IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHUE
ot 8 anpens 2025 r. Ne 462

MOCKBA

O rocyrapcTBeHHOM peryJIMpOBaHMU IleH HA JIeKAPCTBEHHbIE NMpenaparhbl,
BKJIIOYEHHbIE B MepeYyeHb KU3HEHHO HeO0OX0AUMBbIX M BasKHeHIMNX
JIEKAPCTBEHHBIX MPENnapaToB JAJIs1 MeUINHCKOI0 IPUMEHEeHUSA

B cootBerctBUM co cTtathamu 61 - 63  ®enmepanpbHOro - 3aKoHa
"O6 ofOpamenun jekapcTBeHHbIX cpenctB" IlpaButenbctBo Poccuiickoii
QenepallM MO CTAHOBJIAET:

1. YTBepauTs npunaraemsie:

[IpaBmiia  rocyaapCTBEHHOW  pErMCTpallud W MEPEPETUCTPALUU
MPEAEIbHBIX OTIYCKHBIX LEH MPOWU3BOAUTEIIEH HA JIEKAPCTBEHHBIE IMPEIMAPATHI,
BKJIIIOYEHHBbIE B TIEPEUEHb IKU3HEHHO HEOOXOJUMBIX U  BaKHEUIIUX
JIEKapCTBEHHBIX IIPENapaToB AJIsI MEAULUHCKOTO TPUMEHECHUS;

[IpaBuiia BelleHHs] TOCYIAapCTBEHHOTO PEECTpa MPEAENBbHBIX OTIIYCKHBIX
LIEH MPOU3BOJMUTENIEN HA JIEKAPCTBEHHBIC MTPENApaThl, BKIIFOUCHHBIE B IEPEUYCHB
KU3HEHHO HEOOXOAMMBIX MW BaXHEHIIMX JIEKAPCTBEHHBIX IPEMapaToB
IUTSl MEULIMHCKOTO PUMEHEHNS,

[IpaBuna ycTaHOBIIEHHS UCHOJHUTEIBHBIMH OpraHaMu CyOBEKTOB
Poccuiickoit  denepanuu  TpeAeNbHBIX  pa3MEpPOB  ONTOBBIX  Haa0aBOK
U TIPENIETbHBIX Pa3MEpPOB PO3HUYHBIX HAA0aBOK K (PAKTUYECKUM OTITYCKHBIM
LIEHAM, YCTAaHOBJIEHHBIM MPOU3BOAUTEISIMUA JIEKAPCTBEHHBIX MpPENapaTos,
Ha JIGKapCTBEHHBIE IIpenapaThl, BKJIIOYEHHBIE B IIEPEYEHb IKU3HEHHO
HEOOXOJAMMBIX U BaXKHEHIINX JICKAPCTBEHHBIX MPENapaToB ISl MEIULIMHCKOTO
MIPUMEHEHUS;

[IpaBuna hopmMupoBaHus OTHYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE MpemnapaThl,
BKJIIIOYEHHBbIE B TIEPEUEHb IKU3HEHHO HEOOXOJUMBIX U  BaKHEUIIUX



JIEKapCTBEHHBIX IPENapaToB Uil MEIULIMHCKOTO IPUMEHEHHMS], OpPTraHU3alusIMU
ONTOBOM TOPTOBIIN JICKAPCTBEHHBIMHU CPEICTBAMM, AlITEUHBIMUA OpraHU3aLUsIMU,
WHUBUY AIbHBIMU NpEeANPUHUMATEISAMH, UMEIOIIUMU JIMLIEH3UIO
Ha (apMaleBTUYECKYIO JACSITETbHOCTb, MEAWIIMHCKUMH OpTraHU3alHsIMH,
MMEIOIIMMHA JULEH3UIO Ha (apmareBTUYECKYIO NEATEIIBHOCTD,
U UX 000COOJCHHBIMU TOAPA3JICICHUSIMH, PACIOIOKEHHBIMH B CEIIbCKUX
HACEJICHHBIX ITyHKTAX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE OpraHU3aluN;

W3MEHEHHUsI, KOTOpble BHOCATCS B akThl [IpaBurensctBa Poccuiickoit
denepanum.

2. MuHHUCTEpPCTBY 3ApaBOOXPAHEHUS Poccutickon denepanuu
n @enepanbHO AHTUMOHOIOIBHOM Ciyk0€ JaBarb IPU HEOOXOJUMOCTH
pPa3bsCHEHHsT 10 IPUMEHEHHUIO TMPAaBWI, YTBEPKIAEHHBIX  HACTOSIIUM
ITOCTAHOBJICHUEM.

3. [Ipu3HaTh yTpaTUBIIMMM CHIIY aKThl M OTIEIBHBIE IOJIOKEHHUS aKTOB
IIpaBurenscTBa Poccuiickon denepannu no MepevHIo COrJacHO MPUIOKEHUIO.

4. Hacrosimee mocTaHOBIEHUE BCTynaeT B cwiy ¢ 1 ceHTsOps 2025 .
u nevictyet 110 1 centsaops 2031 r.
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 8 anpens 2025 r. Ne 462

IHPABHUJ A

FocyﬂapCTBeHHOﬁ PerucTpanum 1 nepeperucrpanum npeacjJabHbIX

OTIIYCKHBIX I€H npomBonnTeneﬁ Ha JICKAPpCTBCHHLIC IIPpEcIaparbl,

BKJIYCHHBIC B IEPECYCHD KU3HCHHO HBOﬁXO}:[I/IMLIX U BaKHEHIIHX
JICKAPCTBCHHBLIX NpemaparoB AJIsi MEAUIMUHCKOI0O NIPUMCHCHUS

1. Hactossmue IlpaBuna ycTaHaBIMBAKOT MOPSAAOK  OCYIIECTBICHUS
roCyJJapCTBEHHOM PETHCTPALIMU MPEAEIbHBIX OTIIYCKHBIX LIEH NMPOU3BOAUTEIEH
Ha JIEKapCTBEHHbIE IIpemnaparbl, BKIIYEHHbIE B IIE€PEYEHb IKU3HEHHO
HEOOXO0IUMBIX U BAKHENIINX JIEKAPCTBEHHBIX IIpENapaToB
UL MEOUUMHCKOTO  NPUMEHEHMs,  yTBepxkaaemblii  [IpaBurenbctBomM
Poccuiickoit @enepanuu (ajee COOTBETCTBEHHO - JIEKAPCTBEHHbIE MTPENaparhl,
npeAesbHbIE OTILYyCKHBIE LICHBI, rocyJ1apCTBEHHas perucTpanus),
U MEPEPEerucTpalu 3aperUCTPUPOBAHHBIX IMPEAENIBHBIX OTIIYCKHBIX LIEH
(manee - mepeperucTparus).

2. OkazaHue  TOCYIapCTBEHHOM  YCIyrM 1O  T'OCYJapCTBEHHOM
pEruCTpalvi U IEPEPETUCTPALIMU SIBISIETCS OECIIaTHBIM.

3. 'ocy1apCTBEHHYI0 PETUCTPALMIO M IEPEPETUCTPALMI0, A TaKXKe
BHECEHUE 3apETMCTPUPOBAHHON WM TEPEPETUCTPUPOBAHHON MPEAEIbHOM
OTIIYCKHOM LIEHbl B TOCYJApPCTBEHHBIM PEECTP MPEHEIbHBIX OTIYCKHBIX LIEH
OPOU3BOJUTENIEH Ha JIEKAPCTBEHHBIE IMPENapaThl, BKIIOYECHHbIE B IEPEUYCHb
KU3HEHHO HEOOXOJAMMBIX M BAXXHEHIIMX JIEKAPCTBEHHBIX IPENapaToB
JUTSE MEIMLIMHCKOTO MTPUMEHEHUs (Jjajiee - PEeecTp MpeaeibHbIX OTIYCKHBIX LIEH),
ocyuecTBIsieT MUHUCTEPCTBO 3paBooxpaneHus Poccuiickon denepanumu.

4. OcHoBaHMSIMU Uil  OTKa3a MMHUCTEPCTBOM  3APABOOXPAHECHUS
Poccuitickon ~ ®dexgeparuu B TOCYAAPCTBEHHOM  PETUCTPALMH  WIIH
NEPEPETUCTPALINU SBIIFOTCS:

a) MPEBbIIICHUE 3afBJICHHOW JUIsl TOCYJAapCTBEHHOM pPETruCTpaldd WU
NEPEPETUCTPALIMU TPEAEIBHON OTIYCKHOM LIEHBI HAJl MPEAEIbHON OTIIYyCKHOM



LIEHOM, OMNpeAesIeHHON C y4eToM TpeOoBaHMl MyHKTOB 12 u 13 HacToAmumx
IIpaBuu;

0) HempeaCTaBIeHNE JOMOIHUTEIHHON WH(GOPMAIUH, MPETyCMOTPEHHOMN
yHKTOM 16 Hacrosmux IIpasni;

B) peuieane DenepanbHON  aHTUMOHOIIONBHON CIyKObl 00 oOTKasze
B COIVIACOBAHUU MPEACIBHOM OTIHYCKHOM IE€HBI, Ha OCHOBAHUU KOTOPOTO
MunucrepcTtBo  3apaBooxpaHeHust Poccmiickonn  ®denepanuu  MpUHUMAET
perieHre 00 0TKa3e B TOCYJapPCTBEHHOMN pEerucTpaliiy Wi IepeperucTpalnm.

5. DKOHOMUYECKUN aHaau3 TMpeeTbHOM OTMYCKHOW IIeHbl (Janee -
SKOHOMHUYECKMH  aHalu3) TMNpU €€  TOCYAApCTBEHHOW  pEerucTparuu
U TiepeperucTpanuu ocymiectsisieT OenepanpHas aHTAMOHOTOIbHAS CITy>k0a.

6. i1t TOCyAapCTBEHHOW PETUCTPALMU U MEPEPEruCTPalliy IPeAeIbHON
OTILyCKHOM II€HBI JepKaTeab WIK BIIaJelel] PETUCTPALIMOHHOIO YIOCTOBEPEHHUS
JIEKapCTBEHHOTI'O IIpenapara Uiy yIOoJHOMOYEHHOE UM JIMLO (J1ajee - 3asiBUTEIIb)
npeacrasisieT B MHUHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickon Penepanuu
3a5BIICHHE O TOCYJAPCTBEHHOM pETUCTpAallUM IPENEIbHBIX OTIYCKHBIX ILI€H
IIPOU3BOAMTENICH HA JIEKApCTBEHHBIE IIpENapaThl, BKIIOYEHHBIE B I1EPEYECHBb
KU3HEHHO HEOOXOJUMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX IPENapaToB
IJIE MEAMLMHCKOTO TNpPUMEHEHHs, Mo opMme corjacHo mnpuioxeHuo Ne 1
(mamee - 3asgBIEHHME O TOCYAAPCTBEHHOW pETHUCTpAlMU) WU 3asBICHUE
O TEPEpPEeTUCTpAlMM  IPEACIbHBIX  OTIYCKHBIX LI€H  IIPOM3BOAMTEIIEH
Ha JICKApCTBEHHBIEC IIpenaparbl, BKIIOYEHHBIE B IIEPEUYECHb KU3HEHHO
HEOOXOJUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB AJIs MEIULUHCKOTO
NpUMEHEHHus, 1o Gopme corjacHo mnpuwiokeHuro Ne 2 (mamee - 3asBIIEHUE
O  TepeperucTpauuu)  TOCPeACTBOM  (pemepanbHOM  rocyJapCTBEHHON
UH(pOPMaLMOHHON CUCTEMBI "EnuHbIi nopTain rocyJapCTBEHHBIX
U MYHULUMATBHBIX YCIyT (QyHKIUN)" (anee - equHbIN opTai) Wil B JTUYHBIN
kabuner MuHucTtepcTBa 3apaBooxpanenus Poccuiickoit denepanuu B enuHON
rocy/lapCTBeHHOM HH(OpPMalMOHHONW cucteMe B cdepe 3IpaBOOXpaHEHUS
(manee - enuHas UHQOpPMAIMOHHAs cucTeMa) B (opMe BIEKTPOHHBIX
JOKYMEHTOB, IIOANMCAHHBIX JIEKTPOHHOM ITOANUCHIO 3asBUTEIIS, BUJBI KOTOPOHI
npexycmorpensl denepanbHbiM 3ak0oHOM "OO oOpallleHuu JIeKapCTBEHHBIX
cpeacts'.

7. g 1ener TocyIapCTBEHHOM PETHCTPALUM 3asiBUTENb MPEACTABISACT
B DJIEKTPOHHOM BHJE TOCPEICTBOM €IWHOIO IOpTajia WIA €IUHOU
WH(POPMAIIMOHHONW CHUCTEMBI JOKYMEHTHI M CBEACHHS C Y4YETOM TpeOOBaHUU
METOIMKHM  pacyeTa MpeleiabHbIX  OTIYCKHBIX II€H  INPOU3BOAUTEIEH
Ha JIGKapCTBEHHBIE IIpEnapaThl, BKJIIOYEHHBIE B IIEPEYEHb IKU3HEHHO



HEOOXOAMMBIX U BaXKHEHIIMX JICKAPCTBEHHBIX MPENapaToB ISl MEIULIMHCKOTO
NPUMEHEHUs, YTBEPKICHHOM B COOTBETCTBUM C DeaepanbHbIM 3aKOHOM
"O6 oOparmieHny JEKapCTBEHHBIX CPeACTB" (Hajiee - METOAMKA), BKIIOUYAOIINC
B ce0st:

a) cBeieHHs 00 00bEMax U O IIeHaX OTITyCKa HaXOSIIErocs B 00paleHun
Ha Teppuropun Poccuiickorn @enepanuu  JEKApCTBEHHOTO  Ipemnapara
ITPOU3BOJIUTEIS TOCYIApCTBa - WieHa EBpasMiCKOTO 3KOHOMHYECKOTO COM03a
Y JIEKapCTBEHHOT'O IIpernapara MHOCTPAaHHOTO IPOU3BOJICTBA, IEPBUYHAS U (UJIN)
BTOPUYHAs YIAKOBKAa KOTOPOTO OCYIIECTBISETCA WM NEPBUUHYIO U (HIIN)
BTOPUYHYIO YIIAKOBKY KOTOPOTO IUIAHUPYETCS OCYHIECTBIATH B Poccuiickoit
@enepauuy, B JajJbHEHIIEM NPOXOJAIIME MPOLEAYPY MOATBEPKICHHUS
MOCPEJICTBOM CHUCTEMBbl MOHUTOPUHIA JBUKEHUS JIEKAPCTBEHHBIX IMPENApaTOB
JUTSI METULIMHCKOTO IPUMEHEHUS (J1ajiee - CHCTeMa MOHUTOPHHIA);

0) pacuer npeaenbHON OTIYCKHOU I[CHBI, MpeCTaBIISIEMO
Ha TOCYAApCTBEHHYIO PETUCTPALIMIO;

B) pacueT NpeNebHOM OTHYCKHOM IIeHbl Ha BOCHPOU3BEACHHBIN,
OnoaHaoroBbI (0MOMOTOOHBIN) JIeKapCTBEHHBIA Tpenapar, MpeAcTaBIIeMOi
Ha TOCYAApCTBEHHYIO PETUCTPALIMIO;

') pacueT MpeaeabHOM OTIYCKHOM II€Hbl Ha JIGKapCTBEHHBIM mpemnapar
IIPOU3BOJIUTEIA TOCYAApPCTBA - 4jeHa EBpa3sMiCKOrO 3KOHOMHYECKOrO COI03a,
MPEACTABIISIEMON Ha TOCYJAapPCTBEHHYIO PETUCTPALIHIO;

1) CBEICHUSI O HAJMYMM 3apErMCTPUPOBAHHBIX NMPEAEIbHBIX OTITYCKHBIX
LICH Ha 3asBJISIEMBIN JIECKAPCTBEHHBIN Mpenapar.

8. [ns ueneil nepeperucTpanuy 3assBUTEIb MPEICTABIAECT B JJIEKTPOHHOM
BHJIC TTOCPEICTBOM €IMHOTO TMOpTajia WU €AUHOW WHPOPMAIMOHHON CHCTEMBI
JOKYMEHTBI U CBEJICHUS C y4€TOM TpeOOBaHUI METOAUKH, BKIIFOUAIOIINE B CEOI:

a) cBeieHHs 00 00bEMax M O IIeHaX OTITYCKa HaXOSIIErocs B 00paleHun
Ha Teppuropun Poccuiickorn @enepanuu  JEKApCTBEHHOTO  Ipemnapara
ITPOU3BOJIUTEIS TOCYIApCTBa - WieHa EBpasMiCKOTO 3KOHOMHYECKOTO COM03a
Y JIEKapCTBEHHOTO Mpenapara HHOCTPAHHOTO IPOU3BO/ICTBA, IEPBUYHAS U (UJIN)
BTOPUYHAs YIAKOBKAa KOTOPOTO OCYIIECTBISETCA WM NEPBUUHYIO U (HIIN)
BTOPUYHYIO YIIAKOBKY KOTOPOTO IUIAHUPYETCS OCYHIECTBIATH B Poccuiickoit
@enepauny, B JaJbHEHIIEM NPOXOJAAIIME MPOLEAYPY MOATBEPKICHHUS
MIOCPEJICTBOM CUCTEMBI MOHUTOPHUHTA;

0) pacuer npeaenbHON OTIYCKHOU I[CHBI, MpeCTaBIISIEMO
Ha NEPEePErucTPaLHIO;



B) pacyeT TpeAebHON OTMYCKHOM IIEHBbl HA JIEKAPCTBEHHBIM mpemnapar
IIPOU3BOJIUTEIA TOCYAApPCTBA - 4jeHa EBpa3sMiCKOrO 3KOHOMHYECKOrO COI03a,
MIPEACTABIIIEMON Ha NIEPEPETUCTPALIHIO;

') CBEICHUS] O HaJWYUHU 3apETUCTPUPOBAHHBIX MPEACIIbHBIX OTITYCKHBIX
LICH Ha 3asBJIIEMBIN JIEKAPCTBEHHBIN NIpenapar;

1) 000CHOBaHUE pacueta npeaeabHON OTIYCKHOMU LIEHBI
Ha JICKapCTBEHHBIM TMpenapar MpPOU3BOJUTENSl TOCyAapcTBa -  4jieHa
EBpazniickoro 3KOHOMHUYECKOTO COK03a, TPEACTABISAEMON Ha MEPEPETUCTPALINIO;

€) 000CHOBaHME pacueta npeaeabHON OTIYCKHOM LIEHBI
Ha JIGKapCTBEHHBIM IpenapaT HMHOCTPAHHOIO IPOU3BOJCTBA, B TOM YHCIE
nepBuYHas W (WIM) BTOpPUYHAS  yHaKOBKAa KOTOPOTO  OCYIIECTBISETCS
WIM TEPBUYHYIO U (WIM) BTOPUYHYIO YIIAKOBKY KOTOPOrO IUIAHHPYETCS
OCYIIECTBIIATh B Poccniickon ®enepanun, MIPEACTABIIIEMOMN
Ha NEPEePErucTPALHIO.

9.B cnydae ecam OT WMEHM 3asBUTEN JCUCTBYET HMHOE JIMLO,
€ro TMOJHOMOYHS JOJDKHBI OBITh MOATBEPXKACHBI B  YCTAaHOBJICHHOM
3aKoHOAAaTeNnbCTBOM Poccuiickoin denepanuu nopsake. insd moarBep:kaeHUs
MOJIHOMOYMI TPECTAaBUTENSL 3asABUTENS JTOMYCKAETCS HCIIONb30BAHUE B TOM
YKUCIJIE MAIIMHOYUTAEMON JIOBEPEHHOCTH, C(POPMUPOBAHHON C MCIOIB30BAHUEM
beneparbHON TOCyAapCcTBEeHHONW MH(DOpMaImoHHOMW cucteMbl "EnnHas cucrema
UACHTU(UKAIMK ¥ ayTEeHTH(PUKALIMK B HHOpACTpyKType, obecreunBaronieit
MH()OPMAITMOHHO-TEXHOJIOTUYECKOE  B3aUMOJAEHCTBHE  MH(MOPMAIIMOHHBIX
CHUCTEM, UCIIOJIb3yEMBIX VTSI peI0CTaBICHUS rocyJapCTBEHHBIX
¥ MYHULUTIATBHBIX YCIIYT B 3IEKTPOHHOU (hopme".

[IpencraButens 3adgBUTENS BIOpaBe MPEACTABUTh MO COOCTBEHHOM
WHULMATUBE UHBIE JOKYMEHTHI, IOITBEPKAAIOLIUE €r0 TOJHOMOYHS.

10. 3asBuTENns BIpaBe JONMOJHMUTEIBHO K TEPEYHIO JOKYMEHTOB
U CBEICHHM, IPEAYCMOTPEHHBIX NyHKTamMuM 6 -8 Hacrosmux IIpaswin,
MPEACTaBUTh IO COOCTBEHHOW HWHUIMATUBE HHBIE JIOKYMEHTBI U CBEACHUS
IUISl TOCYTAPCTBEHHOM PETUCTPALIMU U IEPEPETUCTPALIUH.

11. CBenennst, coxpepkammuecss B 3asABICHHH O TOCYIAapCTBEHHOMU
perucTpaud M 3asBICHUM O MEPEpPEerucTpanuu, IOJDKHBI COOTBETCTBOBATh
CBEJECHUSM, YKa3aHHBIM B PETUCTPALMOHHOM YJOCTOBEPEHUH JIEKAPCTBEHHOTO
Ipernapara, BBIIAHHOM B COOTBETCTBHM C 3aKOHOAATENBCTBOM Poccuiickon
®enepauny, U (WIUM) B  PETUCTPAMOHHOM  yJOCTOBEPEHHH, BBIJAHHOM
B CcOOTBeTcTBUM C [IpaBunamum perucrpauvd M 3KCIEPTU3bl JIEKAPCTBEHHBIX
CPEICTB ISl MEAUIIMHCKOTO TPUMEHEHUS, YTBEPKAEHHBIMU pemieHueM CoBeTa
EBpazmiickoil »KkoHOMHYECKOM Komuccun oOT 3 HosiOps 2016r. Ne 78



"O IlpaBunax perucTtpauum MW DSKCIEPTU3Bl JIEKAPCTBEHHBIX CPEICTB IS
MEJIUIMHCKOTO MPUMEHEHHUS, HAa IEHb I10J1a4M COOTBETCTBYIOLIETO 3asBJICHUS.

12. B cimydae npencTaBieHus 3asiBUTENIEM 3asBJICHHS O TOCYJapCTBEHHON
perucTpauuyu a0 MCTeYeHus 3 JeT CcO JAHA NpuHATAA MUHHCTEPCTBOM
3npaBooxpaHeHusi Poccuiickoit @exnepauuu pemieHus 00 HUCKIHOYEHUH
MIPEEIbHON OTIYCKHOM LEHBI W3 pEEeCcTpa MPENENbHBIX OTIYCKHBIX IEH
3asBJICHHAs TIpEJeNbHAsl OTIyCKHAas II€Ha HE MOJXKET NPEBBIIATh paHee
UCKJTIOYCHHYIO TPEACTbHYI0 OTIYCKHYIO IIeHy (0e3 ydeTa MpOM3BOACTBEHHON
IUIOIAJKA) HMCXOAS W3 CTOMMOCTH  OJHOM  JIEKAPCTBEHHOM  (POpPMBI
COOTBETCTBYIOIIEH JO3UPOBKH JICKAPCTBEHHOTO IIpemnapara.

13. 3asBIIeHHAs K TOCYIapCTBEHHOM PETUCTPALIMU NIPEAEIbHAsI OTIIYCKHAS
IIEHA HE MOXET IPEeBbIIaTh IIeHy, YKa3aHHYK0 B MOJIYHKTE 5.5.4
npwioxkenuss Ne 1 x IlpaBunam ¢QopMHpoBaHUSA TEpPEUYHEH JEKAPCTBEHHBIX
IIpEnapaToB Il MEIUIMHCKOTO NMPUMEHEHUS U MUHUMAJIBHOTO aCCOPTUMEHTA
JICKapCTBEHHBIX TPENapaTroB, HEOOXOAUMBIX JUIS OKa3aHUS MEIUIIMHCKOM
IIOMOIIY, YTBEPKICHHBIM IOcTaHOBIeHUEM lIpaBurensctBa Poccuiickon
@eneparmn o1 28 aBrycta 2014 1. No 871 "OO6 ytBepxaenun IlpaBun
dbopMupOBaHUA TEpeYHEH JEeKapCTBEHHBIX MPENapaToB ISl MEIUIIUHCKOTO
IIPUMEHEHUS U MHHHMMAJIBbHOIO aCCOPTHUMEHTA JIEKAPCTBEHHBIX NPENapaTos,
HEO0OXOAMMBIX JJIsl OKa3aHUsI MEAUIIMHCKON oMomu'".

