH JIEKJIapaluH.

[Tpu 5ToM pakTHUECKast OTIYCKHAs [IEHA IPOU3BOIUTEIIS, 3aCKIApUPOBAHHAS B
WHOCTPAHHOU BaJIIOTE, IEPECUnThIBaeTCA B pyOiu 1o Kypey LlentpanbHoro 6anka
Poccwuiickoit @eaeparuu Ha 1aTy 0POPMIICHHS TAMOKEHHOM JIEKIIapaIlnu.

9. Peanusanus JieKapCTBEHHBIX MPENapaToB OpraHU3alMsIMU ONTOBOM TOPTOBIIH,
anTeYHbIMU OPTaHU3ALUIMHU, UHIUBUAYaIbHBIMU IPEAPUHUMATEIAMU U
MEIULIUHCKUMU OPTaHU3AIMAMHU OCYIIECTBISAETCS MPU HATMYHUH ITPOTOKOJIA
COIJIACOBAHUS 1I€H MOCTaBKH JIEKAPCTBEHHBIX MTPENapaToB, COCTABIEHHOTO Mo (hopMme
COTJIaCHO MPHUJIOKEHMIO, 32 UCKIIFOUEHHEM JIEKapCTBEHHBIX IIPENapaToB, KOTOPHIE HE
ObUIN BKJIFOYEHBI B IEpPEUYEHb )KU3HEHHO HEOOXOAUMBIX U BXKHEHIINX JIEKaPCTBEHHBIX
MpernapaToB Ha JAaTy UX MPUOOPETEHUs yKa3aHHBIMU OpraHU3alusIMu U
VHUBUYaJIbHBIMU NIPEAIIPUHUMATEISIMHU.

10. IIpoTokoa coriacoBaHus 1IEH TOCTABKU JIEKAPCTBEHHBIX MPENApaToOB MOXKET ObITh
CO3/1aH B BUJIE DJIEKTPOHHOI'O TIOKYMEHTA, MOAMNCAHHOTO YCUJIEHHOM
KBaHH(l)HHHpOBaHHOﬁ SHCKTPOHHOPJI MOANMUCHI0 YITIOJTHOMOYCHHBIX JIUI[ TIOCTABIIMKA U
MIOKyTaTeJsl.

IIpunoxenue

K [IpaBunam popmupoBaHuUs OTITYCKHBIX LIEH

Ha JIEKapCTBEHHBIE MTpeNapaThl, BKIOUYECHHBIE

B [IEpPEUYECHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIIINX
JIEKapCTBEHHBIX NIPENApaToOB, OpraHU3alusIMU
OIITOBOI TOProBIIM, alITEYHBIMU OPTaHU3ALUSIMH,
WHAVBUAYAIbHBIMU NPEAIPUHUMATENSAMA U
MEAUIIMHCKUMH OpraHu3alusIMu

([lomoHUTENEHO BKITIOYEHBI

¢ 28 cents6ps 2020 roma



noctaHoBJieHUueM [IpaBuTenbCcTBA

Poccuiickont @enepanyu

oT 24 centsaops 2020 roma Ne 1541)

HpOTOKOJ'I corjtaCoBaHUs I€H IMOCTAaBKH JICKAPCTBCHHEBIX IIPCIIapaToOB, BKIIFOYCHHBIX B
NEpCUCHb JKU3HCHHO H€O6XOI[I/IMBIX U BaXKHEHIIINX JICKApCTBCHHBIX IIPCIIapaToB

MOCTaBIIUK (OpraHU3alysi ONTOBON TOPTOBJIH)

oJry4uareiib (opraHmauHﬂ OIITOBOM TOPTOBJIM WUJIK OpraHU3aluAa pOSHH‘IHOﬁ

1

TOPTOBJIN
Mexny- || Toprosoe |[Ce-|IIpous-|| 3aperucr- || @akrtuueckas | Jara |OrmyckHas [ieHa opraHu3ar
HapOJIHOE || HAUMEHO- ([pus|| BOIU- || pPHUPOBaH- OTIIyCKHasl || peanu-
HEIIaTeH- BaHHE, TCJIb Has 1IcHa, 3amun 5 ‘
TOBAHHOE || JIEKapcT- npesens- yCTaHOB- Ipou3- )
HAaMEHO- || BEHHas Hast JICHHAs BOJINTE-
BaHUE dopma, OTITyCKHas POU3BO- TOpToB/IH
(xumHu- || 7O3UPOBKA, 1(S ¢ JIATEIIEM 4
YEeCKOE (|KOJIMYECTBO IPOU3BO-
120011 3
nem
(pyOunei)
rpynnu- |[B notpedu- JTUTEIIS 0e3 c 6e3 H
POBOYHOE)|| TETBCKON HAC (| HAC 1 1 (py
YIaKOBKE, 2 (py©- || (py©- nei
ITPUXOBOM neit) || nei)
KOI YCH (py©6-
(pyOueit) neit)
L+ | 2 Jsjl 4 5 Je 7| 8 | 9 LA