14. MunuctepcTBO 31paBooxpanenus Poccuiickont @enepanny B TEUCHHE
10 pabounx nmHEH cO [OHA TPUHATHS  JOKYMEHTOB W CBEJCHUH,
IIPEAYyCMOTPEHHBIX ITyHKTamu 6 - 10, 24, 25 n 37 mactosmux [Ipasu:

a) MPOBOJUT MPOBEPKY IMOJHOTBI W  JOCTOBEPHOCTH  CBEJIECHHUH,
COIEpKAIMXCA B  MPEICTABICHHBIX  JIOKYMEHTaX, B TOM  YHCIE
C HCHOJIb30BAHMEM TOCYJAPCTBEHHOIO pEECTpa JIEKAPCTBEHHBIX CPEICTB
U CUCTEMbl MOHUTOPHHIA, U TOCPEACTBOM €IMHON MH(OPMAIMOHHOW CHCTEMBI
HampaBisier B DenepalibHYl0 aHTUMOHOIIOJNBHYIO — CIYXO0y  YyKa3aHHbIE
JOKYMEHTBI U CBEICHUS JUIsl IPOBEACHUS SKOHOMUYECKOTO AaHAJIN3A;

0) 3anpamuBaer npu HEOOXOIMMOCTH y MunucrepcTBa
IIPOMBIIUIEHHOCTH MW ToproBiau  Poccuiickorn ®enepauyu B mOpsAIKe
MEXBEJIOMCTBEHHOTO  MH()OPMAIMOHHOTO  B3aUMOJEHCTBUS  MOCPEACTBOM
€QUHOM CHCTEMBI MEXBEJOMCTBEHHOIO JJIEKTPOHHOTO  B3aWMOJECUCTBHS
CBEJICHMS O JIMLIEH3UH Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEJCTB B OTHOLICHUH
KaXJOr0  JIEKapCTBEHHOrO0  IIpernapara,  yKa3aHHOIO B 3asBJICHUU
0 FOCYIApCTBEHHOM PETUCTPALIMYU WU 3asIBJICHUN O IEPEPETUCTPALINH;



B) MOJyYaeT U3 CUCTEMbl MOHUTOPUHTA CBEJIEHUSI 00 00bEeMax M O IIEHax
BB03a JIEKaPCTBEHHOI'O Ipemnapara HHOCTPAHHOTO IMPOU3BOACTBA, HAXOAAIETOCS
B oOpatieHuu Ha Tepputopun Poccutickoit denepaiuuy;

r) popmMupyer U HampapJIIeT 3aABUTENIO OCPEICTBOM €IUHOTO MOpTalia
U eanHOW WH(GOPMAIMOHHONW CHCTEMBl MHUCHMO, TOANMMCAHHOE YCHUICHHON
KBaJTM(UIIMPOBAHHON JJIEKTPOHHON TMOMIMKUCHI0, O HAMPABICHUU JIOKYMEHTOB
U CBEICHUW, TMPEIyCMOTPEHHBIX NyHKTamu 6 -8 Hacrosamumx IIpaswmn,
B PenepalibHy0 aHTUMOHOTMOJBHYIO CIIYKOY;

) HA  OCHOBaHMM myHKTa4  Hacrosumx IlpaBun  Qopmupyer
M HAaOpaBIseT 3asiBUTENI0 TOCPEICTBOM E€IUHOIO TOpTala W EIUHOMU
MH(}OpMAMOHHOM CHUCTEMBI MIACHMO, MOATIMCAaHHOE YCHJICHHOU
KBaJIM(UIIMPOBAHHOMN 3IEKTPOHHOU MOIMHUCHIO, 00 OTKa3e B TOCYIapCTBEHHOU
perucTpalury Wik NepeperucTpaluu.

15. B cinydae HecoBHaJeHUs CBEICHUH, IPEICTABICHHBIX 3asBUTEIIEM,
denepaibHOM ~ TaMOXEHHOW  CIIyKOOM W CHUCTEMOM  MOHUTOPHUHTA,
MPUOPUTETHBIM UCTOYHUKOM SIBJIIETCA CUCTEMA MOHUTOPUHTA.

16. MunuctepcTBo 3ApaBOOXpPAHEHUS Poccuiickon denepanuu
o  pe3yibTaTaM MPOBEACHUS  MPOBEPKH  CBEIACHUHM,  COAEPIKALIUXCS
B IIPEICTaBIICHHBIX 3asiBUTEIIEM JIOKyMEHTaX, IpeayCMOTPEHHOM
noanyHkToM "a" myHkTa 14 Hacrosmmx [lpaBui, B ciydae BBISBIICHMS
UX HEMNOJHOTH U (WJM) HEJIOCTOBEPHOCTH HAIPaBISIET 3asBUTENIO 3ampoc
O  HEOOXOAMMOCTH  TMPEACTABICHUS  JOMOJHHUTEIBHOW  HHPOpMAIUU
JUISL yCTPaHEHUS BBISIBJIEHHBIX HEMOJIHOTHI U (MJIM) HEIOCTOBEPHOCTH CBEJICHU.

3asgBUTENL MPEACTABISIET MO 3anpocy MuUHHCTEpPCTBA 31paBOOXPAHEHUS
Poccuiickoii ®eaepaniuu  COOTBETCTBYIONIYIO HH(POPMAIMIO TOCPEICTBOM
€IMHOTO MopTaJla WK eAUHON NH(POPMAITUOHHON CUCTEMBI.

[Ipu 3TOM 0OWIMK CPOK PAaCCMOTPEHUS AOKYMEHTOB MMHHCTEPCTBOM
3apaBooxpanHenus Poccuiickonn ®enepanuyu NPUOCTAHABIMBACTCS JO JHSA
MOCTYIUICHUSI OT 3asBUTENS 3alpaminBaeMoil MHPOpMaIMi, HO He Oojee ueM
Ha 7 paboyux JHEH.

[Ipy HemocTymyieHMH OT 3asABHUTENs B  YCTAHOBJIECHHBIM  CpPOK
3ampammBaeMol MHpopManuu MuHUCTEPCTBO 31paBooxpaHeHus Poccuiickoit
@enepanin B TedeHHWE OHOrO pabodero AHS €O JHSA HMCTEUEHHUS CPOKa,
MPEAYyCMOTPEHHOr0 a03alleM TPEeTbUM HACTOSIIEr0 IYHKTa, HPUHUMAET
pemeHrne 00 OTKa3e B TOCYJAapPCTBEHHOW PETUCTPALMU WM TIepeperucTpariu
[0 OCHOBAHMIO, YKa3aHHOMY B moamnyHkre "0" myHkra 4 Hactosmux [IpaBwui,
O YEM YBEIOMIIAECT 3asBUTENS IOCPEACTBOM EIUHOTO IOpTala M E€AUHOMU
MH()OPMATMOHHOM CUCTEMBI.



17. denepanbHas aHTUMOHOTIOIBHAS CITy>k0a B TedeHune 15 paboumnx nHei
CO NHS TOJIyYEHHs JIOKYMEHTOB W CBEACHUM, yKa3aHHBIX B ITyHKTax 6 -8
HacTosimmx [IpaBui, IpOBOAUT B COOTBETCTBUHU C HacTosmuMmH IlpaBunamu
U METOJIMKOM DKOHOMHYECKMU aHAJIN3, IPUHUMAET PELICHUE O COTJIACOBAHUU
npeaeabHON OTHYCKHOM IIeHbl WM 00 OTKa3e B €€ COrjlacoBaHUU
(c u370XXE€HHEM MNPUYUH OTKa3a) U MOCPEACTBOM €IMHOW HH(POPMALMOHHOMN
CUCTEMBbl  HANpaBJIIET COOTBETCTBYIOLEE pelmieHne B  MUHUCTEPCTBO
3apaBooxpanenus Poccuiickoit @enepanum.

18. denepanbHas aHTUMOHOTMONBHAS CITY»K0a MO pe3yJIbTaTaM MPOBEIACHUS
AKOHOMHMYECKOTO aHajiu3a B CJIy4yae BBISBJICHUS HEMOJTHOTHI U (WJIN)
HEJJOCTOBEPHOCTH MPECTABIECHHON 3asBUTENIEM HH(QOpPMAaLUU, COAEpIKalIeiicsa
B JIOKYMEHTaxX M CBEJCHUSAX, YKAa3aHHBIX B MyHKTax 6 - § Hactosmux [IpaBui,
HaIlpaBJsieT 3asBUTENI0 W (WIM) IOPUIWYECKOMY JIMIY, OCYIIECTBIISIOLIEMY
JESTENHHOCTD TP OOPAIICHUH JICKAPCTBEHHBIX CPEACTB, U (Win) (PemaeparbHbIM
opraHaM HCIOJHUTENIbHOW BJIACTH B IMpeAesiax HMX KOMIETEHUUHU 3arpoc
O  HEOOXOAMMOCTH  TMPEACTABICHUS  JOMOJHHUTEIBHOW  HHPOpMAIUU
JUISL yCTPaHEHUS BBISIBJIEHHBIX HEMOJIHOTHI U (MJIM) HEIOCTOBEPHOCTH CBEJICHU.

[Ipu »sTOoM o0OmUA CpPOK paccMOTpeHHs TOKyMEeHTOB DenepanbHOI
AHTUMOHOIIONBHOM CIIyKOOW TPUOCTAaHABIMBAETCA N0 JHSA IOCTYIUICHHS
OT 3adABUTENS U (WIM) IOPUIUYECKOTO JUIA, OCYIIECTBISIOMIETO AESTEIbHOCTD
py  OOpaIeHuy JICKApCTBEHHBIX CPEACTB, W (Wwim) ¢eaepalbHOrO OpraHa
WCIIOJIHUTENIbHOM  BJAcTH  3alpallluBaeéMbIX CBEIEHUH W  uH(pOpMaLuu,
HO He OoJiee ueM Ha 7 pabouux JHEH.

®denepanbHas aHTUMOHOIOJIbHASI CITy»0a HalpaBJIsieT 3asiBUTENIO 3aIpoc,
yKa3aHHBIM B a03alle NEepBOM HACTOSILETO IYHKTA, IMOCPEICTBOM JIMYHOTO
KaOWHEeTa YIOJIHOMOYEHHOro (heiepanbHOro OpraHa HCIOJIHUTEIBHOM BIACTH
B €IMHOI MH(POPMALIMOHHON CUCTEME.

3asButens no 3anpocy DenepanbHOM aHTHUMOHOMNOJBHOM — CITYXKOBI,
yKa3aHHOMY B  a03ale TMepBOM  HACTOSIIET0  MyHKTa, pa3Memlaer
COOTBETCTBYIOIYI0O HWHPOPMANMIO B €AUHOW WH(POPMAIMOHHONW CHCTEME
B TeUeHUe 7 pabouyux HEW.

Cpok, yka3aHHBI B a03ame BTOPOM HACTOSIIETO MYHKTA, MOXXET OBITH
npojyieH Ha 14 nHed TpuM  TOCTYIUICHUM OT  3asABUTENS]  3aSBIICHUSA
O €ro MpOoJIJEHUU C OOOCHOBAHMEM IPUYUHBI TAKOro MpoaJieHus (maiee -
3asBJI€HME O MPOUICHMH Cpoka). B cinydae mnocTymieHuss OT 3asBUTENSA
3asBJIEHUS O TPOJUICHHH CpOKa OOIIMI CPOK pPAacCMOTPEHUS JOKYMEHTOB
denepaibHONM aHTUMOHOMIOJIBHOM  CIIy)K0OW MNpHUOCTaHABIMBACTCS JO JIHS
MOCTYIJIEHUs OT 3asABUTENId 3alpallMBaeMbIX CBEIEHUW U HUH(MOpMaLuu.



3asgBIICHME O MPOJJIEHWH CpOKAa HAIPaBIAETCS 3asBUTEIIEM NOCPEACTBOM
JUYHOTO KaOMHETa 3asiBUTENS B €AMHON MH(POPMAITMOHHON CHCTEME.

3asBUTEIb MIPU paccMOTpeHuu 3anpoca denepanbHON aHTUMOHOIIOIBHOU
CIIyXOBbl, yKa3aHHOro B a03ale NEepBOM HACTOAILUEIO IyHKTa, BIPaBe
MIPEACTABUTh YTOUYHSIOIINE JTOKYMEHTBI B MMHHUCTEPCTBO 3APABOOXPAHECHUS
Poccuiickoii denmeparuu ¢ HWCMOIB30BAHMEM JIMYHOTO KaOWMHETa 3asBUTEIS
B eMHON WH(OPMALIMOHHON CUCTEME B CPOK, YCTAHOBICHHBIN a03a1ieM BTOPBIM
HACTOAILETO ITYHKTa, a B Clly4ac TMPEICTABICHUS 3asBUTEIIEM 3asBIICHUS
O TPOJUIEHUU CpPOKa - C YUYETOM CpOKa, MPEeIyCMOTPEHHOIO ab3aleM MsAThIM
HACTOSILIETO MyHKTA.

MunucrepcTBo 31paBooxpaneHus Poccuiickorn denepanuu B TEUEHHUE
OJTHOTO paboYero MHS CO JHS TOJYYCHHUS OT 3asBUTENS COOTBETCTBYIOIIHUX
YTOUHSIOIINX JOKYMEHTOB HaIlpaBiiAeT UX B DenepalbHyI0 aHTUMOHOIIOJIBHYIO
CITy)0Y TTOCPEICTBOM €MHON HH(POPMAITMOHHON CHCTEMBI.

[Ipy HemocTymJIeHHH OT 3asiBUTENS 3alIpOLIEHHOW MH(OpManuu B CpPOK,
NpEeIyCMOTPEHHBIN a03aleM BTOPHIM HACTOSIIETO TYHKTa, WM B Clydae
IIPEACTABIICHNS 3asBUTENIEM 3asBJICHUS O NPOJIEHUU CPOKA C y4ETOM CpPOKa,
MPEeIyCMOTPEHHOr0 a03alleM IIATBIM HacTosAwmero nyHkra, ®denepanbHas
aHTHUMOHOTIONBbHAS CITy>k0a B TeueHue 3 pabounx JHEH CO THS MCTECUYCHUS CPOKa
NpeACTaBIeHUs] MHPOPMALIMY IPUHUMAET pelieHrne 00 OTKa3e B COIIACOBAaHUH
MPEAEIbHON OTIYCKHOM ILI€HBl W HaNpaBiseT €ro IOCPEICTBOM E€IUHOMU
MH()OPMATMOHHOW CUCTEMBI B MUHUCTEPCTBO 31paBooxpaHeHus: Poccuiickoit
denepanum.

19. MunucrepcTBo 3npaBooxpanenus Poccuiickoint denepanny B TEUCHHE
ofHOTO paboyero JAHA cOo JAHS modydeHuss pemeHus DenepanbHOI
AHTUMOHOIIONBHOM CIY>KOBl O COIVIACOBAHMM MPEAEIBHOM OTIYCKHOW LEHBI
WIM pelieHus o0 OTKa3e B €€ COIVIACOBAaHWM INPUHUMAET COOTBETCTBYIOLIEE
pemeHne - O TOCYJApPCTBEHHOM pPErucTpalyyd WIH TNEPEPETUCTPALUU WU
pemieHre o0 OTKa3e B roCyJapCTBEHHOM PETrHUCTPALMM WIH MEPEPETUCTPALUN -
B 3aBHCHMOCTH OT peleHus, npuHaroro denepanbHONM aHTUMOHOIIOJIBHON
CIIyO0O0W, O YeM YBEIOMIISIET 3asBUTENsSl IOCPEJICTBOM €IWHOI0 IopTana
U eANHONU NH(POPMAITMOHHOW CHCTEMEI.

OOmuit cpok OKa3aHHsI TOCYJAPCTBEHHON YCIYTH MO TOCYJapCTBEHHOMN
PETHCTpAlN WM TIEPEPETUCTPAIlMA HE MOXKET MPEBBIMATh 26 pabodyux gHEH
CO IHSA IOAAYM 3asBIICHHUS O TOCYAApPCTBEHHOW PETUCTPALMM WIIN 3ASBICHUS
0 MEePEPETUCTPALIAH.

20. B cinydae npuHATHS PEIMIEHUS O TOCYIAPCTBEHHOM PETrMCTPAlM WU
nepepeructpauun MUHHCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit denepanuu



B JICHb NPUHATHUS TAKOT'O PEIIECHUS BHOCUT COOTBETCTBYIOIINE JAaHHBIE B PEECTP
MPEAEIBHBIX OTIYCKHBIX IIE€H, U3/1a€T MPUKa3 O OCYyAApCTBEHHON PETHCTpALUU
WIA TIEPEePEeTUCTPallii, pa3MelIaeT B JIMYHOM KaOMHETe 3asBUTENS Ha €IUHOM
nopTasie U B €AMHON HH(POPMAIIMOHHON CHCTEME YBEIOMIICHHE O BHECEHUU
3aIIMCU B YKA3aHHBIM PEeCTp C NMPUIOKEHUEM BBIIMCKH W3 HETO M pa3MeniaeT
COOTBETCTBYIOIIYI0  HMH(OpMamuio Ha  CBOeM  OQUIMAIBHOM  caiiTe
B MH(POPMaALIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTH "NHTepHet".

Ha Bemmcky w3 peectpa MpeneiabHBIX OTIYCKHBIX ILIEH JOJIKEH OBITh
HaHeceH QR-kox, TOCpPEACTBOM  KOTOPOTO  OOECIIEUMBACTCS  MEPEXO]T
Ha CTpaHUIy B WMH(POPMAIIMOHHO-TEIIEKOMMYHUKAMOHHON cetu "WHTepHer",
COJIEPIKAILYIO CBEIEHHUS U3 PEECTPA MPEAEIIBHBIX OTIYCKHBIX LIEH.

21. denepanpHasi aHTUMOHOTIOJIBHAS CITyK0a TpU MPOBEPKE JOKYMEHTOB
UCIIOJIb3yeT MH(GOPMALINIO, COACPKAIIYIO LIEHbl Ha JIEKapCTBEHHBIE IpenapaThl
B MHOCTPAHHBIX I'OCYyJAapCTBaX, YKA3aHHBIX B METOAUKE, U COOTBETCTBYIOIIYIO
CJIEIYIOIUM TPEOOBAHUSIM:

a) UICTOYHUK uHbOopMaIuu (caiir B nH(GOPMaIIMOHHO-
TEJIEKOMMYHUKAIMOHHON  cetu  "MHTepHeT") comepXUT  HHPOPMALMIO
00 opraHu3anuy, OTBETCTBEHHOW 3a pa3MCIICHWE CBEACHUN O IIeHax
Ha JIEKApCTBEHHBIE ITPENapaThl;

0) undopmarus 00IIEAOCTYIHA;

B) HHpOpMAIsl ~ TO3BOJIAET  WACHTU(DHUIIMPOBATH HEOOXOTUMBIE
XapaKTEPUCTHUKHU JIEKAPCTBEHHBIX IIPENAPATOB B LEJSIX COMOCTABICHUS JTaHHBIX
0 3asBJIIEMOM JIEKAPCTBEHHOM IIpemnapaTre M JICKAPCTBEHHOM Ipenapare, leHa
Ha KOTOPBIN COJAEPKUTCS B UICTOYHUKE HHPOPMAIIIH;

r) uHGOpPMAIIUs COAECPKUT CBEJICHUS O IICHE Ha JIEKapCTBEHHBIN IMTpemapaT
Y BAJIFOTE, B KOTOPOU OHA NPEICTABIICHA;

1) AICTOYHUKOM HWHGOpMAlud HE MOXKET SABIATHCA HWHGOpMAIINA,
cozaeprKalas ILEHbl Ha JIEKAPCTBEHHBIE Ipenaparhl, IOCTABISIEMBIE 3a CYET
MEXIYHApOAHBIX  (MHAHCOBBIX oOpraHu3zauuii  ((HOHAOB) TO  PEUICHUIO
BcemMupHON opraHu3anuy 34paBOOXpPAaHEHUS B paMKaxX T'YMAHWTAPHOW ITOMOIIN
WA OJTarOTBOPUTEITHLHOCTH.

22.B cnydyae mNpUHATUS pelieHHss 00 OTKa3e B TOCYJIapCTBEHHOM
perucTpauuMyu WM Iepeperucrpauuu  MUHHCTEPCTBO — 3ApaBOOXPAHEHUS
Poccuiickoit ®enepannu B J€Hb NPHUHATUSA TAKOTO PELICHUS YBEIOMIISET
3asiBUTENS] TOCPEICTBOM €IMHOI0 TopTajia W €IWHOM HH(POPMALMOHHOMN
CUCTEMBI (C U3JI0KEHUEM MPUUUHBI 0TKA3a).
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23. OcHOBaHWAMHM JUII OTKa3a B  corjacoBanuu  PDenepanbHOU
AHTUMOHOIIONBHOM  CIOYKO00M  TroCyJapCTBEHHOM  perucTpauvd  WiIu
MIEPEPETUCTPALIUH SBIISIIOTCS:

a) HETIPEJCTaBJICHUE  CBEIECHMI,  NPEIyCMOTPEHHBIX  IYHKTOM 18
Hactosamux [Ipasu;

0) MpeBbIILIEHHE TPEICTABICHHON ISl TOCYJAapCTBEHHOM perucrpanuu
WJIY TIEPEPETUCTPALNH TTPEACITBHON OTIYCKHOM LIEHBI HAJ IEHOM, pACCYUTAHHOMN
B COOTBETCTBMM ¢ HactosmuMu llpaBuwiamu (3a HCKIIOYEHUEM CIIydaes,
MpeayCMOTPEeHHBIX MyHKTaMu 12 u 13 nacrosmux [IpaBuit) u MeToauKOM.

24. ]Insa TOCyAapCTBEHHOW PETUCTPALMU, KPOME JOKYMEHTOB, YKAa3aHHBIX
B TNyHKTax 6 - 8§ Hacrosmmx IIpaBui, mnpencraBisitoTcss Uisi MPOBEICHUS
SKOHOMMYECKOTO aHanu3a (10 BBIOOpY 3asBUTENS) CBEJEHUS (C TEPEeBOJOM
Ha PYCCKUH $3bIK), MOATBEP)KJIAIOIINE OTIHYCKHBIE II€HBl MPOU3BOJINUTENSA
Ha JICKapCTBEHHBIM IIpernapaT B MHOCTPAHHBIX TI'OCYJIAapCTBAaX, YKa3aHHBIX
B METOJIMKE, B AJIEKTPOHHOM BHJIE.

25. Ina TOoCyIapCTBEHHOM PETHUCTPALMM NPENEIIBHOW OTITYCKHOM IEHBI
ITPOU3BOJIUTEIS TOCYIApCTBa - WieHa EBpasMiCKOTO 3KOHOMHYECKOTO COM03a
Ha JIEKQpCTBEHHBIM IIperapar, a TakKXKe Ha JIEKApCTBEHHBIN IIperapar
MHOCTPAaHHOTO TMPOMW3BOJACTBA, NEpBUYHAs U (MJIM) BTOpUYHAs YIAKOBKa
KOTOPOT'O OCYILIECTBIIETCS WJIM NEPBUYHYIO U (WJIM) BTOPUYHYIO YIIAKOBKY
KOTOpOr0  IUJIAHMPYETCS  OCYyLIeCTBIATH B  Poccumiickoit — Deneparuu,
HaxoJsAIuicsa B oOpaileHnn Ha Teppuropun Poccuiickoit denepanuu, Kpome
JOKYMEHTOB U CBEJICHHUM, YKa3aHHBIX B MyHKTax 6 - 8 u 24 Hactosmux [Ipasni,
3aBHUTENIb  JUI  INPOBEICHHUS DKOHOMHYECKOTO aHaau3a IPEICTABISAET
B 9JeKTpoHHOM Buje Komuto @opmbr Ne 2-JIEK (mpom) "Csenenus
0 MPOU3BOJICTBE, OTIPY3KE U IIEHAX HA JICKAPCTBEHHBIE CPENICTBA" 3a OTUETHBIN
IIEPUOJ, ONIPEIEIEHHBIN B COOTBETCTBUU C ITyHKTOM 26 HacTosmux [Ipasuir.

26.IIpu  rocymapCTBEHHOM pErucTpalvyd 3a OTYETHBIM  IEpUOL
MIPUHAMAETCA TOM, NPEAWIECTBYIOIIUA JHIO TMoJadyd B MUHHCTEPCTBO
3apaBooxpaHeHus Poccuiickont ®@enepanuy 3a4BJICHHUS O TOCYIAPCTBEHHOMU
perucTpanum.

27.1lpp  rOoCymapCTBEHHOM  pErucTpauud WIH  [EPEPEerucTpanvu
npeeabHON OTIYCKHON IIeHbl Ha peEepeHTHBIM JIEKapCTBEHHBIA Mpemnapar
JUISL BCEX YKa3aHHBIX B PETHCTPALMOHHOM YJIOCTOBEPEHHM JIEKAPCTBEHHOTO
npenapara Mpou3BOAUTENEH (MPOU3BOJACTBEHHBIX IUIOMIAJI0K MPOU3BOJIUTENS,
YYaCTBYIOIIMX B IMpOLEcce MPOMU3BOACTBA) YCTAHABIMBAETCS  €AUHAs
npefenbHas OTIyCKHas II€Ha Ha JIEKapCTBEHHBIM IIpenapar Uil KaKIou
JIEKapCTBEHHOM (OpMBI, JO3UPOBKH (KOHIIEHTPALUH, aKTUBHOCTH B €IMHHIIAX
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JEUCTBUS) U OOIIETO KOJIMYECTBA BO BTOPUUYHOMN (MOTPEOUTEIHCKOM) YITaKOBKE
06e3 ydera (OpPMBI BBHIMYCKa, 3a HCKIIOUYEHHUEM CIy4yaeB, MPEIyCMOTPEHHBIX
IMyHKTOM 28 Hacrosmux [Ipasuir.

IIpy rocynapcTBEHHON PErMCTpalvy WINA NMEPEPETUCTPALNN NPEACITBHON
OTITYCKHOW IIEHBI HAa BOCIPOW3BEIICHHBIN, OWOaHATOTOBBIA (OMOIOI0OHBI)
JIEKapCTBEHHBIN Ipenapar MpoU3BOAUTEINS rOCy1apcTBa - 4jieHa EBpa3uiickoro
SKOHOMHYECKOTO COK3a Uil BCEX YKa3aHHBIX B  PETHCTPAlMOHHOM

YIOCTOBEPEHUU JIEKapCTBEHHOT O npernapara IIPOU3BOAUTENIECH
(MpOU3BOACTBEHHBIX IUIOMIAJIOK MPOU3BOAUTENS, YYACTBYIOIIMX B IIpOIECCEe
IIPOM3BOJICTBA HA TEPPUTOPUM TOCyJapcTBa - 4ileHa EBpa3uiickoro

PKOHOMHUYECKOT0O COK03a) YCTAaHABIMBAETCS €IMHAs MpeesIbHAas OTITyCKHAs [IeHa
Ha JIEKapCTBEHHBIN Ipenapar A KaXJI0W JIEKapCTBEHHOM (POPMBI, TO3UPOBKHU
(oObema, Macchl, KOJIMYECTBAa 103 B TMEPBUYHOM YIMAKOBKE) H 0OIIEro
KOJIMYECTBA BO BTOPHYHOM (IMOTPEOMTENHCKOM) ymakoBke Oe3 ydera (hopmbl
BBIITYCKA, 3a MCKIIOYEHUEM CIIy4aeB, NPEIyCMOTPEHHBIX IYHKTOM 28
Hactosimux [IpaBu.

IIpy rocynapcTBEHHON PErMCTpalvy WINA NMEPEPETUCTPALNN NPEACITBHON
OTITYCKHOW IIEHBI HAa BOCIPOW3BEIICHHBIN, OWOaHATOTOBBIA (OMOIOI0OHBI)
JIEKapCTBEHHBIN Tpenapar MHOCTPAHHOTO MPOW3BOJICTBA IS BCEX yKa3aHHBIX
B PErUCTPAllMOHHOM  YJOCTOBEPEHUM  JIEKAPCTBEHHOIO  Iperapara
Mpou3BoaUTENEN (IPON3BOACTBEHHBIX IUTOIAOK MPOU3BOAUTENS, YHACTBYIOIIMX
B IIpoLiecCe MPOU3BOJCTBA 3a MpeAesiaMy TOCyAapCTB - WiIEHOB EBpa3uiickoro
SKOHOMHYECKOTO  COI03a W OCYIIECTBISIIOIIMX  WIH  IUIAHUPYIOLIUX
OCYUIECTBJIATh NEPBUYHYIO U (MIM) BTOPUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npenapata B Poccuiickoit ®denepanuy) ycTaHaBIUBACTCS €IMHAs MpeesibHas
OTIYCKHAasl LIEHA Ha JICKapCTBEHHBIM IIpenapar il KaKIOW JIEKapCTBEHHOM
dbopmbl, 103UPOBKH (00BEMa, MacChl, KOJIMYECTBA /103 B TIEPBUYHON YITAaKOBKE)
1 00IIIEeT0 KOJIMYEeCTBA BO BTOPUYHOU (ITOTPEOUTETHCKON) yIaKoBKe 0e3 yuera
(GbopMBI BBIMYCKa, 3a WCKIIOYEHUEM CIIy4daeB, MPEIyCMOTPEHHBIX MYHKTOM 28
Hactosimux [IpaBu.

28.B cmywyae ecnM MHUHUMalbHBIM ypOBEHb 1IeH pedepeHTHOro
JEKapCTBEHHOTO Tperapara Ha pa3inyHble (HOPMBI BBIMYyCKa (IIMPHI-PYUKH,
KapTpuUKu 00 HHBIE (OPMBI BBIMYCKa, COBMECTUMBIE C YCTPOWCTBAMHU
BBEICHHUS (IPUMEHEHHUS) WIM  SBISIIOLIMECS  yCTPOMCTBAMU  BBEACHUS
(mpuMeHeHMs) B OJHOM M3 MHOCTPAHHBIX I'OCY/IapCTB, YKAa3aHHBIX B METO/MKE,
pa3nmuaercs Oomee yemM Ha 10 MpOLEHTOB, MJOIMYyCKAeTCsl YCTaHABIMBATH
NpeieiibHbIE OTIYCKHBbIE II€Hbl Ha KaXIyl0 W3 Takux (OpM BBIIyCKa
JEKapCTBEHHOro mnpenapata. llpenenpHas oTnyckHas LIeHa Ha pedepeHTHbIN
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JEKapCTBEHHBIM TMpenapar B TakuX (OpMax BBIIYCKA YCTAHABJIMBAECTCS
Ha OCHOBAHMM MHUHUMAJIBHBIX OTIYCKHBIX LEH MpousBoauTens (0e3 yuera
MIPOU3BOACTBEHHBIX IUIOIIAJIOK, YYAacCTBYIOUIMX B MPOIECCE IPOU3BOJCTBA)
Ha COOTBETCTBYIOIIME (OPMBI BBITYCKAa TAaKOTO JEKApCTBEHHOTO Ipernapara
B OJJTHOM U3 HHOCTPAHHBIX TOCYJIapCTB, YKa3aHHBIX B METOAUKE (C Yy4eToM
pacxo;oB MO YyIUIaTe TaMOXKEHHBIX COOpPOB 3a COBEpIICHHE TaMOXCHHBIX
olepanuii, CBI3aHHBIX C BBIITYCKOM TOBAapOB).

[Ipn 3TOM MakcuMaibHas pa3sHULA MEXKIY MPEACIbHBIMU OTITYCKHBIMH
eHaMHi Ha pedepeHTHBIM JEKapCTBEHHBIN Ipenapar B pa3iudHbIX (QopMax
BBIITYCKA,  CONOCTAaBUMBIX IO  JIGKAPCTBEHHOM  QopMe,  JO3UPOBKE
(KOHIIEHTpALlMKM, AKTUBHOCTH B €IWHUIAX ACHCTBUS) M OOIIEMY KOJUYECTBY
BO BTOPUYHON (MOTPEOMTENBCKOW) YMAaKOBKE, HE MOXET MPEBBIMIATh
90 npoueHTOoB.

B cnydae ecnu nmpenenbHas OTIYCKHAasE 1I€HAa Ha peQepeHTHBIN
JIEKapCTBEHHBIN Mpenapar 3aperucTpupoBaHa B COOTBETCTBUU C HACTOSALIUM
IIyHKTOM, pacyeT NpeNeSbHbIX OTHYCKHBIX LIEH Ha BOCIPOW3BEICHHBIN,
O0roaHanoroBbIil (6MOMOTOOHBIN) JIEKApPCTBEHHBINM TMpenapar OCYIIEeCTBISETCS
Ha Kaxayro (opMy BBIIYCKa C YYETOM MPEAENbHBIX OTIYCKHBIX II€H
Ha COOTBETCTBYIOIIHME (OpPMBI BBIMyCKa pe(epeHTHOro JEKapCTBEHHOTO
npenapara.

29. Jlepkatens WM BHAAENEH PETUCTPALIMOHHOTO  YAOCTOBEPECHUS
BOCITPOM3BEJICHHOTO, OMOaHAIOTOBOTO  (OMOMOMOOHOTO)  JIGKAPCTBEHHOTO
npenapara OpeAcTaBlAeT I TOCYAapCTBEHHOW pPEruCTpanuu MpeleabHY0
OTIIYCKHYIO II€Hy Ha TakKOW JIEKapCTBEHHBIM Mpenapar, pacCUUTAHHYIO
10 MEKYHapOJHOMY HENAaTEHTOBAHHOMY HaMMEHOBAHMIO (TIPU €r0 OTCYTCTBHUH -
0 XUMHYECKOMY WA TPYNINHUPOBOYHOMY HAWMEHOBAHMIO), JIEKAPCTBEHHOM
dopme, n03upoBKE (KOHIEHTPALMW, AKTUBHOCTH B €IUHHUIAX JEHCTBHUA)
¥ o0IeMy KOJMYECTBY BO BTOPUYHON  (MOTPEOWTENHCKOW)  yIMAaKOBKE
C MPUMEHEHHEM  COOTBETCTBYIOIIEro  Kod(p(uimeHTa 1O  OTHOLICHHUIO
K 3apETUCTPUPOBAHHON  MPENEIBbHOM  OTIMYCKHOW  1LE€HE  MPOU3BOAUTENS
Ha pedepeHTHBIN JIEKapCTBEHHBIN MpENapaT B COOTBETCTBUU C METOJIUKOM.

30. B ciyyae eciy B paMKax OJHOTO PErMCTPALOHHOIO YIOCTOBEPEHHUS
JIEKapCTBEHHOT'O npenapara 3aperucTpUpoBaH BOCITPOU3BEICHHBIH,
O0roaHaNoOTOBbI (OMOMOMOOHBIN) JEKApCTBEHHBIN MpenapaT MPOU3BOAUTENS
rocyJapcTBa - ujeHa EBpasuicKOro 3KOHOMUYECKOTO COK03a U MHOCTPAHHOTO
MIPOU3BOJCTBA, ILIEHA Ha TAaKOM JIEKapCTBEHHBIM IpenapaTr pacCUUTHIBACTCS
KaK JUIsl JIGKapCTBEHHOrO Npernapara IMPOU3BOJUTENS TOCYyAapCcTBa - YJIeHa
EBpazuiickoro SKOHOMHUYECKOIO COK3a WIH JIEKapCTBEHHOTO Iperapara
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MHOCTPAHHOI'O TMPOM3BOJICTBA C YYETOM COOTBETCTBYIOIIETO MOHMKAKOIIETO
K03 UIIIEHTa B COOTBETCTBUU C METOIUKOM.

31. B coy4dae OTCYTCTBHS B paMKaxX MEXIyHapOJIHOIO HEIMATEHTOBAHHOTO
HaMMEHOBaHUS (IIpM €ro OTCYTCTBUM - B paMKax XUMHUYECKOTO WU
IPYNIUPOBOYHOIO HAUMEHOBAHUSI) U JIEKAPCTBEHHOU (OopMbl pedhepeHTHOTO
JIEKapCTBEHHOI'O Mpernapara Wik B cilydae, €CJIM MpeAesibHasl OTIYCKHas LieHa
Ha pe(epeHTHBIN JIEKapCTBEHHBIN MpemapaT HE 3aperuCcTPUpOBaHa, JAepKaTelb
WIM  BIAJENEl PETUCTPAIMOHHOIO  YJIOCTOBEPEHHS BOCHPOU3BEIECHHOTO
Wi OWoaHamoroBoro  (OMOMOJOOHOTO)  JIEKAPCTBEHHOTO  Mperapara
MPEACTABISIET Il TOCYAAPCTBEHHOW PErucTpallid WU TepeperucTparun
NpEeNEIbHYI0 OTHYCKHYIO LEHY, pPAacCUUTAHHYI0 10 MEXIYHapOJIHOMY
HEMaTEeHTOBAaHHOMY HAaMMEHOBAaHUIO (IIPH €ro OTCYTCTBUHU - MO XUMHUYECKOMY
WM TPYNIUPOBOYHOMY HAaWMEHOBAHWIO), JICKAPCTBEHHOU (popme, TO3UPOBKE
(KOHIIEHTpALlMKM, AKTUBHOCTH B €IWHUIAX ACHCTBUS) M OOIIEMY KOJUYECTBY
BO BTOPUYHOM (ITOTPEOUTENHCKON) YIIAKOBKE C MPUMEHEHHUEM COOTBETCTBYIOIIETO
ko3 uUIMEeHTa 1O OTHOIICHHWI0O K MAaKCUMaJIbHON 3aperucTpUpOBaHHON
MPEJICIbBHOM  OTMYCKHOM II€HE JIEKAPCTBEHHOTO IIpernapara, OTHECEHHOTO
K OJHOMY MEXJIyHapOJHOMY HENAaTeHTOBAHHOMY HAaWMEHOBAaHMIO (IIPH €ro
OTCYTCTBUHU - K XUMUYECKOMY WJIM TPYNIUPOBOYHOMY HAaMMEHOBAHHIO) B TaKOM
Ke JIeKapCcTBEHHOW Qopme, B TOM 4YHCIE€ C YyYeToM UWHGOpMaLUU
O B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX Ipermaparax Juisi MEIULIHUHCKOTO
MIPUMEHEHUS, B COOTBETCTBUU C METOIUKOM.

32. T'ocymapCTBeHHass perucTpanvs NPEAcIbHOW OTIYCKHOM  IIEHBI
Ha HMMYHOOMOJOTHUYECKMM JIEKapCTBEHHBIM MpernapaT, JeKapCTBEHHBII
npenapar u3 KpoBH, IJIa3Mbl KPOBU YEJIOBEKA OCYILECTBISAETCS B COOTBETCTBUU
C TpeOOBAaHMSIMH, YCTAHOBIEHHBIMU [UIsi pPEPEpPEeHTHBIX JIEKAPCTBEHHBIX
npenaparoB. Ilpu 3ToM fepkarenb WM BIAJeNel] PErHCTPAMOHHOTO
YAOCTOBEPEHUS MPEACTABIISIET ISl TOCYAAPCTBEHHOM PErUCTPALIMH MPEIETbHYIO
OTIIYCKHYIO II€HY, HE MPEBBIIIAIOIIYI0 MaKCUMAJIBHYIO 3aperUCTPUPOBAHHYIO
MIPEAENIbHYIO0 OTIYCKHYIO LIEHY IMPOM3BOAMUTENS Ha JIEKAPCTBEHHBIM Mperapar,
OTHECEHHBI K OJHOMY MEXIYHapOJHOMY HENAaTEHTOBAaHHOMY HaMMEHOBaHUIO
(mpu  ero OTCYTCTBUM - K XUMHUYECKOMY MWW TPYHIHUPOBOYHOMY
HAaMCHOBAaHHWIO) B TaKOW JK€ JICKapCTBEHHOW (opmMe, B TOM dHHCIIE
c ydetoM HWHGOpPMAIMU O B3aMMO3aMEHSIEMBIX JIEKapCTBEHHBIX Ipernaparax
JUTSL METULIMHCKOTO IPUMEHEHUS, ONPEACIIEHHYIO B COOTBETCTBUH C METOIUKOM.

B caywae eciu Ha nary nojgaud B MUHHCTEPCTBO 3/1paBOOXpPAHEHUSA
Poccniickoit ®epepanuu  3asABJICHUS O TOCYJAPCTBEHHOW PETHCTpAaLUU
Ha JICKapCTBEHHBIM Ipemnapar, NPUMEHSIEMBbIM B NEAUATPUYECKONW NPAKTHUKE
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(Ha OCHOBaHMM CBEIEHUH HWHCTPYKUMU MO MEAUIMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOI'O IpernapaTa), He 3aperucTpupoBaHa IMpeAesibHas OTIYCKHas
[IEHa B JO3UPOBKAaX, MPUMEHSAEMBIX B IEIMATPUUYECKON IMPAKTHKE, B PAMKax
OJTHOTO MEXAYHAapOJHOIO HEMAaTEeHTOBAaHHOTO HauMEHOBaHUsA (IIpU  €ro
OTCYTCTBHUHU - B paMKax XMMHUYECKOI'O WM TPYyNIUPOBOYHOTO HANMEHOBAHUA)
M JIEKapCTBEHHOW (OPMBI, pacyeT OCYIIECTBISETCS B COOTBETCTBUU
C TpeOOBAaHMSIMH, YCTAHOBIEHHBIMU [UIsi pPEPEpPEeHTHBIX JIEKAPCTBEHHBIX
IIpEIapaToB.

IIppy  >TOM  MakCHMalbHas  pAa3HALNA  MEXKIAY  MUHHUMAaJIbHOMU
3apErUCTPUPOBAHHON TPEACIBHOM OTIIYCKHOW WEHOW U MPEICTABICHHON
U TOCYJAapCTBEHHOW  PErucTpaliid  NOPEeAECIbHOM  OTHYCKHOM  IIEHOWH,
paccuMTaHHas MCXOAS M3 CTOMMOCTH €IWHHUIBI JCHCTBYIOIIETO BEILECTBA,
HE MOXeT IpeBbIaTh 90 MpoLeHTOoB.

33. 3aperucTpupoBaHHas WJIH NEPEPETUCTPUPOBAHHAS  IpPEIEIbHAS
OTIIyCKHasl IIeHa MOKET OBITh MEPEPEerucTPUPOBAHA B LENAX YBEIMYCHHS
B CIy4asX, NOPEAyCMOTPEHHbIX NyHKTamMu 34 wm 36 mnHacrosmux Ilpaswin,
Ha OCHOBAHUH 3asBJICHHS O MEPEPETUCTPALIMU U JOKYMEHTOB, IIPEICTABICHHBIX
B MuHnunctepctBo 3apaBooxpaneHus Poccuiickoit denepannu 10 1 oKTIOps
Ka)KJI0ro rojia (He Jaiiie 0JJHOTO pas3a B KaJICHIapHOM To1y).

3asiBIIeHHAss K TEPEPEeTUCTPAlMd B COOTBETCTBUU C a03aleM TMEepBHIM
HACTOSIIIEr0 TYHKTa IMpeAelibHAasl OTIYCKHAas II€HAa BOCIPOU3BEIEHHOTO,
O6uoananoroBoro  (OMOMOAOOHOTO)  JEKAPCTBEHHOTO  Tperapara  IMocie
MEpPEepPErucTpalii He MOXKET OBITH BBINIE 3aPErHCTPUPOBAHHON TpeneabHON
OTITyCKHOW IIEHBI IPOU3BOJUTENS HAa peEpEeHTHBIN JIEKapCTBEHHBIN Mpemnapar,
ONPEAEIECHHON B COOTBETCTBUU C METOJIUKOM.

34. 3aperucTpupoBaHHas MpeIebHAS OTITYCKHAs [IE€HA HA JIEKAPCTBECHHBIN
npenapar Npou3BOJUTENS TOCYAApCTBa - uieHa EBpa3nuiickoro 3KOHOMHUYECKOTO
COI03a MOXKET OBITh IEPEPETUCTPUPOBAHA B COOTBETCTBUU C METOJIUKOM:

a) U1l JICKapCTBEHHBIX TMperapaToB IeHOBOTO cermeHTta g0 100 pyomeit
(BKITFOUMTEIBHO) - B CIIy4ae YBEJIMYEHUS LIEH Ha ChIph€ U MaTEpHAJIbl, a TAKXKe
B ClIy4ae M3MEHEHHS HAKIAJHBIX PacX0/0B, HO HE BBIIIE YPOBHS (PaKTHUECKON
MHOIAUMA B OPEAIIECTBYIOIIEM  KaJICHIApHOM TOAy C  Y4eTOM
MPOTHO3UPYEMOTO YPOBHS WH(MIANNU, YCTAHOBICHHOIO HA TEKYIIUH TOJ
deneparbHBIM 3aKOHOM O (heepaibHOM OIOKETe Ha COOTBETCTBYIOITHI
(UHAHCOBBIN TO/ U TUTAHOBBIN MEPHO/;

0) Ut TEeKapCTBEHHBIX TIPEIapaToB IIeHOBOro cermMenta oT 100 pyoOmeit
a0 500 pyOreil (BKIIOYHTENHHO) - B CIIy4a€ YBEIUYCHHUSA IIEH Ha CHIPhE
Y MaTepuabl, UCIIOJIb3yEMbIE MPU MPOU3BOJCTBE KOHKPETHOTO JIEKAPCTBEHHOTO
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npemnapara, KOTOpble B  paBHOW  CTENEHM  BIMSIOT Ha  YPOBEHb
3apErUCTPUPOBAHHBIX LIEH Ha BCE JIEKAPCTBEHHBIE NpeNaparbl, OTHECEHHbIE
K OJHOMY MEXJIyHapOJHOMY HENAaTeHTOBAHHOMY HAaWMEHOBAaHMIO (TIPU €ro
OTCYTCTBUHM - K XUMHYECKOMY WM TPYNIUPOBOYHOMY HAWMEHOBAHUIO)
¥ UMEIOIINE OJMHAKOBBIN MyTh BBEACHUS (KOJIeOaHUs BaIFOTHRIX KypCcoB, (hopc-
MaKOpHBIE 00CTOSTENHCTBA, BO3HUKIINE y TIOCTABIINKOB CHIPhS U MAaTEPHAJIOB),
HO HE BBl YpoBHI (akTHueckol WHOIAIUMU B TPEINICCTBYIOIIEM
KAJIEHJAPHOM TOJy C YYE€TOM HPOrHO3UPYEMOIO YpPOBHS HMHQISALMH,
YCTAHOBJICHHOTO Ha TEKyIIud ToJl (deneparbHBIM 3aKOHOM O (QeaepaibHOM
Oro/KeTe Ha COOTBETCTBYIOMINM (PMHAHCOBBIN IO/ M TUTAHOBBINA TIEPUOT;

B) 7Sl JIGKAPCTBEHHBIX MpenaparoB IeHOBOro cermenrta ot 100 pybmnei
a0 500 pyOreil (BKIIOYHTENHHO) - B CIIy4a€ YBEIUYCHHUSA IIEH Ha CHIPhE
Y MaTepuaibl, a TAKXKE B Clly4ae M3MEHEHHs HAKJIaJHBIX PAacX0JI0B, HO HE BBIIIE
MPOTHO3UPYEMOTO YPOBHS WH(MIANNU, YCTAHOBICHHOIO HAa TEKYIIUH TOJ
dbeneparbHBIM 3aKOHOM O (eepalbHOM OIOKETe Ha COOTBETCTBYIOITHI
(UHAHCOBBIN TO/ U TUTAHOBBIN MEPHO/;

I) JUIsl IEKApCTBEHHBIX MPEnapaTroB 0€3 orpaHUYEHHMs 10 LIEHE - B cllydae
€ClIi CpeJHEB3BelICHHAs (aKkTHUYecKass OTMYCKHas IeHAa Ha JIeKapCTBEHHBIN
npenapar 3a NepuoJ, UCTEKIIUN CO AHS TPUHATHS PELICHUS O FOCYJapCTBEHHOMN
perucTpalMd WM NEpPEeperucTpalvv 10  JAHS  1[O0Jayd  3asBICHUS
0 TIepeperucTpanuy, Oblja HIKE 3apETUCTPUPOBAHHON Ha 3TOT MEPHOJ IICHBI
He Ooylee 4eM Ha MPOTHO3UPYEMBIH YPOBEHb HWHOISIUHN, yCTAaHOBICHHBIN
HAa TeKymmid T0a ¢eaepanbHBIM 3aKOHOM o0 (demepanpHOM  OrOIKETEe
Ha COOTBETCTBYIOIIMA (PUHAHCOBBIA IO W IUIAHOBBIA MEPHOJ, HO HE BBILIE
BEJIMYMHBI, PACCUNTAHHON B COOTBETCTBUU C METOUKOM.