(moAnuChH YOJTHOMOUYEHHOTO ¢.1.0. (e

auna TIOJT,

HIOCTABIIMKA - OpraHU3aIU TOPTO
OITOBOIT TOPrOBIIN)

TO}

M.IL. I

AnTe4Hble OpraHU3alUK, HHIUBHIYJIbHBIE TPEANPHHAMATEIIN, UMEIOIIHE JIMICH3HIO Ha (hapMmariet
000c00IeHHBIEC TTOIpa3iesieHus (aMOynaTopun, (henbamepcKie U GenpamepcKo-aKyepCKue MyHKTHI, IEHT
OTCYTCTBYIOT allTEYHbIC OPTraHU3aIHH.

2

3aperucTpupoBaHHas peiebHas OTIYCKHAs 1IeHa MPOU3BOIUTENS Ha JIEKAPCTBEHHBIN Mpemnapar

3

HpI/I YCTAaHOBJICHHUU LCHBI MHOCTPAHHBIM IPOU3BOJUTEIICM @aKTH‘IeCKaﬂ OTITYCKHAad I[ICHA Ha JICKAf

4

I[aTa pcamm3anuun JICKApCTBCHHOTIO IMpETiapaTa IIpOU3BOAUTCIIEM HA TCPPUTOPHUU Poccuiickoit de¢

S

[Ipu 3amoTHEHUN OpraHU3aIMe ONTOBON TOPTOBIIM, KOTOpas MpUoOpesia JeKapCTBEHHBIN Tpemnape



[Ipu 3anomHEeHNH OpraHu3alueil ONTOBOM TOPrOBIU, KOTOPas MpHoOpesa JIEKapCTBEHHBIN Mpenape

3anoiHseTcs KaX10M opraHu3anueil olToBOW TOProBiIM, KOTOPas pean3yeT JIEKApCTBEHHBIN Iper

3amnonHseTcs opraHu3aleil onToBol TOPrOBIHU, KOTOpas Mprodpena JIeKapCTBEHHBIN Ipenapar y

B cnyuae peanusanuu opranuzanuend ONTOBOW TOPTOBJIM JIEKAPCTBEHHOTO MPENApaTa Mo LeHe HUK

10

B ClIy4dac peajin3anuun OpFaHI/ISaHHeﬁ OIITOBOM TOPrOBJIN JICKAPCTBCHHOI'O IIpCliapara 1o neHe H

11

VYrpouieHHas cucteMa HaJloroo0JI0KEeHHUSL.

12

[Tpumeuanue. ['padsl 1-8 3amonHsAoTCS OpraHu3anuelt OnToBOi TOProBiIH, KOTOpas
nproOpena JeKapCcTBEHHBIN Ipenapar y NpoOU3BOAUTENS.

EaunHbiil Hajor Ha BMEHEHHBIN JOXO.

WNudopmanus, ykazanHas B rpadax 1-8 opranusaiueil onToBoi TOProBiu, KOTopas
npuobpena JieKkapcTBEHHBIN MpenapaT y Npou3BOAUTEN, YKa3bIBaeTCs 0e3 M3MEHEHU I
BCEMHM OINTOBBIMHU OPraHU3ALMAMH, YUYACTBYIOIIMMH B pE€aIU3alMH JIEKAPCTBEHHOTO
npernapara, B 0053aTeJIbHOM MOpPSIKE.



VYTBEPXIEHBI
nocraHosyienreM lIpaButenbcTBa
Poccuiickoit deneparuu

ot 29 oxTsa0ps 2010 roga Ne 865

W3menenus, KOTopble BHOCATCS B ITocTaHoBieHU IpaButenscTBa Poccuiickoi
®denepanyu 1o BOIPOCAM, CBA3AHHBIM C COBEPIIEHCTBOBAHUEM I'OCYAAPCTBEHHOTO
pEryJIMpoBaHMsl LIEH Ha )KU3HEHHO HEOOXOAMMBbIE U BayKHEHIIINE JIEKAPCTBEHHbIE
CpencTBa