35. Ilpu nepepeructpauuu NpeaeabHBIX OTHYCKHBIX IIEH MPOU3BOAUTEIS
rocygapcrBa - ujeHa EBpa3suiCKOro 3KOHOMHYECKOTO COK3a JIOKYMEHTHI
Ha MHOCTPaHHOM SI3bIKE MPEACTABIISIIOTCS B 3JEKTPOHHOM BHUJE C 3aBEPEHHBIM
B YCTAaHOBJICHHOM IOPSIIKE MEPEBOJIOM Ha PYCCKUN A3BIK.

JlanHble B OTHOIIEHMHU BCEX (PAKTHUECKHX IIEH B BaJIOTE TOCyAapCTBa -
yieHa EBpasuiickoro 3KOHOMHYECKOTO COH3a MPEICTaBIAIOTCS € Y4YEeTOM
nepecyera Ha pyoOJiM MO Kypcy, ycCTaHOBJIEHHOMY LleHTpanbHbIM OaHKOM
Poccuiickoit @eaepaluu Ha JIeHb, KOTJa IPOU3BOAUTEIEM ObLlIa OCYIIECTBICHA
bakTryeckas peanu3alus JEKapCTBEHHBIX IMPEmapaToB OpraHU3allid OMTOBOM
TOPrOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMM, U (WJIM) anTeYHOM OpraHu3aluu,
U (WIM) HHIMBUAYAJIbHOMY  MPEINPUHUMATENIO, HMEIOIMIMM  JULEH3HIO
Ha (hapMaleBTUYECKYIO J1€ATEIbHOCTb.
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36. 3apeructpupoBaHHas NpeAEiabHAsS OTHYCKHAas II€HA JIEKAPCTBEHHOTO
npenapara MHOCTPAHHOTO MPOM3BOJICTBA, B TOM YHUCJE MEpBUYHAS U (MIIN)
BTOpHUYHAsl YIIAKOBKAa KOTOPOro ocyumectisiercss B Poccuiickoit Penepanuu,
MOXKET OBITh MEPEePEerucTpUpOBaHa B COOTBETCTBUM C METOJUKOM, €CIIA POCT
Kypca HallMOHAJIBHOW BAJIIOTHI KaXXI0I0 rOCYJapCTBa-IPOU3BOJUTENS K PyOIIrO
CO JHS TPUHATUSA PEIIEHUS O TOCYJApCTBEHHOM PpEruCTpalld WU
MEePEPETUCTPALIMM TI0 JI€Hb MOAAYU 3asBJICHUS O NEPEPEruCcTPaLUU MPEBBIIIACT
MPOTHO3UPYEMBbI ypOBEHb WH(MISALMN, YCTAHOBIEHHBIM HAa TEKYLIUH TOJ
dbeneparbHBIM 3aKOHOM O (eepalbHOM OIOKETe Ha COOTBETCTBYIOITHI
(UHAHCOBBIN TOJ U TUTAHOBBIH MEPUO/I.

IlepeperucTpanuss MNpenebHON OTIYCKHOW 1EHBI JIEKAPCTBEHHOIO
npenapara MHOCTPAHHOTO MPOM3BOJICTBA, B TOM YHUCJE MEpBUYHAS U (MIIN)
BTOpHUYHAsl YIIAKOBKAa KOTOPOro ocyumectisiercss B Poccuiickoit Penepanuu,
OCYHIECTBJISIETCS C  y4E€TOM  MPOTHO3UPYEMOTO  YPOBHS  HMHQISALMH,
YCTAaHOBJICHHOI'O Ha TEKyIIM roja (QenepanbHbIM 3aKOHOM O (eaepalbHOM
Oro/pKeTe Ha COOTBETCTBYIOMIMM (DMHAHCOBBIA TOJ W TIUIAHOBBIA TEPHOL,
HO HE BbIIIE BEJIWYHUHBl YBEJIWYEHUS, PACCUUTAHHOM B COOTBETCTBUH
C METOAUKOW, C YYETOM MHUHHMAJIbHOM OTIIYCKHOM IIE€HBI ITPOU3BOJMTEIIS
(6e3 yuera HaMMEHOBAaHMSI MPOM3BOJICTBEHHBIX IUIOHIAJOK, YYaCTBYIOLIUX
B MPOLECCE MPOU3BOACTBA) HA TAKOM JIEKAPCTBEHHBIN MTpenapaTr B UHOCTPAHHBIX
rocyJapcTBax, yKa3aHHbIX B METOJ/IHKE.

3aperucTpupoBaHHbIEe MPEAEbHbIE OTIYCKHbIE LIEHBI BOCIIPOU3BEACHHBIX,
O0MoaHaNOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MPENapaToB HHOCTPAHHOTO
MIPOU3BOJCTBA, B TOM YHCJI€ IEpBUYHAS U (UJIM) BTOPUYHAS YIIAKOBKAa KOTOPBIX
ocymectBisierca B Poccmiickorn ~ ®depepanuu, LOEHBI HAa  KOTOPBIE
Ooptm  mepepeructpupoBansl B 2019 -2020romax B COOTBETCTBUH
C JACUCTBYIOIIMMH Ha TOT MEPUOJ MPaBHIAMU 0053aTEIbHON NEepeperucTpaun
B 2019 -2020 romax 3aperHCTPUPOBAHHBIX MPEAEIBHBIX OTIIYCKHBIX I€H
MPOU3BOAMTENICH HA JIEKApPCTBEHHBIE IpEnapaThl, BKIIOYEHHBIE B IEpEYCHb
KU3HEHHO HEOOXOAMMBIX W BaXKHEWIIUX JIEKAPCTBEHHBIX NpenapaTtoB s
MEIUIMHCKOIO TPHUMEHEHUS, U HE NEePEepEerucTPUPOBAaHbl B COOTBETCTBUH
¢ Hacrosiuumu [IpaBuiiaMu, MOTYT OBITH IEPEPETUCTPUPOBAHBI B COOTBETCTBUH
C METOOMKOM 0e3 yuera pocTa Kypca HAIMOHAJIBHOW BalOTHl KaxIoro
rocyJapcTBa-pou3BOAUTENSl K pyOlIl0 €O JAHS TPUHATHA  pEUIeHUs
00 obs3arenbHOM mepepeructpanuu B 2019 - 2020 romax 1eH Ha JEKapCTBEHHBIE
npenaparsl 1Mo ACHb MOJa4M 3asBICHUS O NEpeperucTpanvv B MUHHUCTEPCTBO
3npaBooxpaHeHust Poccuiickoin denepaiyi ¢ yueToM IpOrHO3UPYEMOIO YPOBHS
UHQISIUY, YCTaHOBJICHHOTO Ha TEKyImMA ToA (emepaqbHbIM 3aKOHOM
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0 (denepaibHOM OIO/IKETE Ha COOTBETCTBYIOIIMI (DMHAHCOBBIN 'O/ U TJIAHOBBII
MEpPUOJI, HO HE BBHIIIE BEJIMYMHBI YBEJIWYEHUS, PACCUMUTAHHON B COOTBETCTBUH
C METOAUKOM.

37. Ans mepeperucTpannv, KpoMe JOKYMEHTOB M CBEIACHUMN, YKAa3aHHBIX
B ITyHKTax 6 - 8 Hacrosmux [IpaBun, 1 SKOHOMHYECKOTO aHaIu3a 3asBUTEIb
MPEJICTaBISIET CASAYIONINE TOKYMEHTHI B 3JIEKTPOHHOU (popme:

a) U1l JIEKapCTBEHHOI'O MperapaTa MPOU3BOAUTENS TOCYAapCTBA - YJIEHA
EBpa3suiickoro »KOHOMHMYECKOTO COK03a MNPH NEPEPETUCTPALMM B CIIyYasXx,
IIPEAYyCMOTPEHHBIX oAnyHKTaMu "a" u "B" myHkTa 34 Hactosuux [Ipasui:

pacyeTr BEJHMYMHBI YJIOPOXKAHUS CTOMMOCTH ChIpbSl W MAaTepHUasoOB
B CTPyKType 3arpaT Ha IMpPOM3BOJACTBO M pEANM3aLHUI0 JIEKAPCTBEHHOTO
Ipernapara;

KOIIMKA KOHTPAKTOB, MOJATBEPKAAIOIINX YBEIUYEHUE CTOMMOCTH ChIPHA
Y MaTepHasoB, CO CPOKAMM ACHCTBHS, 3aBEPIIAIOIINMUCS HE PAHEE YEM 4Yepe3
3 MecsAna co OHA TOJA4Yu 3asBICHHS O IEPEPErucTpalid, a TaKXKe KOIHMH
cnenupUKaMi M BCEX NPWIOXKEHUH K KOHTPAKTaM, KOTOPBIE SBISIOTCS
UX HEOTHhEMIEMOHN YaCThIO;

JOKYMEHTAIbHOE TOATBEPXKACHHE (HAKTHUUECKUX 3aTpaT Ha CHIPhE
YW Marepuaibl Ha JIeHb NMPUHATHUS PELIEHUS O TOCYJapCTBEHHOM perucTparun
WM MIepepPErucTpaliu;

pacyeT BEIMYMHBI H3MEHEHMS HAKJIAIHBIX pacxoJOB B  cClly4ae
yBeNMMUYeHUsT Tapu(oB Ha IIEKTPUUYECKYI0 DJHEPIHI0, TEIJIOCHAOKECHHE,
BOJOCHAOXKE€HWE W 1I€H Ha TOIUIMBO, a TakXKe pacyeT YBEIUYECHUS
aMOPTU3AIMOHHBIX OTYUCICHUH 1O OCHOBHBIM CPEICTBAM, HCIIOJIb3YEMbIM
HETIOCPEACTBEHHO IS IPOM3BO/ICTBA JIEKAPCTBEHHBIX NPENAPATOB;

JOKYMEHTAJIBHOE TOATBEP/KICHUE YBEIMYECHUS HAKIAJHBIX PAacXxoJO0B,
a TaKKe KONUU JOKYMEHTOB, MOATBEPKIAIOIIMX BBOJ COOTBETCTBYIOLIUX
OCHOBHBIX CPEJICTB B DKCIUTYaTalHIO;

pacyeT YypOBHSI PEHTA0ENbHOCTU Ha KOHKPETHBIM JE€KapCTBEHHBIN
npenapar B COOTBETCTBUU C METOIUKOM;

0) JUIsl JIEKapCTBEHHOT'O IMpenapara MpOU3BOJIUTENS TOCyJdapcTBa - 4ieHa
EBpa3suiickoro »KOHOMHMYECKOTO COK3a MPH MNEPEPETUCTPAlMM B  CIIydae,
PEeayCMOTPEHHOM MOANYHKTOM "0" myHkTa 34 Hactrosuux [IpaBui:

pacyeTr BEJMYMHBI YJIOPOXKAHUS CTOMMOCTH ChIpbSl W MAaTepHasoB
B CTPyKType 3arpaT Ha IMpPOM3BOJACTBO M pEANM3aLHUI0 JIEKAPCTBEHHOTO
Ipernapara;

KOIIMKA KOHTPAKTOB, MOJATBEPKAAOIINX YBEIUYEHUE CTOMMOCTH ChIPhA
Y MaTepHaloB, CO CPOKAMM ACHCTBHS, 3aBEPIIAIOIIMMUCS HE PAHEE YEM 4Yepe3
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3 MecsAna co OHA TOJA4Yu 3asBICHHS O IEPEPErucTpalid, a TaKXKe KOIHMH
cnenupUKaui M BCEX NPWIOXKEHUM K KOHTPAaKTaM, KOTOPBIE SBISIOTCS
UX HEOTHhEMIEMOHN YaCThIO;

JOKYMEHTAIbHOE TOATBEpXKACHHE (HAKTHUUECKUX 3aTpaT Ha CHIPhE
U MaTepualisl Ha JACHb NPUHATUS PEIICHHUS O TOCYJAapCTBEHHOM PETHCTpaluy
WJIY TIEPEPETUCTPALINH;

pacyeT YypOBHSI PEHTA0ENbHOCTU Ha KOHKPETHBIM JE€KapCTBEHHBIN
Ipernapar B COOTBETCTBUU ¢ METOJIUKOW;

B) JJIA JIEKQpCTBEHHOT'O Ipenapara MpOU3BOIUTENS TOCyAapCTBa - 4ieHa
EBpa3suiickoro »KOHOMHMYECKOTO COK3a MPH MNEPEPETUCTPAlMM B  CIIydae,
MIPEAYCMOTPEHHOM MNOAIYHKTOM 'T" myHkTa 34 Hactosmux [IpaBun, - komms
dopmbr Ne 2-JIEK (mpom) "Cmemenuss o TpOM3BOACTBE, OTTPY3KEe M IIEHAX
Ha JIEKapCTBEHHbIE cpeACcTBa" (11 OTEUECTBEHHBIX MPOU3BOAUTENCH);

r) JUIsl  JIGKApCTBEHHOIO Ipernapara HWHOCTPAHHOIO IPOU3BOJICTBA,
nepBuYHas W (WIM) BTOpPUYHAS  yHaKOBKAa KOTOPOTO  OCYIIECTBISETCS
WIM TEPBUYHYIO U (WIM) BTOPUYHYIO YIIAKOBKY KOTOPOrO IUIAHHPYETCS
ocymectBiaTe B Poccniickoin denepanyu, pu MEpEeperucTpaluu B CIIydasx,
MPEayCMOTPEHHBIX MyHKTOM 36 Hactosiuux [IpaBun, - cBegeHus (1o BbIOOpY
3asiBUTENS), ITOATBEPKIAIOIINE OTIYCKHBIE  IIEHbl  NIPOWU3BOJIUTEIS
Ha JICKapCTBEHHBIM IIpernapaT B MHOCTPAHHBIX TI'OCYJIAapCTBAaX, YKa3aHHBIX
B METOAMKE (C MEPEBOJIOM Ha PYCCKUU SA3BIK);

N) 17 JIEKQpCTBEHHOTO0  Ipernapara HWHOCTPAHHOTO  MPOM3BOJCTBA
IIPU MEPEPETUCTPALNM B CIy4asiX, IPEAYCMOTPEHHBIX ITYHKTOM 36 HACTOSAIINX
[IpaBui, - cBemeHus (MO BBIOOPY 3asBUTENS), MOATBEPXKIAOIINE OTITYCKHBIC
LIEHBl NPOW3BOAWTENS Ha JIEKQpCTBEHHBIM IIpenapaT B HWHOCTPAHHBIX
rocyJapcTBax, yKa3aHHbIX B METOJIUKE (C MEPEBOJAOM Ha PYCCKUH S3BIK).

38. CBeneHnst O JeKnapanusx Ha TOBAPBl Ha IOCTABKY KOHKPETHOIO
JIEKapCTBEHHOI'0 Ipemnapara 3a COOTBETCTBYIOIIMN OTYETHBIN MEPUOJ B CiIydae
HEOOXOJIUMOCTH  TMOATBEpKIa0TCs  DenepanbHON  TaMOXXEHHOM  CIy»KO00M
no 3ampocy MunHucrepcrBa 31apaBooxpaneHus Poccuiickon @enepanuu
n PenepaqbHON aHTUMOHOMOJIBHON CIIYObI B MOPAJIKE MEXBEIOMCTBEHHOTO
MH()OPMAIIMOHHOTO  B3aUMOJEHCTBUS  TOCPEACTBOM  €IMHOM  CHCTEMBI
MEKBEJOMCTBEHHOTO 3JIEKTPOHHOT'O B3aUMOJCHCTBHS.

39. Ilpu MepeperucTpau MPEICTbHBIX OTIYCKHBIX LEH
Ha JICKapCTBEHHBIC Mpenaparsl MPOWU3BOAUTENS TOCyJapcTBa - 4ieHa
EBpa3suiicKoro SKOHOMHMYECKOIO COK03a B CIydYasX, HPEeLyCMOTPEHHBIX
noanyHkramu "a" - "B" myHkra 34 nHactosmux I[IpaBwi, npenenbHbId ypOBEHBb
PEHTA0EIbHOCTH HE MOKET MPEBBIIATh 30 MPOIIEHTOB.
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40. ITpu nmepeperucTpaiuy B Ka4€CTBE OTYETHOTO NEPUOJa IPUHUMAETCS
MIEpUOJ, HCTEKIIMKA CO JHS TPUHATHSA PEIIEHUS O TOCYIapCTBEHHOM
perucTpauuy WIM IEPEPETUCTPALlMM HAa JEHb MNojadun B MMHHCTEpPCTBO
3npaBooxpaneHus Poccuiickoit denepannu 3asBIEHUS O IEPEPETUCTPALIUN.
41.Ha ocHOBaHMM 3asBIEHHS O NEPEPETUCTPALMH, IPEACTABICHHOTO
3asBUTEJIEM B LIEJIAX CHW)KEHUS NMPENEIBHONW OTITYCKHOM LIeHbl, MUHHUCTEPCTBO
3npaBooxpanenus Poccuiickon denepannn pacCMaTpuBaeT BOIPOC O MPUHITUA
pelIeHnsT O CHW)KEHUM 3apErMCTPUPOBAHHOM NPENEIBHOW OTIYCKHOW LIEHBI.
3asBIICHUE O IEPEPETUCTpAllMM B LEIAX CHIM)KEHUS MNPENEIbHOW OTIYCKHOM
LEHbl MOXET OBbITh NPEICTABICHO COBMECTHO C 3asBICHHUEM O BHECEHUH
W3MEHEHMM B PEECTPOBYI0 3allMCh O TOCYAAPCTBEHHOW PETHCTpALUU
B COOTBETCTBUU C IMYyHKTOM & IIpaBun BeneHUs roCcyJapCTBEHHOIO peecTpa
MIPEAEIBbHBIX OTIYCKHBIX LIEH MPOWU3BOAUTEIEH HA JIEKAPCTBEHHBIE ITPEIAPATHI,
BKIIIOUEHHBIE B TEPEYCHb JKU3HEHHO HEOOXOAMMBIX ¥  Ba)KHEHIIHNX
JIEKapCTBEHHBIX IPENAPATOB JUIsi MEAULUMHCKOTO NPUMEHEHHUS, YTBEPKICHHBIX
nocrtaHoBiieHneM lIpaBurensctBa Poccumiickon ot 8 ampems 2025 .
No 462 "O rocygapCTBEHHOM  PEryJIMPOBAaHUM 1€H HAa JEKapCTBEHHBIC
Ipenaparsl, BKIIOUYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBIX U BAKHEUILINX
JIEKapCTBEHHBIX MPENapaToB Il MEAULMHCKOTO IPUMEHEHUS "

42. denepanbHas AHTHUMOHOIIOJNBHAS CIIy»)0a YBEAOMIISICT 3asBUTEIS,
B TOM YHCI€ C WCHOJIb30BAaHUEM €IWHOW WH(DOPMAIIMOHHOW CHCTEMBI,
0 HEOOXOIWMOCTH WM3MEHEHHs 3apEeTUCTPUPOBAHHON NPEIEITHHON OTITYyCKHOM
LIEHBI, €CIIM II0CJI€ TOCYJAAPCTBEHHOM PEruCTpaldyd WIM NEPEPETUCTPALUN
YCTaHOBJICHO, YTO 3asBUTENIEM OBUIM MPE/ICTABIECHBI HEJIOCTOBEPHBIE CBEJICHNU,
MOBIIMSABIIME HA pE3yNbTaT pPAHEE NPHUHATOIO PEHIEHHS O COTJIaCOBAHUU
MpeaeabHON OTHYCKHOW I1E€HbI, U (WJM) HE OBbUIM MPEICTaBICHBI CBEICHUS,
MOBJIMABIIIME HA PE3yJbTaT TAaKOTO PEIICHUS, C MPEICTaBICHUEM OOOCHOBAaHUS
TaKOTO BBIBOJIA.

3asgBUTENb NPUBOIUT 3aPETUCTPUPOBAHHYIO MPEACIBHYIO OTIIYCKHYIO
LIEHY B COOTBETCTBUE C LIEHOM, PACCUNTAHHOU B COOTBETCTBHH C HACTOSIIUMU
[IpaBuiaMu U METOAMKOM, C y4eTOM MHGPOpPMAINH, YKa3aHHON B YBEIOMIICHUU
denepanabHON AHTUMOHOIOJIBHON CITY>KOBI, MU MPEICTABIAET MOTUBUPOBAHHOE
JOKYMEHTAJIBHOE MMOATBEPKIACHUE pacueTa yKa3aHHOW LICHBI.

@enepanpHas ~ aHTUMOHONOJNBHAS ~ CIyX0a  OTMEHSET  peIIeHHUE
O COIVIACOBAaHWU NPEAECIBHOM OTIIYCKHOM IIEHBl B CIy4ac HENPUBEIACHUS
3asBUTEJIEM 3apErucTPUPOBAHHON MpEeIEeIbHOMN OTITYCKHOM LIEHBI
B COOTBETCTBME C HacTtosmwmMH IIpaBmiiaMm HW METOOUKOW C Y4YETOM
uH(popmanuu, ykazaHHON B yBenomieHMH @DenepanbHOW aHTUMOHOMOJIBHOMN
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CIyXOBbl, WM HENpPEICTAaBICHUS MOTHUBUPOBAHHOTO  JOKYMEHTAJIbHOTO
MIOATBEPKIACHUS pacueTa yKa3aHHOW ILIEHbI B TEYEHUE OJHOIO Mecsla CO JHS
noJiy4eHus ypegoMieHuss deaepanbHON aHTUMOHOIIOIBHOU CITYKOBI.