C m3menenusimu Ha 3 deBpais 2016 ronga

1. B nocranosnenuu [IpaBurensctBa Poccuiickoit deneparuu ot 7 mapta 1995 rona Ne
239 "O mepax 1no ynopsiIoueHUI0 rocyAapCTBEHHOTO PEryIupoBaHus 1eH (Tapudos)"
(Cobpanwue 3akoHonatenscTBa Poccuiickoit @enepammm, 1995, Ne 11, ¢1.997; 1996, Ne 7,
cT.690; Ne 17, ¢1.2002; Ne 32, ¢1.3942; 1997, Ne 27, ¢1.3232; 1998, Ne 32, ¢1.3907; 1999,
Ne 1, ¢1.201; 2001, Ne 7, ¢1.656; Ne 20, cT.2015; Ne 26, c¢1.2680; Ne 36, ¢1.3561; 2002, Ne
15, c1.1431; 2004, No 51, c1.5184; 2005, Ne 29, ¢1.3066; 2007, Ne 16, ¢1.1910; 2008, Ne
I, cr.3; Ne 7, ¢1.597; No 17, c¢1.1887; 2009, Ne 33, c1.4086; 2010, Ne 30, cT1.4096):

a) ab3arl JeBsITHAIIATHIA IEPEYHS MPOAYKIUHU MPOU3BOACTBEHHO-TEXHUIECKOTO
Ha3HA4YEHUs, TOBAPOB HAPOJHOI'0 NOTPEOIECHUS U YCIIYT, Ha KOTOPBIE FOCYJapCTBEHHOE
peryaupoBaHue 1ieH (TapugoB) Ha BHyTpeHHEM pbiHKe Poccuiickoit @enepanuun
ocymectBistoT [IpaBurensctBo Poccuiickoit denepaunu u enepaibHble OpraHbl
HCIIOJTHUTENIBHOU BIIACTH, YTBEPKIACHHOTO YKA3aHHBIM [TIOCTAaHOBJICHUEM, U3JI0KUTD B
cienymoen perakuuu:"JlekapcTBeHHbIE MTpenapaThl, BKIIIOUEHHBIE B IEPEYEHb
AKHU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIHNX JIEKAPCTBEHHBIX MpenaparoB’;

0) a03arl AEeBATHIN NepevHs MPOAYKLUHU IPOU3BOACTBEHHO-TEXHUUECKOT0 Ha3HAUYEHUS,
TOBApOB HAPOJHOT0 NMOTPEOIEHUS U YCIIYT, HA KOTOPBIE FOCY1apCTBEHHOE
perynupoBaHue IieH (TapudoB) Ha BHyTpeHHEM pbiHKe Poccuiickoit @enepanun
OCYIIECTBIISIOT OpraHbl UCIIOJHUTENBHOM BllacTH cy0bekToB Poccuiickoit denepanumy,
YTBEPKICHHOI'O YKAa3aHHBIM [IOCTAHOBIIEHUEM, U3JI0KUTh B CIEAYIOLIEH PEAAKLIAN:

"[IpenenbHbIC pa3MeEpPhI ONMTOBBIX U MPEAETbHBIE Pa3MePhl POZHUYHBIX HAI0ABOK K
(1)aKTI/I‘-IeCKI/IM OTITYCKHBIM II€CHaAM HpOH3BOI[HT€J'I€fI Ha JICKapCTBCHHBLIC ITPCIIapaThI,
BKJIFOUEHHBIE B MTEPEUEHb )KMU3HEHHO HEOOXOUMBIX M BaKHEUIITNX JIEKAPCTBEHHBIX
npenaparoB’.

2. Nononuuts [Tonoxxenue o @enepanbHoi ciryx0e o Haa30py B cdepe
3MIPaBOOXPAHEHHSI U COITUAIEHOTO PA3BUTHS, YTBEPKJACHHOE TTOCTAHOBJICHUEM
[TpaButenscTBa Poccuiickoit denepanmu ot 30 urons 2004 rona Ne 323 (Cobpanue
3akoHojarenbeTBa Poccniickoit denepanuu, 2004, Ne 28, ¢1.2900; 2009, Ne 2, c1.244;
2010, Ne 35, c1.4574) noanmynkrom 5.1.3.10 cnenyromero conepsxanus:"5.1.3.10.
MIPUMEHEHHUEM IIeH Ha JICKaPCTBEHHBIC MPENapaThl, BKIIFOUCHHBIC B ITEPEUCHB )KHU3HECHHO
HEOOXOMMBIX M BKHEUIINX JIEKAPCTBEHHBIX MPENapaTos;".



3. [TynkT yrpatmia cuiy ¢ 10 centsops 2015 roaa - mocranosnenue [IpaButenbpcTra
Poccuiickoit @eneparuu ot 4 centsiopst 2015 roga Ne 941. - Cum. nipeabiayIyto
PEAAKIIHIO.

4. B nocranosienuu [IpaButenscrBa Poccuiickoit @enepanun ot 8 aprycra 2009 rona
Ne 654 "O coBepiLIeHCTBOBAaHUH I'OCYJAPCTBEHHOT'O PErYJIMPOBAaHUS 1IEH HA )KU3HEHHO

HEOOXOMMBbIC U BaKHEHIIINE JIekapcTBeHHBIE cpeacTa” (CoOpaHue 3aKOHOAATEIbCTBA
Poccuiickoit ®eneparuu, 2009, Ne 33, ¢1.4086; 2010, Ne 2, c1.179):

a) B HANMEHOBAHUU M a03a1iax BTOPOM H TPEThEM IyHKTa 1 cioBa "KHU3HEHHO
HE0OXOIMMBIC U BaXHEHININE JICKAPCTBEHHBIC CPEJICTBA" B COOTBETCTBYIOIIEM A IEHKE
3aMEHHTH CIIOBaMH "JIEKapCTBEHHBIC TIPENapaThl, BKIFOUCHHBIE B IEPEYCHD KU3HECHHO
HEOOXOIMMBIX M BKHEUIINX JIEKAPCTBEHHBIX MPENapaToB” B COOTBETCTBYIONIEM
najiexe;

C 1 mapra 2016 roga noanyHKT "a" myHkTa 4 yTpaTui CUIIy B YaCTH BHECEHUS
M3MEHEHHUs, Kacaroulerocs ad3aua Tperbero nyHkra 1 nocranonnenus [IpaButenbcTBa
Poccuiickoit ®eneparuu ot § aBrycra 2009 roga Ne 654 - nocraHoBieHue
[IpaButenscTBa Poccuiickoit deneparmu ot 3 deBpans 2016 romga Ne 58.

0) B myHKTE 2:B a03aIie BTOPOM CJI0Ba ">KU3HCHHO HEOOXOAMMBIE M BOKHEHIIIHEC
JIEKapCTBEHHbIE CPECTBA" 3aMEHUTH CII0BaMU "NIEKapCTBEHHbIE IIPENaparhl,
BKJIFOUEHHBIE B [IEPEUEHb )KM3HEHHO HEOOXOUMBIX M BaXKHEHIINX JIEKAPCTBEHHBIX
IpenapaToB (Jajiee - )KU3HEHHO HE00XO0IMMbIE U BayKHEHIIINE JI€KapCTBEHHbIE
npemnaparsl)";B ab3ale TpeTheM CJI0Ba "JIeKapCTBEHHBIE CPEICTBA" B COOTBETCTBYIOLIEM
najie’e 3aMEHUTh CITIOBaMU "JIeKapCTBEHHBIE MperapaThl’’ B COOTBETCTBYIOIIEM MA/ICKE;

a03a1] yeTBepThIi NPU3HATH YTPATUBILIUM CUITY;

B) B IyHKTax 3-9 cioBa "nekapcTBEHHbIE CPEICTBA" B COOTBETCTBYIOIEM Ta/I€Ke
3aMEHHUTH CJIIOBaMU "JIEKapCTBEHHBIE IIPENapaThl’ B COOTBETCTBYIOIIEM MAEKE;

r) nyHKT 10 npu3HaTh yTPaTUBIIUM CUITY;

1) IyHKT 2 U3MEHEHUH, YTBEPKJIEHHBIX YKa3aHHBIM [TOCTaHOBJIEHUEM, IIPU3HATD
YTPaTUBLINM CHILY;

€) B opMe MTPOTOKOIIA, YTBEPKICHHOM yKa3aHHBIM IOCTAHOBJIEHUEM:B HAUMEHOBAaHUH
ciioBa "’KU3HEHHO HEOOXOJAUMBIX U BaKHEHMIINX JIEKAPCTBEHHBIX CPE/ICTB" 3aMEHUTh
CJIOBaMU "JIEKapCTBEHHBIX NIPENAPATOB, BKIIOYEHHBIX B [IEPEUEHD )KU3HEHHO
HEO0OXOIMMBIX M BaXKHEHUIINX JIEKapCTBEHHBIX MpenapaToB';B CHOCKaX MEpBOW U BTOPO
clioBa ">KU3HEHHO HEOOX0IMMOE U BaXKHEMHIIIee JIeKapCTBEHHOE CPEJICTBO" 3aMEHUTh
CJIOBaMU "JIeKapCTBEHHBIN IIpenapar, BKIIIOUEHHBIN B MepeueHb )KU3HEHHO HEOOXOMMBIX
U BaXXHEWIINX JIEKAPCTBEHHBIX NIPENapaTos,".