43. MunucTepcTBO 31paBooxpaneHus Poccuiickoit ®Denepanuu  OTMEHSIET
pelmeHrne 0 rocyJapCTBEHHOM PErucTpauuy WIM IMEepeperucTpauuu B CiIydae,
€CIM TI0CJE€ TIPUHATHSA COOTBETCTBYIOIIETO PEHIEHUS YCTaHOBJIEHO, 4YTO
3asiBUTENEM OBUIM TPEJCTABIEHbl HEJOCTOBEPHBIE CBEICHHUS, MOBJIHUSIBIINE
Ha pe3yJbTaT MNPHUHATOTO MHHHMCTEPCTBOM PEMIEHUS O TOCYIapCTBEHHOM
pErucTpauuy WiIW INEpPEepPErucTpanuy, a Takke B ciydae, ecnu dDenepanbHas
AHTUMOHOIIONBbHAS CITy’)k0a OTMEHMJIa pEUICHUE O COIJIACOBAHWU MPEIETbHOMN
OTIYCKHOM IIeHbl Ha OCHOBaHMM NYyHKTOB 42 wm 50 Hactosmmx Ilpaswin,
M WCKIIOYAET B  YKa3aHHBIX  CIy4dasX  3aperuCTPUPOBAHHYIO  WIH
[IEPEPETUCTPUPOBAHHYIO  TPEAEIbHYI0 OTIHYCKHYKO IIEHy W3  peecTpa
IIPEAENbHBIX OTIYCKHBIX LIEH B CPOK, YKa3aHHbIM B myHKTe 12 [IpaBui Benenus
rOCYJJapCTBEHHOTO peecTpa IMPENEIbHBIX OTIYCKHBIX II€H TPOU3BOAUTEIEH
Ha JIGKapCTBEHHBIE IIpENapaThbl, BKJIKOYEHHBIE B IIEPEYEHb IKU3HEHHO
HEOOXOJAMMBIX U BaKHEHIINX JICKAPCTBEHHBIX MPENapaToB ISl MEIULIMHCKOTO
IIPUMEHEHUS, YTBEPKICHHBIX IOcTaHOBIeHHEM [IpaButenscTtBa Poccuiickon
®epnepanuu ot § ampenst 2025 r. Ne 462 "O rocy1apCTBEHHOM PETYJINPOBAHUH
IIEH Ha JIEKapCTBEHHBIE IIpEnapaThbl, BKIIOYEHHBIE B IEPEYCHb KU3HEHHO
HEOOXOJAMMBIX U BaKHEHIINX JICKAPCTBEHHBIX MPENapaToB ISl MEIULIMHCKOTO
IIPUMEHEHUSA "

44. 3asBuTens 0O0s3aH TMPEACTaBUTH 3asABICHHE O IMEpPEeperucTparuu
B LIEJIIX CHWKEHUS NIPEAEIBHOM OTITYCKHOM LIEHBI B CIEAYIOLIUX CIIyYasX:

a) CHIJKEHHE LIEHbl B MHOCTPAHHON BaJIOTE Ha JIEKAPCTBEHHBIN Mpenapar
B HHOCTPAHHBIX TOCYJAAapPCTBAX, YKa3aHHBIX B METOAMKE;

0) cHWKeHue T1IeH Ha pedepeHTHble JIEKApCTBEHHbIE Ipenaparhl
B COOTBETCTBMU C MOAIYHKTOM "a" HACTOSALIErO MyHKTa ()11 COOTBETCTBYIOIIUX
BOCIIPOU3BEJICHHBIX,  OMOAHAJIOTOBBIX  (OMOMOMOOHBIX)  JIEKAPCTBEHHBIX
MIpenaparoB);

B) IPEBBIILICHUE  NPENETbHONM  OTHYCKHOM  ILEHbl Ha  NEPBBIA
BOCIIPOM3BEICHHBIN,  OMOAHAIOTOBBIN  (OMOMOAOOHBIN)  JIEKAPCTBEHHBIN
rpenapar MHOCTPAHHOTO MPOM3BOACTBA HAJ NPEACIbHOW OTIIYCKHOW ILIEHOH
TIPOU3BOAUTEIIS Ha BTOpPOH BOCHPOU3BEACHHBIN, OMoaHaI0TOBBIN
(OnonoOOHBIM) JIEKapCTBEHHBIN Ipenapar, pPacCUUTaHHOW B COOTBETCTBUH
C METOJIMKOM;

) IPEBBIIICHUE  MPEACIIbHOM  OTIYCKHOW  II€Hbl ~ Ha  NEPBBIA
BOCIIPOM3BEJCHHBIN,  OMOAHAIOTOBBIM  (OMOMOAOOHBIN)  JIEKApPCTBEHHBIN
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npernapar Mpou3BOAMTEINS TOCYIAPCTBA - YlleHa EBpa3uiicKOro 3KOHOMHUYECKOTO
COI03a HaJ MpENeIbHOM OTIYCKHOW IIEHOM NIPOM3BOJAWTENS Ha BTOPOMU
BOCIIPOM3BEICHHBIN,  OMOAHAIOTOBBIN  (OMOMOAOOHBIN)  JIEKAPCTBEHHBIN
npernapar Mpou3BOAMTEINS TOCYIAPCTBA - YlleHa EBpa3uiicKOro 3KOHOMHUYECKOTO
COI03a, PACCUUTAHHON B COOTBETCTBUH C METOAUKOM.

45.1lpn HacTyIUIeHMM Cily4as, IpeLyCMOTPEHHOrO NOANMYHKTOM "a'"
nyHkTa 44 nHacrosmux [lpaBumm, 3asBuTeNnb 005S3aH TPEIACTABUTH 3asBIICHUE
O TIEpEeperucTpalid B MEIAX CHWKEHUS NPEACIbHOW OTIIYCKHOM IIEHBI
B TeueHHe 25 paboumx [AHEW CcO [JHS BCTYIUIGHHS B CHIY pPEIICHUN
YIOJTHOMOYEHHBIX OpraHoB B cdepe 3ApaBOOXpAaHEHHUS HHOCTPAHHBIX
roCyJlapCTB, YKa3aHHbIX B METOJHWKE, O CHMKCHHUM OTIIyCKHOM IIECHBI
ITPOM3BOJIUTEISI HA JIEKAPCTBEHHBIM NpenaparT B MHOCTPAHHOW BAJIIOTE, €CIU
B pe3yibTaTe TAKOTO CHW)XEHHWS NpeleibHas OTHYCKHAas LeHa B pyoIsx,
paccuMTaHHas B COOTBETCTBHUU C METOJMKOM (C y4ETOM pacxoJO0B IO YILUIaTe
TaMOXEHHBIX COOpPOB 3a COBEpIICHHE TaMOXEHHBIX OIEpaluid, CBA3aHHBIX
C BBIIIYCKOM TOBAapoOB), HI)KE 3apETrUCTPUPOBAHHON MPEAEIbHOM OTIYCKHOM
LIEHBI Ha JIEKAPCTBEHHBIN IIpenapar.

46. IIpn HacTyIUIeHMH cily4asi, OPEeIyCMOTPEHHOIO0 MOAMyHKTOM "0"
nyHkTa 44 nHacrosmux [lpaBumm, 3asBuTeNnb 005S3aH TPEIACTABUTH 3asBIICHUE
O TIEpEeperucTpalvd B MEJIAX CHWKECHHUS NPEACIBHOW OTIIYCKHOM IIEHBI
Ha BOCIPOW3BEICHHBIN, OMOAHAIOTOBEIN (OMOMOJOOHEIN) JIEKapCTBEHHBIN
npemapar B TedeHue 25 pabouux AHEH co AHS MPUHATHS MUHHUCTEPCTBOM
3npaBooxpaHeHus  Poccuiickot ~ dDepepanuu  pemieHUss O CHMDKCHUU
3apErUCTPUPOBAHHON TMpEAEbHOM OTHYCKHOM 1EHbl Ha pedepeHTHBIN
JEKapCTBEHHBI  Ipenapar, €CIM  TpelenbHas  OTIIYCKHas 1IEHa
Ha BOCIPOW3BEICHHBIN, OMOAHAIOTOBEIN (OMOMOJOOHEIN) JIEKapCTBEHHBIN
Mpenapar BbIIIE MPEACIbHOM OTHYCKHOM IIEHBI Ha COOTBETCTBYIOIIUH
pedepeHTHBIN JIEKAPCTBCHHBIN TIpEmapaT B CBS3U CO CHIDKEHHUEM MPeACIbHON
OTIYCKHOM ILIEHBI, IPEAYCMOTPEHHBIM ITOANYHKTOM "a" myHKTa 44 HACTOSAIMX
IIpaBuir.

B cimywae ecnm mpenenpHas OTIyCKHas II€HA Ha BOCIPOM3BEICHHBIN,
OnoaHanoroBbIi (OMOMOTOOHBIN) JIeKApCTBEHHBIM Tpernapar HE MPEBBIMIACT
MPElyCMOTPEHHYI0 MNOANMyHKTOM "a" myHkta 44 Hacrosmmx [IpaBun
CHIDKEHHYI0 B HWHOCTPaHHOM BaJIIOTE OTIYCKHYK I€HY ITPOU3BOJMTEI
Ha COOTBETCTBYIOUINI pedEepeHTHBI JIeKapCTBEHHBIN IMpemapaT B pyOmsx,
PACCUMTAHHYIO B COOTBETCTBHUU C METOAMKOHN (C YYETOM pacxooB IO YILIaTe
TaMOXEHHBIX COOpPOB 3a COBEpIICHHE TaMOXEHHBIX OIepaluid, CBA3aHHBIX
C BBIIIYCKOM TOBapOB), B OTHOIIEHUH TaKOW MPEAEIbHOM OTIYCKHOM LEHBI
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Ha BOCIPOW3BEICHHBIN, OMOAHAIOTOBEIN (OMOMOJOOHEIN) JIEKapCTBEHHBIN
npenapatr He TpeOyeTcsl MPEeJCTaBIICHHE B COOTBETCTBHM C MOJIMYHKTOM "O"
nyHkTa 44 Hacrosmux [IpaBunm 3adBiIeHHS O TMEpEpETHCTpaldM B LEAX
CHIDKEHHUSI IPENEIIBHON OTITYCKHOM IIEHBI.

47.1lpn HacTyIuIeHMHM cily4as, OPEAYCMOTPEHHOIO MOAIYHKTOM "B"
nyHkta 44 Hacrosuux IlpaBwi, 3asBUTEns 00s13aH MPEACTABUTH 3asBICHUE
O TIEpEeperucTpalid B MEIAX CHWKEHUS NPEACIbHOW OTIIYCKHOM IIEHBI
Ha  TEpBBIM  BOCIPOW3BEIACHHBIN, OMOaHaIOTOBBIT (OO0 TOOHBIIA)
JIEKapCTBEHHBIN MpernapaT HHOCTPAaHHOTO MPOU3BOJCTBA B TeUEHUE 25 pabounx
IHEW CO JOHS TPUHATHA MUHUCTEPCTBOM 3/paBooxpaHeHus Poccuiickon
denepanuu peuIeHus 0 TOCYJapCTBEHHOM PETUCTPALNM NPEIEIBHON OTITYCKHOM
IIEHBl Ha BTOPOW BOCIPOW3BEACHHBINA, OMOAHAIOTOBBINH (OMOIOI0OHBI)
JIEKapCTBEHHBIN TIPENapar, €CJIM 3aperuCTPUPOBaHHAs NPEAEiIbHAs OTITYyCKHas
[[eHa Ha TEpBBIA BOCIPOW3BEICHHBIN, OMOAHATOTOBBIN (OMOIOI0OHBI)
JIEKapCTBEHHBIN IpeIapar BbIIIE MPEAEIbHON OTIIYCKHOM LEHBI, PACCYUTAHHON
C y4eToM YKa3aHHOTO B METOAMKE TOHWXAMIero Kkodgduirenrta
K 3apeTHCTPUPOBAHHOW MPEEIBbHON OTHMYCKHOW IIEHE 3a TOTPEOUTETHCKYIO
YIAKOBKY pe(pepeHTHOro JEKapCTBEHHOI'O Mpernapara Mocie rocy1apcTBEHHON
perucTpalyyd TakoW ILIEHbl Ha BTOPOM BOCIPOM3BEIECHHBIM, OMOAHAIOrOBBIN
(OnomomOOHBIM)  JEKApCTBEHHBIM  Ipenapar, OTHECEHHBIM K  OJHOMY
MEXIYHAPOJIHOMY HENATEeHTOBAHHOMY HAaWMMEHOBAHMIO (IIPU €ro OTCYTCTBHH -
K XHMHYECKOMY WM TPYyNIMPOBOYHOMY HAUMEHOBAaHUIO) B TaKOM ke
JeKapcTBEHHOW ¢opmMe, B TOM dYHCIE€ C y4eToM HHGOOpMAIHH
O B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IIperaparax s MEIULIUHCKOTrO
MIPUMEHEHUS.

48. Ilpn HacTyIUIEeHMM Ciy4as, MpPeIyCMOTPEHHOTO IOMITyHKTOM T
nyHkta 44 Hacrosuux IlpaBwi, 3asBUTEns 00s13aH MPEACTABUTH 3asBICHUE
O TIEpEeperucTpalvd B MEJIAX CHWKECHHUS NPEACIBHOW OTIIYCKHOM IIEHBI
Ha  TEpBBIM  BOCIPOW3BEIACHHBIN, OMOaHaIOTOBBIT (OO0 TOOHBIIA)
JIEKapCTBEHHBIN IpEnapaTr MPOU3BOAUTENS TOCYapCTBa - 4ieHa EBpasniickoro
HPKOHOMHUYECKOTO COI03a B TeueHue 25 pabouumx AHEH cO [HSA MPUHATHUS
MunuctepctBOM  31paBooxpaHeHuss  Poccuiickont  ®depepauuu  penieHus
0 TOCYJapCTBEHHOM PETHCTPAllUM MPEIEIbHOM OTIIYCKHOW IEHBI HAa BTOPOM
BOCIIPOM3BEJCHHBIN,  OMOAHAIOTOBBIM  (OMOMOAOOHBIN)  JIEKApPCTBEHHBIN
npernapar Mpou3BOAMTEINS TOCYIAPCTBA - YlleHa EBpa3uiicKOro 3KOHOMHUYECKOTO
COI03a, €CIIM 3aperucTpUpOBaHHAs NpEACNbHAs OTIIYCKHAs II€HAa Ha NEPBBIM
BOCIIPOM3BEJCHHBIN,  OMOAHAIOTOBBIM  (OMOMOAOOHBIN)  JIEKApPCTBEHHBIN
npernapar Mpou3BOAMTEINS TOCYIAPCTBA - YlleHa EBpa3uiicKOro 3KOHOMHUYECKOTO
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COI03a BBIIIE TNPEACIBHOW OTIYCKHOW II€HBI, PAacCYMTAHHOM C YYETOM
YKa3aHHOTO B METOJMKE MOHIKAIOMIEro Kod(hPHIMEeHTa K 3aperucTpUpOBaHHOM
npeeTbHON OTIYCKHOW IIeHEe MPOM3BOIUTENS 32 TMOTPEOUTENHCKYIO YIAKOBKY
pedepeHTHOro  JIEKApCTBEHHOTO  Ipemapara  Iocje  TocydapCTBEHHOMN
perucTpalyyd TakoW ILIEHbl Ha BTOPOM BOCIPOM3BENECHHBIM, OMOAHAIOrOBBIN
(OnonomOOHBIM) JIEKAPCTBEHHBIM MpenapaT MNPOU3BOJAUTENS TIOCylapcTBa -
wieHa EBpa3suMMCKOro 53KOHOMHUYECKOTO COI03a, OTHECEHHBIM K OJHOMY
MEXIYHApOJIHOMY HENATEeHTOBAHHOMY HAaWUMEHOBAHMIO (IIPU €ro OTCYTCTBHHM -
K XHWMHYECKOMY WM TPYyNIMPOBOYHOMY HAUMEHOBAaHUIO) B TaKOM ke
JeKapcTBeHHOW ¢opmMe, B TOM 4YHCIE€ C y4eToM HH(OpMAaIHH
O B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX IIperaparax s MEIULIUHCKOTrO
IIPUMEHEHUS.

49. B cnywyae mepeperucTpalMd B ILEISAX CHIDKEHUS MPEAEIbHOU
OTIYCKHOM II€Hbl Ha OCHOBAaHWUM 3afBJICHUS O  IEPEPETUCTPALNH,
IIPEACTABIICHHOTO B COOTBETCTBMM C NyHKTOM 44 Hactosmux IIpaswin,
npeaesibHas OTIyCKHash 1€Ha HE MOXET ObITh 3asBlieHa B TEUYEHUE
KaJIEHJapPHOIr0 roJla Ha NEPEPETUCTPALIMIO B COOTBETCTBUHU ¢ ITyHKTaMu 34 u 36
HactosAmux [IpaBuil B Lessix ee yBeJIMYCHMUS.

50. ®enepanpHasi AaHTHUMOHOIONBbHAS CIy)K0a yBEIOMIISIET 3asBUTEINS,
B TOM 4YHCIE TIOCPEACTBOM  E€AWHOW  WH(GOPMALIMOHHOW  CHCTEMBI,
O HEOOXOAMMOCTH TIEPEPEeTUCTPAllMd B IIENIAX CHIDKCHHUS TPEeIbHON
OTIYCKHOM  LEHBI, €CIM  3asdBHUTEb  HE  NPEACTaBUI  3asBIICHHE
O TIEpEeperucTpalvd B MEJIAX CHWKECHHUS NPEACIBHOW OTIIYCKHOM IIEHBI
B COOTBETCTBUU C MyHKTOM 44 Hacrosmux [Ipasuir.

3asButens B TeueHue 20 pabouyux AHEHW Mocie MOJy4YeHHs! YBEAOMIICHUS
®denepaabHON aHTUMOHOIIONBHOW CITYy>)KObI TPHBOJIUT 3apETUCTPUPOBAHHYIO
MPEAEIbHYI0 OTIYCKHYI0 II€Hy B COOTBETCTBHE C II€HOH, pPACCUUTAHHOMU
B COOTBETCTBMH C HAacTosmmmu IIpaBmiiaMm W METOOUKOW, C Y4YETOM
uH(popmanuu, ykazaHHON B yBenomsieHMM dDenepanbHOW aHTUMOHOMOJIBHOMN
CITY>KOBI.

denepanpHas aHTUMOHOIOJNBHAS CIy)KO0a B TedeHHe 5 paboumx gHEH
Moclie WCTEYCHHUS CPOKa, YKa3aHHOTO B ab3ale BTOPOM HACTOSIIErO IYHKTA,
OTMEHSET PEUICHUE O COIVIACOBAHUM IPEIEIBbHOM OTIIYCKHOM LIEHBI B CIydae
HETIPUBEACHUS 3aABUTEIIEM 3aPETUCTPUPOBAHHOMN MTPEAEIBHON OTITYCKHOM LIEHBI
B COOTBETCTBME C HacTtosmwmMH IIpaBmiiaMm HW METOOUKOW C Y4YETOM
uH(popmanuu, ykazaHHON B yBenomieHMH @DenepanbHOW aHTUMOHOMOJIBHOMN
ciry>kO0bl, 1 yBegomIIsieT 00 3ToM MHUHHCTEPCTBO 3ApaBooxpanenus Poccuiickoit
denepanum.
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MunucrepcTBo 31paBooxpaneHus Poccuiickorn denepanuu B TEUEHHUE
3 pabounx JAHEM co JOHA TodydeHus — yBegomuieHus — DenepanbHOIR
AHTHUMOHOTIOIBHON CITY>KOBI TPUHUMAET pPEIICHHE 00 MCKIIOUYEHUHN MPEeeIbHON
OTIYCKHOM LIEHBI M3 peecTpa MpENeIbHBIX OTIYCKHBIX LIEH W YBEAOMIISIET
00 9TOM 3afBHTENS TMOCPEACTBOM €AMHOTO TOpTaja WIH  E€AUHON
MH()OPMATMOHHOM CUCTEMBI.

51.B cnyuae  wnHampaBieHus — 3adBUTEIEM B MHHUCTEPCTBO
3apaBooxpanenus: Poccuiickoit denepanyn, B TOM YHUCIE MOCPEACTBOM €IUHOMN
MHOOPMAIIMOHHOW  CHUCTEMBI, TMHCbMa O MPEKPAIEHUH MPOU3BOACTBA
JEKapCTBEHHOI0 Mpenapara u (WIM) €ro BBO3a Ha Tepputopuro Poccuiickoi
®enepannu MunuctepcTBo 3apaBooxpanenust Poccuiickonn denepanuu B JI€Hb
ITOJIyYEHHs] TAKOIO MUCbMA BHOCUT B COIEPXKAIIYIOCS B PEECTPE MPEAEIIbHBIX
OTITyCKHBIX LEH UH(pOPMAILIHIO COOTBETCTBYIOIINE VU3MEHEHUS
O  3aperucTpUpPOBAHHOM  TPEACITBHOM  OTIYCKHOW  IIEHE  YKa3aHHOTO
JIEKapCTBEHHOIO Mpemnapara B YaCTH 3aMEHBI €€ craryca "/[elcTByrone HeHsbl"
Ha craryc "M3MeHeHHbIe LEHBI' C YKa3aHWEM JaThl M HOMEpPA PELICHUS
MunucrepcTBa 3apaBooxpanenus Poccmiickorn denepanuu 0 3aMeHe cTaTyca
3apErUCTPUPOBAHHON TMPENEIBHONM OTIIYCKHOW WeHbl "JlelcTByromme UeHbI"
Ha craryc "lI3MeHeHHbIE HEHbI'.

B cnydae mpencraBiieHHMs 3asBUTENEM 3asBJICHUSA O TOCYIAapCTBEHHOMU
perucTpanud Ha YyKa3aHHBIA B a03ale TEpBOM HACTOAMIETO IYHKTa
JIEKapCTBEHHBIN TIPENapar 10 MCTEUYEHHUSA 3 JIET CO JHS BHECEHMUS yKa3aHHBIX
M3MEHEHHUU TpefenbHas OTIYCKHAs LIEHA HE MOKET IPEBBIIIATH IMOCIEAHIO0
MIPEAEIbHYIO0 OTIYCKHYIO IIEHY Ha TaKOW JIEKapCTBEHHBIN ITpenapar, UMEIOIIYI0
cratyc "H3meHenHble ueHB" (0€3 yyeTa NPOU3BOJACTBEHHOM IUIOLIAIKH),
UCXOJ W3 CTOMMOCTH OJHOM JIEKApCTBEHHOW (DOPMBI COOTBETCTBYIOLIECH
JO3UPOBKH JIEKAPCTBEHHOTO IIperapara.



[MTPMJIOKEHUE Ne 1
K [IpaBunam rocy1apCTBEHHOM perucTpatnuu
Y IIEPEPETUCTPALIUH ITPEAEIBHBIX OTITYCKHBIX LIEH
IIPOU3BOJIUTEIIEH HA JIEKAPCTBEHHBIE NTPEIIAPATHI,
BKJIIOYEHHBIE B IIEPEYEHb )KU3HEHHO
HEOOXOIMMBIX M BaXKHEHIIIUX JIEKapCTBEHHBIX
IIpENapaToB sl MEAULMHCKOTO MTPUMEHEHUS

(dbopma)

3AdABJIEHUE

(1) FOCYI[apCTBeHHOﬁ pPerucrpanum npeac/JbHbIX OTIIYCKHBIX IHCH HpOI/I3BOI[I/ITeJIeﬁ
Ha JICKAPCTBCHHBLIC NIPpeNapaTbl, BKIIOYCHHBIC B IICPCYCHDb }KU3HCHHO HCOﬁXOI[l/IMLIX
U BaKHEHIIUX JEKAPCTBCHHBIX NpenapaTroB 1J MCAHINHCKOIO IPHMCHCHHUA

(HaI/IMCHOBaHI/Ie SaﬂBI/ITeJ'Iﬂl, azpec, aapec 3J'IeKTp0HHOI>i HO‘ITBI)

(HaI/IMCHOBaHI/Ie ACPIKATCII WK BJIaJACIIblla pEruCTpaiuOHHOT0 YAOCTOBEPCHU S JICKAPCTBEHHOT'O nper[apaTaZ, azapec, aapec BHCKTPOHHOP’I HO‘ITLI)

I[J'IS[ pOCCPIfICKPIX HOPUANICCKUX JIUIL - I/IZ[eHTI/I(l)I/IKaHI/IOHHHﬁ HOMED

HaunmMenoBanue .
No Cranus [IpousBoauTennb HaJIOTOIIaTeNbIINKA, 17151 HHOCTPAHHBIX IOPUANYECKUX JIUI - Peructpanmonnsrit
Anpec | Crtpana PETUCTPUPYIOIIETO
I/l | TIPOM3BOJCTBA | (HAUMCHOBAHME) KOJI HAJIOTOTIATETBINNKA B CTPAHE PETHCTPAIIUH (MHKOPIIOPAIIHH ) oprana HOMED
WJIM €70 aHaJIoT P
1 2 3 4 5 6 7 8




[Ipenenvuas Ko enunon
MexayHnapoaHoe OTHYCKHasl LIeHa . ToBapHo#
AYHapOal 4 1 IItpuxoBoii kox, P
Howmep peructpa- | HemaTeHTOBaHHOE OO6mmee TIPOU3BOIUTEIS . HOMEHKJIATYPbI
JlexapcTBeHHAast HaHECEHHBIN Ha Kopg anatomo-
IIUOHHOTO (wmm XuMH- KOJIMYECTBO 3a MOTpeOuTENh- BHEITHEAKOHOMH-
Ne Toprosoe ¢dopma, . 5 BTOPUUYHYIO TepaneBTUYECKO- N
YIOCTOBEPEHUS YecKoe, WIH BO BTOPUYHOI CKYIO YIaKOBKY . YecKon
/T HauMEHOBAaHHE JIO3UPOBKa, (motpedu- XUMHUYECKON
JIEKapCTBEHHOT'O TpyHIUpo- (motpebuTeb- 0e3 yueTa Hajora JIEeATEINBHOCTH
3 KOMIIJIEKTHOCTD . TEJIBCKYIO) KJIacCU(UKAITUH .
npemnapara BOYHOE) CKOI{) yrlakoBKe | Ha JOOaBICHHYIO HAKOBK EBpaszuiickoro
HauMeHoBaHue* CTOMMOCTh y Y 9KOHOMHYECKOTO
(pyGueit) coro3a®
1 2 3 4 5 6 7 8 9 10
3asBUTEIb
(1OIKHOCTB) (moamnuce) (pamusust, ¥Ms1, OTYECTBO (IIPU HATUYHH)

KonTakTHbIC JaHHBIC

(Homep Tenedona) (ampec 2MEKTPOHHOM MOYTHI)

'Tlox 3asBUTENEM IIOHUMAETCS JEP)KATellb WM BIAJeNell PErHCTPAMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO IIperapara WM YIIOJHOMOYCHHOE MM JIMIIO, IPEICTaBIISIONINE
B MuHmcrepcTBo 31paBooxpaHenus Poccuiickoit denepanuu HacTosiee 3asBiIeHUE.

2Tlox neKapCTBEHHBIM TIpEMapaToM TOHUMAETCS JIEKAPCTBEHHLIA Mpenapar, BKIOUCHHBIM B TEPEYEHb >KM3HEHHO HEOOXOIAMMBIX W BaXHEHIIMX JIEKAPCTBEHHEIX IPEMapaToB
JUTSL METUITMHCKOTO TIPAMEHCHHSL.

3 VKa3bIBalOTCS CBENCHUS O PETHCTPAIIMOHHOM YIOCTOBEPEHHH JIEKAPCTBEHHOTO IIperapara, BHIJAHHOM B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoit ®Dexeparnuu, W (Win)
O PErUCTPANMOHHOM YJOCTOBEPSHUH, BBIIAHHOM B COOTBETCTBHH ¢ [IpaBHiIaMH PErMCTPAlMHM M SKCIEPTH3bI JICKAPCTBEHHBIX CPEJCTB JUIS MEIUIIMHCKOTO MPUMEHEHHUS, YTBEPKICHHBIMH
pemrenriem CoBeta EBpasniickoii akoHOMHYeCcKOH Komuccuu oT 3 HostOpst 2016 r. Ne 78 "O IpaBuiax perucTpaiiivi ¥ 3KCIIePTU3HI JIEKapCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO MTPUMEHEeHHS .
4B ciiyuae OTCYTCTBHA MEXKIYHAPOJHOIO HENATEHTOBAHHOI'O HAUMEHOBAHMS B PErMCTPALMOHHOM YIOCTOBEPEHHUH JIEKAPCTBEHHOIO IIPENapara yKa3blBaeTCs HAMMEHOBAHKE JIEKAPCTBEHHOTO
mpernapara, IpeaycMOTpPEHHOE MepeyHeM )KU3HEHHO HEeOOXOIUMBIX M BAKHEUIINX JICKAPCTBEHHBIX IPETapaToB I MEJUIUHCKOTO IPUMEHEHUSI.

5 B cimyvasx, MpeaycMOTPEHHBIX MyHKTOM 28 [IpaBiil rocynapCTBEHHON PETHCTPALMK U TEPEPETHCTPAIlHH TPEACTbHBIX OTIYCKHBIX IIEH MPOM3BOIUTECH Ha JICKAPCTBCHHbBIC MpEmaparsl,
BKIIFOUCHHBIC B IEPEUCHb JKH3HEHHO HEOOXOMMUMBIX W BAKHEWIIMX JICKAPCTBEHHBIX IIPENapaToB AJsl MEAMIIMHCKOTO IMPUMEHEHHs, YTBEP)KICHHBIX IOCTaHOBIeHHWeM [IpaBuTenbpcTBa
Poccuiickoit ®@eneparun ot 8 ampens 2025 1. Ne 462 "O rocyaapcTBEHHOM PETYJIMPOBAHHMM IICH Ha JICKApPCTBEHHBIE MpemapaThl, BKIIOUYECHHBIC B MEpPEUYCHb JKU3HEHHO HEOOXOINMBIX
1 BOKHEHIINX JIEKAPCTBEHHBIX MPETapaToB Uil MEIUIUHCKOTO IPUMEHEeHHUs", IOTIOJHATENIBHO yKa3bIBaeTcs (hopMa BBITYCKa JICKAPCTBEHHOTO TIpernapaTa, ¢ y4eToOM KOTOPOI pacCUnThIBACTCS
npeieNbHas OTITYCKHAs [[eHa MPOU3BOIMTENS 328 OTPEOUTEIBCKYIO YITAKOBKY JISKAPCTBEHHOTO Tpernapara.

¢ Vreepxkaena pemenneM Cosera EBpasuiickoll 3koHOMHYeCKOM KoMuccuu oT 14 centsaops 2021 r. Ne 80 "O6 yrBepikaeHun eanHoi TOBapHONW HOMEHKIATYPHI BHELIIHEIKOHOMHUYECKOM
JeaTellbHOCTH EBpa3niickoro SKOHOMHUECKOro cotw3a U EnuHoro tamoskenHoro tapuda EBpa3uiickoro SKOHOMHYECKOTO CO03a, a TakkKe 00 W3MEHEHHH M NPU3HAHUM YTPATHBIIMNMH CHITY
HekoTophIx pemeHuii Cosera EBpasuiickoit 5KOHOMUYECKONH KOMUCCHH'".




[TPMJIOKEHHME Ne 2
K [IpaBunam rocy1apCTBEHHOM perucTpatnuu
Y IIEPEPETUCTPALIUH ITPEAEIBHBIX OTITYCKHBIX LIEH
IIPOU3BOJIUTEIIEH HA JIEKAPCTBEHHBIE NTPEIIAPATHI,
BKJIIOYEHHBIE B IIEPEYEHb )KU3HEHHO
HEOOXOIMMBIX M BaXKHEHIIIUX JIEKapCTBEHHBIX
IIpENapaToB sl MEAULMHCKOTO MTPUMEHEHUS

(dbopma)

3AdABJIEHUE

O nmepeperucTpanmu nNpeacJdbHbIX OTITYCKHBIX IICH l'IpOl/BBOI[l/ITe.]'Ieﬁ
Ha JICKAPCTBCHHBLIC NIPpeNapaTbl, BKIIOYCHHBIC B IICPCYCHDb }KU3HCHHO HCOﬁXOI[l/IMLIX
U BaKHEHIIUX JEKAPCTBCHHBIX NpenapaTroB 1J MCAHINHCKOIO IPHMCHCHHUA

(HAaMMEHOBaHHE 3asBUTENS, aAPEC, aApeC IEKTPOHHON MOHUTHI)

(HAaMMEHOBaHHWE IEPIKATEIS WM BIIAAENbIla PETUCTPALIOHHOTO YIOCTOBEPEHHUsI JISKAPCTBEHHOTO MpenapaTa’, afpec, afpec MEeKTPOHHON OYThI)

J1st pOCCHHCKUX IOPUIMYECKUX JINIT - HACHTU(PHUKATMOHHBI HOMEp

HaumenoBanue .
Ne Crapus IIpoussonuTens HAJIOTOIIATEbINNKA, U1 MHOCTPAHHBIX IOPUIUYECKUX JIHII - PerucrpannoHHsIi
Anpec | Crpana PETUCTPUPYIOLLETO
/n | mpou3BOACTBa | (HAMMEHOBaHHME) KOJI HaJIOTOIIJIaTeJIbIINKA B CTPaHE PETUCTPAINH (MHKOPIIOPAIHH ) obraa HOMEp
WJIN €T0 aHAJIoT P
1 2 3 4 5 6 7 8




[Ipenenvuas Ko enunon
MexayHnapoaHoe OTHYCKHasl LIeHa . ToBapHo#
AYHapOal 4 1 IItpuxoBoii kox, P
Howmep peructpa- | HemaTeHTOBaHHOE OO6mmee TIPOU3BOIUTEIS . HOMEHKJIATYPbI
JlexapcTBeHHAast HaHECEHHBIN Ha Kopg anatomo-
IIUOHHOTO (wmm XuMH- KOJIMYECTBO 3a MOTpeOuTENh- BHEITHEAKOHOMH-
Ne Toprosoe ¢dopma, . 5 BTOPUUYHYIO TepaneBTUYECKO- N
YIOCTOBEPEHUS YecKoe, WIH BO BTOPUYHOI CKYIO YIaKOBKY . YecKon
/T HauMEHOBAaHHE JIO3UPOBKa, (motpedu- XUMHUYECKON
JIEKapCTBEHHOT'O TpyIIx- (motpebuTeb- 0e3 yueTa Hajora JIEeATEINBHOCTH
3 KOMIIJIEKTHOCTD . TEJIBCKYIO) KJIacCU(UKAITUH .
npemnapara PpOBOYHOE) CKOI{) yrlakoBKe | Ha JOOaBICHHYIO HAKOBK EBpaszuiickoro
HauMeHoBaHue* CTOMMOCTh y Y 9KOHOMHYECKOTO
(pyGueit) coro3a®
1 2 3 4 5 6 7 8 9 10
3asBUTEIb
(1OIKHOCTB) (moamnuce) (pamusust, ¥Ms1, OTYECTBO (IIPU HATUYHH)

KonTakTHbIC JaHHBIC

(Homep Tenedona) (ampec 2MEKTPOHHOM MOYTHI)

'Tlox 3asBUTENEM IIOHUMAETCS JEP)KATellb WM BIAJeNell PErHCTPAMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO IIperapara WM YIIOJHOMOYCHHOE MM JIMIIO, IPEICTaBIISIONINE
B MuHmcrepcTBo 31paBooxpaHenus Poccuiickoit denepanuu HacTosiee 3asBiIeHUE.

2Tlox neKapCTBEHHBIM TIpEMapaToM TOHUMAETCS JIEKAPCTBEHHLIA Mpenapar, BKIOUCHHBIM B TEPEYEHb >KM3HEHHO HEOOXOIAMMBIX W BaXHEHIIMX JIEKAPCTBEHHEIX IPEMapaToB
JUTSL METUITMHCKOTO TIPAMEHCHHSL.

3 VKa3bIBalOTCS CBENCHUS O PETHCTPAIIMOHHOM YIOCTOBEPEHHH JIEKAPCTBEHHOTO IIperapara, BHIJAHHOM B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoit ®Dexeparnuu, W (Win)
O PErUCTPANMOHHOM YJOCTOBEPSHUH, BBIIAHHOM B COOTBETCTBHH ¢ [IpaBHiIaMH PErMCTPAlMHM M SKCIEPTH3bI JICKAPCTBEHHBIX CPEJCTB JUIS MEIUIIMHCKOTO MPUMEHEHHUS, YTBEPKICHHBIMH
pemrenriem CoBeta EBpasniickoii akoHOMHYeCcKOH Komuccuu oT 3 HostOpst 2016 r. Ne 78 "O IpaBuiax perucTpaiiivi ¥ 3KCIIePTU3HI JIEKapCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO MTPUMEHEeHHS .
4B ciiyuae OTCYTCTBHA MEXKIYHAPOJHOIO HENATEHTOBAHHOI'O HAUMEHOBAHMS B PErMCTPALMOHHOM YIOCTOBEPEHHUH JIEKAPCTBEHHOIO IIPENapara yKa3blBaeTCs HAMMEHOBAHKE JIEKAPCTBEHHOTO
mpernapara, IpeaycMOTpPEHHOE MepeyHeM )KU3HEHHO HEeOOXOIUMBIX M BAKHEUIINX JICKAPCTBEHHBIX IPETapaToB I MEJUIUHCKOTO IPUMEHEHUSI.

5 B cimyvasx, MpeaycMOTPEHHBIX MyHKTOM 28 [IpaBiil rocynapCTBEHHON PETHCTPALMK U TEPEPETHCTPAIlHH TPEACTbHBIX OTIYCKHBIX IIEH MPOM3BOIUTECH Ha JICKAPCTBCHHbBIC MpEmaparsl,
BKIIFOUCHHBIC B IEPEUCHb JKH3HEHHO HEOOXOMMUMBIX W BAKHEWIIMX JICKAPCTBEHHBIX IIPENapaToB AJsl MEAMIIMHCKOTO IMPUMEHEHHs, YTBEP)KICHHBIX IOCTaHOBIeHHWeM [IpaBuTenbpcTBa
Poccwuiickoit @enepanmu ot 8 ampens 2025 1. Ne 462 "O rocynapcTBEHHOM PETYIMPOBAHMY TIeH Ha JIEKapCTBEHHBIE TPEnapaThl, BKIIOUYECHHBIC B MIepeUeHb )XKU3HEHHO HEOOXOIMMBIX U BaYKHEHIITHX
JIEKapCTBEHHBIX TPENapaToB Ui MEAUIMHCKOTO IIPUMEHEHHS", IOMOJIHUTEIBHO YKa3bIBaeTCsl (opMa BBITYCKa JIEKAPCTBEHHOT'O Tperapara, ¢ Y4eTOM KOTOPOM PacCUUTHIBACTCS MpeebHAsL
OTIYCKHasI IIeHa TPOM3BOAUTENS 32 TIOTPEOUTENBCKYIO YIIAaKOBKY JIEKAPCTBEHHOTO TIperaparta.

¢ Vreepxkaena pemenneM Cosera EBpasuiickoll 3koHOMHYeCKOM KoMuccuu oT 14 centsaops 2021 r. Ne 80 "O6 yrBepikaeHun eanHoi TOBapHONW HOMEHKIATYPHI BHELIIHEIKOHOMHUYECKOM
JeaTellbHOCTH EBpa3niickoro SKOHOMHUECKOro cotw3a U EnuHoro tamoskenHoro tapuda EBpa3uiickoro SKOHOMHYECKOTO CO03a, a TakkKe 00 W3MEHEHHH M NPU3HAHUM YTPATHBIIMNMH CHITY
HekoTophIx pemeHuii Cosera EBpasuiickoit 5KOHOMUYECKONH KOMUCCHH'".



YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 8 anpens 2025 r. Ne 462

IHPABHUJ A

BE€ACHUA TOCYIAPCTBEHHOI'0 peeCTpa NPEACJIbHbIX OTITYCKHBIX IECH
HpOHSBO}]HTCJ’lCﬁ Ha JIEKAPCTBCHHbLIC NPeEnapaTbl, BRIANYCHHbIC
B I€peYCHb }KU3HCHHO HCOﬁXO}IIfleIX U BasKHEHIIIHUX JEKAPCTBCHHBIX
npemaparos AJist MEAUIMUHCKOTO MPUMEHCHU A

1. Hactosimmme ~ IlpaBunma ~ ycTaHaBIMBAIOT ~ TOPSAJOK  BEIACHHUS
rOCy/IapCTBEHHOTO peecTpa TMPEeeNIbHBIX OTIYCKHBIX II€H MpPOU3BOIUTENCH
Ha JIGKAQpCTBEHHBIC TMpemaparhl, BKJIIOYECHHbIE B TEPEYCHb >KU3HCHHO
HEOOXOJUMBIX U BKHEUIIHNX JIEKAPCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO
NpPUMEHEHUs  (Jlajee  COOTBETCTBEHHO -  JICKApPCTBEHHBIE  IpemapaThl,
npe/IebHBIC OTITYCKHBIC IIEHBI, PEECTpP MPEACTBHBIX OTITYCKHBIX IICH).

2. PeecTtp TmpemenpHBIX OTIYCKHBIX II€H, COJACpXAIlUid CBEICHUS
O  TOCYJapCTBEHHOW  pEruCTpalid  TPEIeNbHBIX  OTIMYCKHBIX  IIE€H
U TICPEePEeTUCTPALUN  3aPETHUCTPUPOBAHHBIX MPENEIbHBIX  OTIMYCKHBIX IIE€H
(maree COOTBETCTBEHHO - TOCYIAapCTBEHHAs] PETUCTpAIUA, TMEPEPETUCTPALINS),
BEJIETCS B €IMHOM ToCyIapCcTBEHHON WHGOpPMAIlMOHHOW cuctemMe B cdepe
3/IpaBoOOXpaHeHus (fajnee - eauHas HHPopMaIlMoHHasi CUCTEMA).

3. Peectp mpenmenbHBIX OTMYCKHBIX II€H BeAeTcs MUHHCTEpCTBOM
3npaBooxpaHeHusi Poccuiickoii ®enepanuu B 3JIEKTPOHHOU (opme myTem
dopMupoBaHus, W3IMEHEHHS WM HCKIIOUEHHUS PEeCTPOBBIX  3alHCeH,
COZIEPIKaIIUX CBEJCHUS O TOCYAapPCTBEHHON PErHCTpaIlii WM TEepeperucTpaiii
(mamee - peecTpoBBIE 3amKWCcH), B TOM UHCJIE€ C HCIOJIb30BAHUEM
UHQpacTpyKTyphl,  oOecreyuBawmed  MHPOPMAIIMOHHO-TEXHOIOTHYECKOE
B3aUMOJICHCTBIE MH(OPMAIIMOHHBIX CHCTEM, UCTIONB3YEMbIX JUIs TIPEIOCTaBICHHS
rOCY/IapCTBEHHBIX U MYHHUIUMAIBHBIX YCIYT U HCIOIHEHUS TOCYAapCTBEHHBIX
U MYHHULUMNATBHBIX (QYHKIHMA B SJICKTPOHHOW (opme, ¢ HUCHOIb30BaHHUEM
€IMHOM CHCTEMBI MEKBEJOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOICHCTBHS.

Benenne peectpa TpeneidbHBIX OTIMYCKHBIX IIEH OCYIIECTBISETCS
B COOTBETCTBUM C €AMHBIMH OPTaHW3AIMOHHBIMU, METOJOJOTUYECKUMHU
u IPOrPaMMHO-TEXHHYECKUMU MPUHIIUIIAMH, 00ecTneunBarOIIMMHU



COBMECTUMOCTh M B3aUMOJIEWCTBHE peecTpa NpPeNeSbHbIX OTIYCKHBIX II€H
C UHBIMU (peliepalIbHBIMHU TOCYIaPCTBEHHBIMU WH(OPMAIMOHHBIMU CHCTEMaMHU
U CETAMH, C HCIOJIH30BAaHUEM TEXHOJOTHM, MO3BOJISIONIMX OO0ECIEUUTh COOp
U BHECEHHE B PEECTpP MpPEAENIbHBIX OTIIYCKHBIX LIEH PEECTPOBBIX 3alMCEH, UX
XpaHEeHHE, CUCTEMATU3AIUI0, aKTyaIN3alHIo, 3allIUTy U OOHOBJICHUE.

JlocTyn nepkaTens WIM BIIAJENblia PErMCTPAMOHHOTO YIOCTOBEPEHUS
JEeKapCTBEHHOI0 mpenapara (YImoJIHOMOYEHHOTO UM JIUIA) (Hajiee - 3asiBUTEIb)
K JIMYHOMY KaOMHETy 3asBHUTENsI B PEECTpPEe MpEeAeNIbHbIX OTIYCKHBIX II€H
OCYIIECTBISICTCS TIOCPEJCTBOM TPOXOXKACHUS 3asBUTEIEM HWACHTU(PUKAIIUU
M ayTeHTU(PUKAUWKU C HCHOJIB30BaHHEM (enepaabHON TroCyIapCTBEHHOMN
MH(POPMAITMOHHOM CHCTEMBI "Envnnas cucTema UICHTU(DHUKAITAN
U ayTeHTHUKaAUU B HMHPPACTPYKType, obecredynBaronie nH(OOPMAIIMOHHO-
TEXHOJIOTHYECKOE B3aMMOJICHCTBUE WH(POPMAIIMOHHBIX CHCTEM, HCIIOJIb3yEMbIX
ULl TIPEJOCTABJIICHHMS]  TOCYJIAapCTBEHHBIX W MYHUUUIAIBHBIX  YCIYyT
B OJIEKTpOHHOW ¢opme" B cooTBeTcTBUH ¢ [IpaBmiamMu WCTIOIB30BaHUS
beneparbHON TOCyAapCcTBEeHHONW MH(DOpMaImoHHOMW cucteMbl "EnnHas cucrema
UACHTU(UKAIMK ¥ ayTEeHTH(PUKALIMK B HHOpACTpyKType, obecreunBaronieit
MH()OPMAITMOHHO-TEXHOJIOTUYECKOE  B3aUMOJAEHCTBHE  MH(MOPMAIIMOHHBIX
CUCTEM, UCIIOJIb3yEMBIX VTSI peI0CTaBICHUS rocyJapCTBEHHBIX
M MYHULUNAIBHBIX YCIYT B JJEKTPOHHOH ¢opme", yTBEpKACHHBIMU
noctaHoBiieHneM lIpaBurensctBa Poccuiickont ®denepanuu ot 10 nrons 2013 r.
Ne 584 "O6 ucmnonb3oBannu QenepanbHOI TOCYyI1apCTBEHHON MH()OPMAIIHOHHOM
cuctembl  "EgumHas  cucrema  uwaeHTHDUKAMK M ayTCHTH(PHUKAIIUU
B uH(ppacTpyKkType, oOecneunBaromed HWHYOPMAIMOHHO-TEXHOIOTHIECKOE
B3aUMOJIECTBUE UH(POPMALIMOHHBIX CUCTEM, UCIIONB3YEMBIX JUISl IPEAOCTABICHUS
roCyJapCTBEHHBIX 1 MYHHIIMIAJIIBHBIX YCIYT B AJIEKTPOHHOM (hopme".

4. PeecTp npeAenbHbIX OTIYCKHBIX IIEH COJACPKUT CICAYIOIINE pA3/IEIIb:

"JIeUCTBYIOIIME  CBEACHUS  PEECTPOBBIX  3amucei” -  TEKylue
NEHCTBYIOUIME CBEIECHHUS PEECTPOBBIX 3alUceldl C 3aperuCTPUPOBAHHBIMHU
VI MIEPEePErUCTPUPOBAHHBIMU MPEAEIbHBIMA OTITYCKHBIMU 1IEHAMU;

"M3MeHEeHHBIE CBEIEHUS PEECTPOBBIX 3alMCEl’ - paHee AEHMCTBOBABILINE
CBEJICHUS PEECTPOBBIX 3aMHUCEH, KOTOPhIE MPUMEHSIOTCS AJIA 1eJIeH peann3aun
JIEKapCTBEHHBIX MPENapaToB OPraHU3aLUIMH ONTOBOM M PO3HUYHOI TOPIOBIIM.
JlexapcTBEHHbIE Mpenaparbl, CBEJACHHS O KOTOPBIX pa3MEIICHbl B pasjele
"3MeHEHHBIE  CBEIECHMS  PEECTPOBBIX  3aAlMCEH', MOTYT  HAXOAUTHCSA
B oOpamieHnd 10 WCTEYCHHS CpPOKa HMX TOJHOCTH C Yy4eToM (pakTHUeCcKOon
OTITYCKHOW LIEHBbI MPOU3BOINTENS, HE MPEBBIIAIONIECH MPEAEIbHYIO OTIIYCKHYIO
LIEHY, IPUMEHSBIIYIOCS Ha J1aTy UX pealu3aluu;



"UckitoueHHBIE PEECTPOBBIE 3AMUCH" - UCKIIOUYECHHBIE B COOTBETCTBUU
¢ nyHKkToM 10 HacTosux IIpaBui cBeteHUs peeCTPOBBIX 3AITUCEN.

5. O0paboTka TEPCOHANBHBIX JIaHHBIX, COJEP)KAILUXCS B peecTpe
MpeAeNbHbIX OTIYCKHBIX LIEH, M UX 3alMTa OCYLIECTBISIOTCS B COOTBETCTBUH
¢ 3akoHozatTenbcTBoM Poccuiickoit deneparyy B 001aCTH MEPCOHAIBHBIX JAHHBIX.

6. PeectpoBasi 3a1uCh COOEPKUT CICIYIOIIUE CBEICHHUS:

a) HAMMEHOBAaHWE Jep)KaTeiasl WM  BIaJedblla PErHCTPAlMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O MperapaTa, HAaMMEHOBAaHUE IMPOU3BOJNUTENSA
JEKapCTBEHHOI'O TIperapara, CBEACHHS O PpEerucTpaudud JAepxKaTens WiIu
BJIAJI€JIblIa PETUCTPALMOHHOIO YIOCTOBEPEHUsl JIEKAPCTBEHHOI'O Iperapara,
CBEIEHUS O PErucTpallM¥ NPOU3BOAMTENSA JIEKAPCTBEHHOIO Ipemnapara
B KA4yeCTBE HAJIOrOIUIATENbIIMKA B CTpaHE pPErucTpauuu (s POCCHICKUX
IOPUIMYECKUX JUI] - WACHTU(UKAIMOHHBIA HOMEP HAaJOTOIUIATENbITNKa, s
MHOCTPAHHBIX FOPUAMYECKUX JHI[ - CTpaHa pPETUCTpali, HANMEHOBaHUE
PETHCTPUPYIOIIETO OpraHa, peruCTPALMOHHBIA HOMEP, KO/ HAJIOrOIUIaTeIbIINKa
B CTpaHE perucTpanuu (MHKOPIOpAIlMu) UK €T0 aHaJIor), MECTO HaXOXJICHUS
MIPOU3BOACTBEHHBIX IUJIOMIAJ0K, YYacTBYIOIIMX B MPOIECCe IPOU3BOACTBA
JIEKapCTBEHHOTI'O MIpenapara, ¢ yKa3aHUueM CTaJIUU Mpoliecca MPOU3BOICTBA;

0) HAaUMEHOBAaHWE  JICKAPCTBEHHOTO  TMpemapara  (MEXIyHapOIaHOE
HEMaTEHTOBAaHHOE, WM TPYNIUPOBOYHOE, WM XHUMHYECKOE M TOPIroBOE
HaUMEHOBAHUS);

B) HOMEP PErHCTPALMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOT'O Mpenapara;

I) JeKapCTBEHHass (opMa C YKa3aHHEM JO3UPOBKH JIEKapCTBEHHOIO
mpermapaTa ¥ €ro KOJMYeCTBa BO BTOPHYHOHM (TOTPEOMTENBCKOI) YIMaKOBKE,
a TaKXe KOMIUJIEKTHOCTH;

1) 3aperucTpUpOBaHHas MpeeIbHAs OTITYCKHAS [IeHa B pyOIIsX;

€) laTa 1 HOMEp NIpHKaza MHUHHCTEpCTBA 3paBooXpaHeHust Poccuiickoi
®denepannu 0 roCcy1apCTBEHHON PETUCTPALIMH WIIN NTEPEPETUCTPALUH;

) laTa BCTYIUIEHUS B CWIIy INpuKa3a MUHHCTEPCTBA 3/paBOOXPAHEHUS
Poccniickoit ~ ®Pexepamum O TOCYJApCTBEHHOM  PEruCTpalvd  WIH
NepeperucTpaIuy;

3) IITPUXOBOW KOJ, HAHECEHHBIH Ha BTOPUYHYIO (MOTPEOUTEIHCKYIO)
YIAKOBKY JIEKAPCTBEHHOIO MIpenapara;

M) KOJ JIEKapCTBEHHOI'O Ipemnapara IO aHAaTOMO-TEpPalleBTHYECKO-
XAMHYECKON KiaccupuKaluy, peKOMEHIOBaHHOW BceMupHO opranuzanuen
31paBOOXPAHEHUS.

7. BHeceHMe B peecTp NMpEeNeabHBIX OTIYCKHBIX LIEH PEECTPOBOM 3aIMCH
OCYULIECTBJISIETCS HA OCHOBAHUM CBEJICHUI, MOJYYEHHBIX IPH FOCYJapCTBEHHOMN



perucTpaldyd WIH TEepeperucTpalud B J€Hb MNPUHATHS MUHHUCTEPCTBOM
3npaBooxpanenus Poccuiickon denepanny pemeHus:

0 rOCYJapCTBEHHOM pPErUCTpALINH;

O MepeperucTpanuy;

00 YCTaHOBIICHHH TIPEACIbHONW OTIMYCKHOW IIEHBI B COOTBETCTBUU
c yacThio 9 ctateu 61 ®PenepanbHoro 3akona "OO oOpaleHNH JTEeKapCTBEHHBIX
cpeacTs".

[Ipn mnepeperucTpanuu peecTpoBas 3amUCh JOMOJIHSAETCS HOMEPOM
Y IaTOW PEIIEHHSI O IEPEPETUCTPALIIH.

IIpy npuHsTHM  MMUHUCTEPCTBOM  3ApaBooXpaHeHus Poccuiickoit
@denepalli pelIEHUS O IMEPEPETUCTPALMd COOTBETCTBYIOLIAs HH(pOpMaIus
BHOCUTCS B PEECTPOBYIO 3allCh C YKa3aHHMEM HOMEpA W JaThl IPHUHATHSA
pELIEHUS O IEPEPETUCTPALUH.

8. BHeceHMe H3MEHEHUI B PEECTPOBYIO 3aIIUCh OCYLIECTBIISETCS B YaCTH:

W3MEHEHHUS CBEICHUN O pErucTpanuu JAepiKaTens WIM BiaJebla
PETMCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapara B KadecTBE
HaJIOTOIUIATENBINMKA (U1 POCCUHCKUX IOPUIMUYECKUX JIUI] - UIEHTU(UKALIMOHHBIN
HOMEDP HAJIOTOIUIATEIIBIINKA, UIsI MHOCTPAHHBIX HOPUAMYECKUX JIHUI - CTpaHa
perucTpanyy, HAaUMEHOBAaHHUE PETHCTPUPYIOLIETO OpraHa, pPerucTpallMOHHBIN
HOMEp, KOJ HAJIOroIUIaTeNbllMKa B CTpPaHE perucTpanuu (MHKOPHOpALVH)
WJIU €0 aHaJIor);

U3MEHEHHUS] CBEJECHUN O PEruCTpali MpPOU3BOJUTENS JEKAPCTBEHHOIO
npenapara B KayecTBE HAJOroIUlaTeNblldKa B CTpaHe pEerucTpanuu
(mms  pOCCHIMCKMX IOPUAUYECKUX JIHMI - WACHTU(PUKALMOHHBIA HOMEP
HaJOTOIUIaTENbIINKA, JJI1 HWHOCTPAHHBIX IOPUAMYECKUX JIML - CTpaHa
perucTpanry, HaMMEHOBAaHHUE PErHCTPUPYIOIIET0 OpraHa, pPEerucTPALMOHHBIN
HOMEp, KOJI HAJOrOIUIaTENbIIMKa B CTpaHE pPErucTpanuu (MHKOPHOpaIlun)
WJIA €T0 aHaJIorT);

U3MEHEHUS  MEXKJIyHapOJHOIrO  HEMAaTeHTOBAHHOIO  HAaMMEHOBaHUS
(Bciydyae e€ro OTCYTCTBHA - XUMHUYECKOTO WM T[PYNIHPOBOYHOTO
HAaMMEHOBAaHHs ) JIEKapCTBEHHOT'O IIpenapara;

W3MEHEHUS TOPrOBOr0 HAMMEHOBAHMS JIEKAPCTBEHHOT'O MPETapaTa;

HaAIMCaHUs JIEKaPCTBEHHON (OPMBI;

HaIlMCaHUs JO3UPOBKHU JIEKAPCTBEHHOTO IIPenapara;

W3MEHEHUS  KOJAa  JIEKApCTBEHHOIO  Ipernapara IO aHaTOMO-
TepaneBTUYECKO-XUMUUECKON Kilaccu(UKalUK, peKOMEeHI0BaHHOW BcemupHoit
OpraHu3alnen 31paBOOXPAHEHUS;

W3MEHEHMSI IeprKaTels WU BIIAJeNblia PETUCTPAMOHHOIO YAOCTOBEPEHMS
JIEKapCTBEHHOTI'0 Ipernapara, ero OpraHu3allMOHHO-IIPaBOBON (hOPMBI;



U3MEHEHHUSl TPOHM3BOAUTENS, €r0 OpraHU3alMOHHO-TIPABOBON (OpMEL,
azpeca IPOU3BOJUTENS JIEKAPCTBEHHOTO Ipenapara Mpu YCIOBHUH COXPAHEHHS
€ro MPUHAJJIEKHOCTU K FOCYJapCTBY - WieHy EBpa3uilcKoro 3KOHOMHYECKOTO
CO03a WJIM UHOCTPAHHOMY MPOU3BOIUTENIO;

U3MEHEHUS] MHOCTPAHHOIO MPOM3BOJMUTENS JIEKAPCTBEHHOIO Mpernapara
Ha MMPOU3BOIUTENS FOCYIapCTBa - WwieHa EBpa3uiickoro 3kOHOMHUUYECKOT0 COI03a;

WU3MEHEHNs] HAUMEHOBAHUW TIPOM3BOJCTBEHHBIX IJIOMIAJ0K, YUYaCTBYIOLIUX
B IpOIIECCE MPOU3BOJCTBA JIEKAPCTBEHHOI'O IMpenapara, UX MECT HaXOXIACHUS
IpU YCIOBUU COXPAaHEHHsS MX MNPUHAJICKHOCTH TOCYJAapCTBY - HIEHY
EBpazniickoro 3kOHOMMUYECKOTO COK03a WIM HHOCTPAaHHOMY ITPOU3BOAUTEINIO;

U3MEHEHUs] HOMEpa PEruCTPALMOHHOTO YJIOCTOBEPEHHUS JEKAPCTBEHHOIO
npenapara;

U3MEHEHUs]  IUTPUXOBOTO  KOJA, HAHECEHHOTO0 Ha  BTOPHYHYIO
(mOTpeOUTENbCKYI0) YIIAKOBKY JIEKAPCTBEHHOTO MpEIapara;

U3MEHEHUS] KOMIUIEKTHOCTH JIEKapCTBEHHOrO MpernapaTta (Mpu yCIOBHH
OTCYTCTBUSI M3MEHEHHUSI €r0 KOJWYECTBA BO BTOPUYHON (MOTPEOUTEIIHCKON)
YIAKOBKE);

u3MeHeHus1 (OpMBI BBITyCKa JEKAPCTBEHHOTO MperapaTra B cllydae ee
COIMOCTaBUMOCTH TIO CHOCO0aM BBEIEHUS M TMPUMEHEHHs C JIEKapCTBEHHOMN
dbopMoil JTeKapCTBEHHOTO Mpemnapara, COAEpXKalleics B peecTpe MpeaeabHBIX
OTIIYCKHBIX II€H (32 UCKIIFOUEHHEM CIIy4aeB, MPEAYyCMOTPEHHBIX ITYHKTOM 28
[IpaBun rocynapCTBEHHON PpEruCTpallid W NEPEePerucTpalvy MpeaebHbIX
OTITYCKHBIX II€H MPOU3BOJUTENEN HA JEKAPCTBEHHBIE MPENapaThl, BKIOYEHHBIE
B IIEPEUYCHb IKU3HEHHO HEOOXOJMMBIX M BAXKHEWIIUX JIEKAPCTBEHHBIX
MpenapaToB sl MEAULMHCKOTO IPUMEHEHHUS, YTBEPKACHHBIX TOCTAHOBICHUEM
IIpaButensctBa Poccmitickorn ®enepaunn ot 8 ampens 2025 1. Ne 462
"O rocygapCTBEHHOM pEryJMPOBAaHMM II€H Ha JIEKapCTBEHHBIEC IPENapaThl,
BKIIIOUEHHBIE B TEPEYCHb O KU3HEHHO HEOOXOAMMBIX ¥  Ba)KHEHIIHNX
JIEKapCTBEHHBIX IMpEnaparoB Uisl MEIULHUHCKOTO NMPUMEHEHHUA"), PU YCIOBUU
OTCYTCTBUS U3MEHEHUU B JO3UPOBKE (KOHUEHTpAIMU, AKTUBHOCTH B €JMHHULIAX
ACHCTBHSI) JEKApPCTBEHHOTO Tperapara W oOIeM KOJUYEeCTBE BO BTOPUIHOU
(moTpeOuUTeNbCKOM) YITaKOBKeE JICKapCTBEHHOTO Tpernapara;

W3MEHEHHUsS NIPENEIBbHON OTIYCKHOW II€HBI Ha JICKAPCTBEHHBIM Ipernapar,
MIPOU3BEJEHHBII B COOTBETCTBUM C PETUCTPALMOHHBIM yIOCTOBEPEHUEM,
BBIJJAHHBIM B COOTBETCTBUM C 3aKoHonarenbcTBOM Poccmiickonn deneparum,
B CIllydyae HaJM4Msl PErHCTPALMOHHOIO YJOCTOBEPEHHUS TAKOTO JIEKAPCTBEHHOTO
npenapara, BBIJIAaHHOIO B COOTBeTCTBUM ¢ [lpaBunmamum  perucrpanuu
U BKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUISI MEJUUMHCKOIO MPUMEHEHUS,



yTBEepKIAeHHBIMU pemieHneM Coera EBpa3niicCKOM SKOHOMHYECKONM KOMMCCUU
or 3 Hos0ps 2016 r. Ne 78 "O IlpaBunax perucrpauud M 3SKCHEPTHU3BI
JIEKapCTBEHHBIX CPEACTB JUTS MEJIUIIMHCKOTO IpUMEHEHUSA ",
W 3aperucCTpUpPOBAHHOM HA  HEro  NOPEAEIbHOW  OTIIYCKHOW  II€HBI
B YCTAHOBJICHHOM MOPSJIKE.

BHeceHne yka3aHHBIX W3MEHEHHHM B PEECTPOBYIO 3aIMCh C YKA3aHUEM
HOMEpa W JaThl BHECEHHS TAKUX M3MEHEHHM OCYyHIECTBIIAETCS MUHHCTEPCTBOM
3npaBooxpaHenus Poccuiickoit ®enepannu 6e3 cornacoBanusi ¢ denepaibHON
AHTUMOHOIIONBHOM CITY>K0O0M C COXpaHEHHMEM IOCJIEIHEN 3aperucTpUpPOBAHHOMN
WJIA TIEPEPETUCTPUPOBAHHOM TPEIECIBHON OTIMYCKHOM LEHBI HA JICKAPCTBEHHBIN
npenapaT B TedeHue 10 pabouux JHEW cO AHS TMOJIYYEHHS MOIIMHACAHHOTO
AJEKTPOHHOM  NOANMCBIO  3asABUTENSA, BHIABI KOTOPOW  NPEITyCMOTPEHBI
®enepanbHbIM 3aKOHOM "O0 00pallleHuH JIEKapCTBEHHBIX CPEICTB'", 3asBICHHUS
0 BHECEHMM U3MEHEHNH B PEECTPOBYIO 3aIIUCh O TOCYJAPCTBEHHOW PETUCTPALIMHI
WY TEPEPETUCTPALMU  NPEAEIBbHBIX OTIMYCKHBIX IIEH TPOU3BOAUTEIEH
Ha JIGKapCTBEHHBIE IIpEnapaThl, BKJIIOYEHHBIE B IIEPEYEHb IKU3HEHHO
HEOOXOJAMMBIX U BaKHEHIINX JICKAPCTBEHHBIX MPENapaToB ISl MEIULIMHCKOTO
MPUMEHEHUs, MPEICTABIIEMOr0 B 3JEKTPOHHOM BHUAE MO (OpME COINIacCHO
npuinoxenuto  Ne 1 IIOCPENCTBOM denepanbHON  TOCYIapCTBEHHOM
MH(}OpMAMOHHOM CHUCTEMBI "EnuHbIi ropTain roCyAapCTBEHHBIX
¥ MYHULUTATBHBIX yeIyT (GyHKIuMi)" (manee - eIuHBIA MOpTaN) WIA €IUHON
MH()OPMATMOHHOM CUCTEMBI.

B cnydae HenonHOTH u (WJIM) HEIOCTOBEPHOCTH MPEACTABICHHBIX
3asBUTEJIEM CBEJICHUM, COAECPKAMMXCS B 3aABJICHUMU, YKA3aHHOM B HACTOSIIEM
IyHKTE, 3asIBUTEIb MPEACTABIAECT 10 3arpocy MUHHCTEPCTBA 3APABOOXPAHEHUS
Poccuiickoii ®enepanuu, HampaBI€HHOMY B €AWMHOW HMH(YOPMALMOHHOMN
CUCTEME, COOTBETCTBYIOLIYI0 HH(MopMmanuio. Cpok MpeACTaBICHHUS OTBETa
Ha YKa3aHHBIM 3allpoc HE MOXKET TMpeBbIIaTh 5 padounx AHEH co JHSA
HAITpaBJICHUS TAKOTO 3aIpoca.

MunucrepcetBo 3apaBooxpanenus Poceniickont denepannn 1o pesysipraram
BHECEHUS! M3MEHEHUH B PEECTPOBYIO 3aMUCh YBEAOMIISIET 00 3TOM 3asBHUTENS
MOCPEJICTBOM €MHOr0 MOopTaia Uiu eAMHON HHPOPMALMOHHON CUCTEMBI.

9.1lpn BHECEeHMM W3MEHEHUM B PEECTPOBYIO 3aIllUCh B COOTBETCTBUH
¢ mnyHKTOM 8 Hacroammx [IpaBun B ciydae, ecim B paMKax OJHOIO
PErUCTPaMOHHOTO YIAOCTOBEPEHUS JIEKapCTBEHHOTO Ipernapara
3apETUCTPUPOBAHO HECKOJIBKO TPEACNIBbHBIX OTIYCKHBIX II€H Ha 3TOT
JIEKapCTBEHHBIN INpenapaTr ¢ TaKUMU K€ JIEKapCTBEHHOW (POPMOM, TO3UPOBKOM
U KOJUYECTBOM BO BTOPUYHOU (MOTPEOUTENHCKON) YIAKOBKE, TMOCIEIHSISA



3apEerucTpUpOBaHHAs MpEAeSibHAs OTIYCKHAas LE€HAa OMNPEIEIseTCS C Y4eTOM
KOMIUIEKTHOCTH JIEKapCTBEHHOTO Tpernapara, (GopMbl BBIMYCKa JIEKapCTBEHHOTO
npenapara M CTPaHbl - IPOU3BOJAUTENSl  JIEKAPCTBEHHOIO  Iperapara
(MpOM3BOJICTBEHHBIX IUIOMIAJO0K, YYaCTBYIOIIMX B INIPOLECCE MNPOU3BOJCTBA
JIEKapCTBEHHOI'O MIpenapara).

10. CBeaeHust 0 ToCyAapCTBEHHOM PErMCTpPAlM WM TEPEPErucTpanuu
MOJIEXKAT UCKITIOYEHHUIO U3 peecTpa MpelebHbIX OTIYCKHBIX IIEH B CIIyYae:

OTCYTCTBHUS JIEKAPCTBEHHOI'O Ipernapara B OOpalleHHMH Ha TEPPUTOpPUU
Poccuiickon ®enepanuu;

UCKJIFOUEHHUS JIEKapCTBEHHOT'O MpernapaTa U3 rocylIapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEJCTB AJII MEIULIMHCKOTO MPUMEHEHHUS;

UCKIIFOUYEHHS JIEKAPCTBEHHOI'O Ipenapara W3 MEepeyHs KU3HEHHO
HEOOXOJAMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB ISl MEIULIMHCKOTO
MIPUMEHEHUS;

OTMEHBI PEHIEHHS O TOCYIAPCTBEHHOW PETUCTPALMY WK IIEPEPErUCTPALINH;

WUCTEUCHHsSI CpOKa TOJHOCTH 3aperMCTPUPOBAHHOTO B Poccuiickoi
®denepanuy JEKapCTBEHHOTO MpenapaTta, CpoK ACHCTBUS PETrUCTPALMOHHOTO
YAOCTOBEPEHUSI KOTOPOI'O UCTEK;

WUCTEUCHHSI CpPOKAa TOJHOCTH TOCIEIHEW BBEACHHOM B TPaXXTAHCKUMU
obopor B Poccuiickoit @enepanmu MapTHH JEKaPCTBEHHOTO IMpemapara
Ha OCHOBAHWH CBEJEHWH, pa3MemniaeMbix DemepaibHON CIyk00i 1O HAm30py
B cdepe 3ApaBOOXpaHCHHWS Ha OQPUIMATHPHOM caiWTe B HWHGOPMAIIMOHHO-
TEJIEKOMMYHUKaMOHHOM ceTu "MHTepHet".

HcknoueHne CBEIEHWH PEEeCTpPOBOM 3aIllUCH W3 peecTpa IpeNelbHbBIX
OTIIYCKHBIX IIEH B COOTBETCTBUM C a03alaMHd BTOPBIM, IIECTBIM U CEIbMBIM
HACTOSIIIIET0 IMYyHKTAa OCYUIECTBISAETCS MMHHUCTEPCTBOM 3paBOOXPAHEHUS
Poccuiickoii ®denepanuu B Teuenuwe 10 pabounx AHEH cO JOHS TOIyYEHUS
MOAMMCAHHOTO  3JIEKTPOHHOM  MOJINHUCHIO  3asiBUTENS,, BUIBI  KOTOPOM
npeaycMoTpersl  DenepanbHbiM 3akoHOM "OO oOpameHnn JIeKapCTBEHHBIX
cpelncTB", 3asBJIEHUS 00 MCKIIOYEHUHU CBEACHUN U3 TOCYAAPCTBEHHOIO peecTpa
MIpeAeNbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENICH Ha JIE€KapCTBEHHBIE Ipenaparsl,
BKIIIOUEHHBIE B TEPEYCHb O KU3HEHHO HEOOXOAMMBIX ¥  Ba)KHEHIIHNX
JEKapCTBEHHBIX MpenaparoB Uil MEIWLUHUHCKOTO TPUMEHEHUs, B CBS3U
C OTCYTCTBMEM JIEKAPCTBEHHOI'O Ipernapara B OOpalllEHUH Ha TEPPUTOPUHU
Poccuiickoit ~ ®@enepanuu, W (MIuM) — UCTEYEHUEM  CpOKa  TOJHOCTH
3aperucTpupoBaHHoro B Poccuiickonn @Penepanun JIEeKapCTBEHHOTO Mpenapara,
CPOK JEHCTBUSA PETUCTPALMOHHOIO YJOCTOBEPEHUS KOTOPOTO HCTEK, U (MJIN)
UCTEYCHUEM CpOKa TOJAHOCTH TIOCTEAHEH BBEACHHOW B TpPakKIaHCKUH 00OpOT



B Poccniickoit ®@enepanuy napTuu JIEKAPCTBEHHOTO Npernapara Ha OCHOBAHUU
cBenmeHui, pasMemniaeMbix DemepanbHON cmyk00if 1O Ham3opy B cdepe
3M[paBOOXpaHEHUs] Ha  o(pUIMATbHOM  caiiTe B  HMH(DOPMAIMOHHO-
TEJIEKOMMYHUKAIIMOHHON ceTh "MHTepHeT", mpencTaBisieMoro B JIEKTPOHHOM
BHUJe MO (Qopme corjacHO MNpuiIokKeHuto No 2 ¢ UCHOIb30BaHUEM €IUHOTO
nopTaia Wik eTuHONW HH(HOPMAIIMOHHON CUCTEMBI.

HcknoueHne CBEIEHWH PEEeCTpPOBOM 3aIllUCH W3 peecTpa IpeNelbHbBIX
OTITyCKHBIX IIEH B COOTBETCTBUHU C a03allaMyu TPETHUM - MATHIM HACTOSIIETO
IIyHKTa OCYIIECTBIsAECTC MMHUCTEPCTBOM 31paBOOXpaHeHus Poccuiickon
@®enepaunn B TeueHue 10 paboumx [HEW CO JHS HACTYIUIEHUS CIIy4aes,
yKa3aHHBIX B a03al1ax TPETHEM - [IATOM HACTOSIIIETO ITyHKTA.

HcknoueHne CBEIEHWH PEEeCTpPOBOM 3aIllUCH W3 peecTpa IpeNelbHbBIX
OTITYCKHBIX II€H B COOTBETCTBHM C a03aliaMu MIECTHIM U CEAbMBIM HACTOSILIETO
nyHkTa MuHuncrepcTBo 3apaBooxpaHeHus Poccuiickon depepanuu  BOpase
OCYIIECTBIATh 0€3 3asBICHUS 3asgBUTENS 00 HCKIIOYCHHH COOTBETCTBYIOIIHUX
CBEJICHMM U3 peecTpa NPEACIIbHBIX OTITYCKHBIX LIEH.

11. YionHOMOUEHHOE  JIMIO  3asBUTENS]  NPEACTABISAET JOKYMEHT,
MOATBEP)KIAIOIIMN €ro IMOJHOMOYMS, B TOM YHUCJIE C YYETOM TpeOOBaHUH,
MIPEAYCMOTPEHHBIX MYHKTOM 9  IIpaBui  TOCyZapCTBEHHOW  pPETHCTpanuu
U TIEpEeperucTpalyyd MNPENeNbHBIX  OTHYCKHBIX IE€H  INPOU3BOAUTEIEH
Ha JIGKapCTBEHHBIE IIpEnapaThl, BKJIIOYEHHBIE B IIEPEYEHb IKU3HEHHO
HEOOXOJAMMBIX U BaKHEHIINX JICKAPCTBEHHBIX MPENapaToB ISl MEIULIMHCKOTO
IIPUMEHEHUS, YTBEPKICHHBIX IOcTaHOBIeHHEM [IpaButenscTtBa Poccuiickon
@enepanun ot 8 anpensa 2025 r. Ne 462 "O rocynapCTBEHHOM PETYJINPOBAHUH
IIEH Ha JIEKapCTBEHHBIE IIpEnapaThbl, BKIIOYEHHBIE B IEPEUYCHb KU3HEHHO
HEOOXOJAMMBIX U BaKHEHIINX JICKAPCTBEHHBIX MPENapaToB ISl MEIULIMHCKOTO
IIPUMEHEHUSA "

12. Ilpn npuHATMH MUHHCTEPCTBOM 31paBOOXpaHeHus Poccuiickoi
@enepaunu  pemeHuss 00 HCKIOYEHUM CBEACHUM O ToOCyJapCTBEHHOM
pErucTpauyy WIM TEPEPETUCTPAlNM COOTBETCTBYIOIIAsS DPEECTPOBas 3aluCh
IIPOM3BOJIUTCSI B PEECTPE MPEIAEIbHBIX OTIYCKHBIX IIEH B TEYEHUE OIHOTO
pabodero AHS CO MAHS TPHUHATHS pEIICHUS 00 WCKIOYCHUH CBEICHHMA
O TOCYyJApCTBEHHOM PETUCTpAllMd WM IEPEPETUCTPALMM C YKA3aHHEM
OCHOBAHUS M J1aThl IPUHATHS TAKOT'O PELICHHUS.

13. JoikHOCTHBIE nuia MHUHHMCTEPCTBA 3ApaBOOXpaHeHns Poccuiickoit
®enepanuy, yIOJHOMOYEHHBIE Ha BHECEHHE CBEIACHUN B PEECTp IMPEIEIbHBIX
OTIYCKHBIX LI€H, M JOJUKHOCTHbIE Jmna PenepanbHOM AHTUMOHOIIOJIBHOM
CIIyOBbl, YIOJHOMOYEHHbIE Ha TMPOBEACHUE HSKOHOMHUYECKOTO aHAJIM3a



MPEAEIbHON OTIYCKHOM IIEHbI B COOTBETCTBHM C METOAMKOW pacdeTa
MIPEAEIBbHBIX OTIYCKHBIX LIEH MPOWU3BOAUTEIEH HA JIEKAPCTBEHHBIE ITPEIAPATHI,
BKIIIOUEHHBIE B TEPEYCHb JKU3HEHHO HEOOXOAMMBIX ¥  Ba)KHEHIIHNX
JIEKapCTBEHHBIX IPENapaToB JJIsI MEAULIMHCKOTO NMPUMEHEHUS, YTBEPKIACHHON
B cootBercTBUU ¢ DenepanpHpiM 3akoHOM "OO OOpamieHUH JIEKapCTBEHHBIX
CpeACTB", IONYYalOT COOTBETCTBYIOIIMU JIOCTYIl K pEecTpy MpeaeiabHbIX
OTITyCKHBIX LEH IOCPENCTBOM benepanbHON roCyJ1apCTBEHHOM
MH(POPMAITMOHHOM CHCTEMBI "Envnnas cucTema UICHTU(DHUKAITAN
U ayTeHTHUKaUU B HMHPPACTPYKType, obecredynBaronie nH(OpPMAIMOHHO-
TEXHOJIOTHYECKOE B3aMMOJICHCTBUE WH(POPMAIIMOHHBIX CHCTEM, HCIIOJIb3yEMbIX
JUISL  TIPENOCTAaBIEHHsS  TOCYHApPCTBEHHBIX W MYHMIUIIAJIBHBIX  YCIYT
B OJIEKTpOHHOW ¢opme" B cooTBeTcTBUH ¢ [IpaBmiamMu WCTIOIB30BaHUS
beneparbHON TOCyAapCcTBEeHHONW MH(DOpMaImoHHOMW cucteMbl "EnnHas cucrema
UACHTU(UKAIMU ¥ ayTEeHTH(PUKALIMK B HHOpACTpyKType, obecreunBaronieit
MH(POPMAIIMOHHO-TEXHOJIOTHYECKOE B3aUMOACUCTBUE MH(POPMALMOHHBIX CHUCTEM,
WCIIOJB3YEMBIX JUIA IPENOCTABICHUS T'OCYIAapCTBEHHBIX M MYHULMITAIBHBIX
yCIyr B OJCKTpOHHOW  (opme",  YTBEpKIECHHBIMH  ITOCTAHOBICHUEM
IIpaBurenscTtBa Poccuiickor ®epepammun ot 10 wmrons 2013 1. Ne 584
"O06 ncnoap30BaHNH (eIepaTbHON TOCYIapCTBEHHONW HH(POPMAIIMOHHONW CUCTEMBI
"Enunas cuctema WIACHTH(QHUKAIMN W ayTeHTU(UKAIUA B HHPPACTPYKTYPE,
o0ecrnieunBaromIen UH(POPMAIMOHHO-TEXHOJIOTUYECKOE B3aNMO/JICVCTBUE
MH()OPMAITMOHHBIX CUCTEM, VCIIOJIb3YEMBIX TUTSL IIPENOCTABIICHHUS
roCyJapCTBEHHBIX 1 MYHHIIMIAJIIBHBIX YCIYT B AJIEKTPOHHOM (hopme".

14. CeneHnust, conepxamuecss B peecTpe MPEIebHBIX OTIYCKHBIX IIEH,
ABJISIFOTCS ~ OTKPBITBIMU ~ JIJI1  BCEOOILETO0  O3HAKOMIICHMS, Pa3MEIIA0TCS
Ha o¢uuuankHOM caiTe MuHHCTEepcTBa 3/ApaBooxpaHeHus Poccuiickoit
Oenepanuu B UHPOPMAITMOHHO-TEIICKOMMYHUKAMMOHHON cetn "UHTEepHeT"
U OOHOBIIAIOTCS €XEIHEBHO C COXPAaHEHHWEM BCEX MNPEIbIAYLNIMX PpPEeIaKIuil
peecTpa MpeaenbHbIX OTITYCKHBIX LIEH.

15. Undopmarst 0 3aperucTpUpOBAHHBIX WM TEPEPETHCTPUPOBAHHBIX
MPEAEIbHBIX OTHYCKHBIX II€HAX pa3sMENaeTcs B alTEYHBIX OpraHu3alusax
B JOCTYIHOM JIJIsl BCEX 3aMHTEPECOBAHHBIX JIUIl ()OPME C YUETOM TPYNITHPOBKU
[0 MEXKIYHAapOJHBIM HEIMATCHTOBAHHBIM HAMMEHOBAHMAM JIEKapCTBEHHBIX
IIpEIapaToB.




[MTPMJIOKEHUME Ne 1
K [IpaBunam BeieHUs TOCYJapCTBEHHOIO peecTpa
MIPEAEIBHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEN
Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUYECHHBIE B IEPEUCHD
KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIE€KapCTBEHHBIX
[IpenapaToB ISl MEAULMHCKOTO TPUMEHEHUS

(bopma)

JAdABJEHUNUE

0 BHECEHHMHU M3MEHEHHUI B PeeCTPOBYIO 3aIUCh 0 TOCYIapPCTBEHHO PerucTpanun WK nepeperuncTpannu
npeaebHbIX OTIIYCKHBIX IIeH IPOU3BOAUTEIel HA JIeKapCTBEeHHbIE NPenaparThl, BKIKYEHHbIE B IIepeYeHb
’KN3HEHHO He00XO0AUMbIX U BAKHEHIINX JEeKAPCTBEHHBIX NMPENapaToB sl MeAUIIHHCKOT0 NPUMEHEeHU s

(HauMeHOBaHHME 3asBUTENSA !, af[pec, aapec HIEKTPOHHOM ITOYTHI)

(HaMMeHOBaHUE JePXKATEIS HIIH BIIaelblla PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JICKAPCTBEHHOTO TIpenapara’, anpec, aapec SIMeKTPOHHOM OYTHI)

Jts pocCHICKUX IOPUINIECKUX JIHII - HIACHTU(UKAIIHOHHBII HOMEp HanMeHoBaHe
Ne Cranus [IpousBonuTens HAJIOTOIUIATEIBINNKA, TSI HHOCTPAHHBIX IOPHINIECKUX JIHII - PerucrpannoHHbIit
Anpec | Ctpana PETUCTPHUPYIOIIETO
I/l | TPOW3BOACTBA | (HAaMMEHOBAaHWE) KOJI HAJIOTOTIATEbIINKA B CTPAHE PErHCTPAIINH (MHKOPIIOPALINH ) oprana HOMEDp
WJIM €r0 aHaJIor P
1 2 3 4 5 6 7 8




IIpenenvHas Kon enunoit
MexnaynapoaHoe OTIyCKHas LIEHa N ToBapHoit
AYHApOX Y 1 ItpuxoBoii ko, P
Howmep peructpa- | HemareHTOBaHHOE Oo6mee TIPOU3BOIUATEIIS ., HOMEHKJIATYPbI
JlexapcTBeHHAS HaHECEHHBIH Kox anatomo-
IIUOHHOTO (mmm xumMu- KOJIMYECTBO 3a TOTPEeOUTEIh- BHEIIIHE-
Ne Toprosoe ¢opma, o 5 Ha BTOPUYHYIO TepaneBTUYECKO- o
YIOCTOBEPEHUS YyecKoe, WiH BO BTOPHUYHOI CKYIO YIaKOBKY . SKOHOMHYECKOH
/1 HauMEHOBaHHE JI03UPOBKa, (motpebu- XUMHUYECKON
JIEKapCTBEHHOTO rpyHIupo- (motpeburennb- 0e3 yueTa Hajora JIeATENBHOCTH
3 KOMILIEKTHOCTb . TENBCKYIO) KJIaccuUKAIIH .
mpernapara BOYHOE) CKOIf) YITaKOBKe | Ha JOOABJICHHYIO AKORK EBpasuiickoro
HanMeHoBaHue! CTOUMOCTh Y y SKOHOMHYECKOTO
(pyGueit) coro3a’
1 2 3 4 5 6 7 8 9 10
Y0oJITHOMOUYEHHOE JIUIO
(TOIKHOCTD) (moamnuce) (pamumust, ©Mst, 0TIECTBO (IIPU HATHYNH)

KonTakTHbIE TaHHBIE

(aomep Tenedona) (azmpec 3MEKTPOHHOM MTOYTHI)

'Tlox 3asBHTENEM IIOHHMAETCS [EpKaTelb HWIM BIAJENell PErHCTPALMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO Iperapara WIH YIOJHOMOYCHHOES KM JIMIO, NPEICTAaBIIONINE
B MuHucTepcTBO 3paBooxpaneHus Poccuiickoii @enepay HacTosILIEE 3asBIICHUE.

2Tlox IIeKapCTBEHHBIM MPENAPATOM MOHUMAETCS JIEKAPCTBEHHBIA TIperapar, BKIIOYEHHBIM B MEPeYeHb J>KM3HEHHO HEOOXOMMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX I[PENapaToB
JUIS METUIIUTHCKOT O IPUMEHEHHS.

3 VKa3bIBAaIOTCsl CBEJICHUS O PErHCTPAMOHHOM YIOCTOBEPEHHMH JIEKAPCTBEHHOIO IIpErapara, BBIJAHHOM B COOTBETCTBHM C 3aKOHOJAATeNbCTBOM Poccuiickoit ®enepauuu, u (Win)
0 PETUCTPAlMOHHOM YyJIOCTOBEPEHUH, BBIIAHHOM B COOTBETCTBHH C IIpaBunmaMu perucTpanyy U 3KCIEPTH3Bl JEKApCTBEHHBIX CPEICTB I MEAUIMHCKOTO MPUMEHEHUS, YTBEPKICHHBIMU
pemennem CoBera EBpasuiickoil s5xoHOMHYeCKOH koMuccnu oT 3 HostOpst 2016 r. Ne 78 "O IlpaBunax perucTpanny U 3KCIEPTH3bI JEKAPCTBEHHBIX CPEACTB VIS MEAWIIMHCKOTO IPUMEHEHNUS .
4B ciy4ae OTCYTCTBHSI MEXIYyHAPOJHOTO HEATEHTOBAHHOI'O HAUMEHOBAHHUSI B PETHCTPALIOHHOM YIOCTOBEPCHHH JICKAPCTBEHHOTO IIPEMapara yKa3blBaeTCsl HAMMEHOBAHHE JICKAPCTBEHHOTO
mpernapara, IpeayCMOTPEHHOE NIEPEIHEM )KU3HEHHO HEOOXOIMMBIX W BayKHEHIIINX JIEKAPCTBEHHBIX MPETIAPATOB U MEAUIMHCKOTO IPUMEHCHNS.

3B ciy4asx, npeaycMOTpeHHBIX myHKTOM 28 IIpaBmil rocyIapcTBEHHOM PErHCTPALMi U MePEeperucTPaliii MPEACTbHBIX OTIYCKHBIX ICH MPOM3BOAMUTENCH Ha JICKapCTBCHHBIC MPENaparThl,
BKIIFOUCHHBIE B MEpPEUCHb XU3HEHHO HEOOXOIUMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX IIPENapaToB Il MEAWIMHCKOTO TPHMEHEHUs, YTBEPXKICHHBIX IOCTaHOBIeHHEM [IpaBuTenbcTBa
Poccuiickoit ®@eneparuu ot 8 ampens 2025 r. Ne 462 "O rocynapcTBEHHOM PETYJIMPOBAHHMH II6H Ha JICKApPCTBEHHBIE MpenapaThl, BKJIIOYEHHBIC B MEpPEUeHb JKU3HEHHO HEOOXOIUMBIX
1 BOXHEHIIUX JIEKAPCTBEHHBIX MPENapaToB Ui MEJUIIMHCKOTO NPUMEHEeHHUs ", IOTIOJHUTENBHO yKa3bIBaeTcs (hopMa BBIYCKa JIEKAPCTBEHHOTO TIpenapaTa, C y4eToM KOTOPOH pacCcUnThIBACTCS
nIpe/ieNbHas OTITYCKHAs [IeHa MMPOU3BOMTENS 328 MOTPEOUTEIBCKYIO YITAKOBKY JIEKApCTBEHHOT'O TIpernapara.

¢ Vreepxaena pemennem Cosera EBpasuiickoil 3xoHOMUuecKoi komuccuu oT 14 centsops 2021 r. Ne 80 "O6 yrBepskaenun enuuoii ToBapHONW HOMEHKIIATYPHI BHEITHEIKOHOMUYECKOM
JesTenbHOCTH EBpasuiickoro sKOHOMHYECKOTo coro3a U EauHoro tamoxenHoro tapuda EBpasuiickoro SKOHOMHYECKOTO COI03a, a Takke 06 M3MEHEHHH M TPH3HAHUH YTPATHUBIIMME CHITY
HeKkoTopbIx perieHuit Coera EBpasuiickoil sSkoHOMUUECKOM KoMuccuu'.




[MTPMJIOKEHUE Ne 2
K [IpaBunam BeieHUs TOCYJapCTBEHHOIO peecTpa
MIPEAEIBHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEN
Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUYECHHBIE B IEPEUCHD
KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIE€KapCTBEHHBIX
[IpenapaToB ISl MEAULMHCKOTO TPUMEHEHUS

(bopma)

3AdABJIEHUE

00 MCKJII0YECHUH CBEeICHUI U3 roCyAapCTBEHHOI0 peecTpa npefebHbIX OTIYCKHBIX IIeH IPOU3BOAMTE/Iei HA JIeKaPCTBEHHbIE
npenaparsl, BKJIKYEHHbIE B lepeYeHb 'KU3HEHHO He00X0AUMBbIX M Ba’KHEHIIHNX JIEKAPCTBEHHBIX NPenapaToB
JJIS1 MeIMIMHCKOr0 IPUMEHEeHHs, B CBA3M € OTCYTCTBHEM JIEKAPCTBEHHOI0 Mpenapara B 00palieHMd Ha TepPUTOPHUHU
Poccuiickoit ®enepanuu, 1 (WIKM) HCTEYEHUEM CPOKA FOJHOCTH 3aperucTpupoBanHoro B Poccuiickoi ®deaepauun
JIEKAPCTBEHHOI'0 Mpenapara, CPOK AeiiCTBUA PerMCTPALMOHHOI0 YA0CTOBEPEHUSI KOTOPOI0 UCTEK, U (MJIM) HCTEYCeHHEM CPOKa
TOJHOCTH IOCJeAHell BBeICHHOM B rpaskIaHcKkuid 000poT B Poccuiickoit @egepanuu NapTuM JeKapPCTBEHHOI0 Ipenapara
HAa OCHOBAHUM CBeJAeHUI, pa3MeniaeMbix DegepajbHOM Ciayx00i 10 HAA30PY B cepe 31paBoOXpaHEHUS
Ha 0pUIHAIBHOM caiiTe B MHPOPMALMOHHO-TEJIEKOMMYHUKAIIMOHHOM ceTn ""UHTepHeT"

(HaMMEHOBaHHE 3asBUTENSA!, AJIPEC, AJIPEC FIEKTPOHHOU MOUTHI)

(HaI/IMeHOBaHHe JACPIKATCIIA WK BJIaJACiiblla pErucTpaiuOHHOI0 YAOCTOBEPCHU S JICKAPCTBEHHOI'O npenapaTa2, aapec, aapec BHGKTPOHHOﬁ HO‘-ITLI)



(ocHOBaHUE, B COOTBETCTBHH C KOTOPHIM OCYIIECTBISAETCA UCKITIOUEHHUE CBEICHHUI U3 TOCYJapCTBEHHOTO PeecTpa MpeAeIbHBIX OTITYCKHBIX IIEH IPOU3BOJUTEICH

YKM3HEHHO HEOOXOMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX [IPENapaToB il MEAUIMHCKOTO IIPUMEHEHUs ")

Ha JIEKapCTBEHHBIE Mperaparhl, BKIIOYSHHbIE B TIEPEYCHb )KU3HEHHO HEOOXOMMBIX U BAKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB Uil MEAMIIUHCKOTO TPUMEHEHUS, B COOTBETCTBHU
¢ ab3amamu BTOPBIM, IIECTHIM U celbMbIM IyHKTa 10 [IpaBui BegeHus roCy1apCTBEHHOTO peecTpa MPeAebHBIX OTIYCKHBIX IIEH MPOM3BOAMTENEH Ha JIEKapCTBEHHbIE MTPENaparsl,
BKJIFOUCHHBIE B [IEPEUCHb )KU3HEHHO HEOOXOAMMBIX M BAXKHEHIINX JICKaPCTBEHHBIX MPEIapaToB sk METUIMHCKOTO IPUMEHEHHUsI, YTBEPIKICHHBIX MTO0CcTaHOBIeHneM [IpaBuTenbCcTBa

Poccwuiickoit @eneparuu ot 8 ampens 2025 1. Ne 462 "O rocyaapcTBEHHOM PETYJIMPOBAHNUH 1I€H Ha JIEKapCTBEHHBIC NpeNapaThl, BKIOYCHHBIE B IIEPEYCHb

Jts poccHiCKUX IOPUINIECKUX JIHII - HIACHTU(UKAIIOHHBII HOMEp HanveHoBaHe
Ne Cranust [TpousBonutens HaJIOTOIUIATENbIINKA, U1 HHOCTPAHHBIX IOPUINIECKUX JIUI] - KOJ PerucrpannoHHbIH
Anpec | Ctpana PETHUCTPHUPYIOIIETO
n/n | npousBojacTBa | (HaUMEHOBaHHE) HAJIOTOTIIATEIBIINKA B CTPAHE PETUCTPAIIH (MHKOPIIOPAIIHH) oprana HOMEDp
WJIN €T0 aHAJIOT P
1 2 3 5 6 7 8
IIpenenvHas Kon enunoit
Me:xyHaponHoe OTITyCKHas IIeHa . ToapHo#
ALyHapOZL y H [ITpuxoBoii kox, p
Howmep perucrpa- | HEaTEeHTOBAHHOE Obmree IIPOU3BOIUTEIIS . HOMEHKJIATyPbI
JlekapcTBeHHas HaHECeHHBIN Ha Kon anatomo-
LHOHHOTO (vmm xumu- KOJIMYECTBO 3a IOTpeOHTEINb- BHEIITHE-
Ne Toprosoe ¢dopma, . 5 BTOPUYHYIO TepaneBTUIECKO- .
YIOCTOBEPEHHUS YecKoe, BO BTOPHYHOM CKYIO YIIaKOBKY . 9KOHOMHUYECKOH
n/m HalMEHOBaHHE JIO3UPOBKa, (moTpedu- XUMHUYECKON
JIEKapCTBEHHOTO WK TPyTI- (moTpedurens- 6e3 yuera Haora JEeATeIILHOCTH
3 KOMITIIEKTHOCTD o TEIIBCKYIO) KIaccuQuKamm o
mpernapara MTHUPOBOYHOE) CKOI1) yrmakoBKke | Ha J00aBICHHYIO AKORK EBpasuiickoro
HauMeHoBaHHUE* CTOMMOCTh y Y 9KOHOMHYECKOTO
(py6uieii) coro3a®
1 2 3 4 5 6 7 8 9 10
YIIOTHOMOYEHHOE JINLIO
(TOIKHOCTB) (monnuce) (pamunust, uMs1, 0TYECTBO (IIPU HATUIHH)

KoHTakTHBIE TaHHBIE

(momep Tenedona)

(ampec 3IIEKTPOHHOI MTOYTEI)

'Tlox 3asBUTENEM IIOHUMAETCS JepKaTelb WM BIajeNell PErHCTPAIllMOHHOTO YIOCTOBEPEHHUsS JIEKAPCTBEHHOTO IIperapara WM YIOJIHOMOYEHHOE WM JIMIO, IPEJCTABIIAIONINE
B MuHucrepctBo 3apaBooxpanenus Poccuiickoit @eaepanuy HacTOSAIIEE 3asIBICHHUE.




2Tlox JIeKapCTBEHHBIM IPENAPATOM [OHUMAETCS JIEKAPCTBEHHBIM Ipenapar, BKIIOYEHHBIH B [EPeYeHb J>KM3HEHHO HEOOXONMMbBIX M BAKHEWMIIMX JIEKAPCTBEHHBIX [PENapaTroB
JUTS METUITTHCKOTO IPUMEHEHHUSL.

3 VKa3bIBAIOTCsSl CBEJICHUS O PErHCTPAMOHHOM YIOCTOBEPEHHMH JIEKAPCTBEHHOIO IIpErapara, BBIJAHHOM B COOTBETCTBHH C 3aKOHOJAATeIbCTBOM Poccuiickoit ®enepauuu, u (Win)
0 PETUCTPALlMOHHOM YJIOCTOBEPEHUH, BBIJTAHHOM B COOTBETCTBHM C IIpaBMnaMu peructpanyu U 3KCIEPTHU3b! JEKapCTBEHHBIX CPEJICTB I MEJUIMHCKOTO MPUMEHEHUS, YTBEP:KICHHBIMU
pemennem Coera EBpasuiickoil skoHOMHYeCcKO#H koMuccnu oT 3 HostOpst 2016 1. Ne 78 "O IlpaBuinax perncTpanyy U 3KCIEpTH3HI ICKAPCTBCHHBIX CPEACTB JUIS MEAUIIMHCKOTO IPUMEHEHNS .
4B ciy4ae OTCYTCTBHS MEXIYyHAPOJHOIO HEATeHTOBAHHOIO HAUMEHOBAHHUS B PErMCTPALIOHHOM YIOCTOBEPEHHH JICKAPCTBEHHOTO IIPEMapara yKa3blBaeTCsl HAMMEHOBAHHE JICKAPCTBEHHOTO
npernapara, IpeaycMOTPEHHOE MepeyHeM )KU3HEHHO HE00XOIMMBIX M BayKHEHIIINX JIEKAPCTBEHHBIX IPETApaToOB Il MEJUIIMHCKOTO IPUMEHEHNS.

> B ciywasx, OpeaycMOTpeHHbIX myHKToM 28 IIpaBui rocyJapcTBEHHOM PETHCTPAIMH U [EPEPETHCTPAIME IPEICTBHBIX OTIYCKHBIX IIEH MPOM3BOMUTENCH Ha JICKapCTBCHHBIC MPENapaThl,
BKIIFOUCHHBIE B MEPEUCHb XM3HEHHO HEOOXOIMMBIX M BAXXHEHINNX JIEKapPCTBEHHBIX IPEMapaToB Uil MEAWIMHCKOTO MPHMEHEHWS, YTBEPXKICHHBIX ITOCTaHOBICHHEM [IpaBuTEnbCTBa
Poccntiickoit @eneparmu ot 8 ampemnst 2025 1. Ne 462 "O rocymapcTBEHHOM pPETYIHPOBAHMU II€H Ha JICKAPCTBEHHBIE IpenapaThl, BKIIOUYEHHBIE B MEPEUYCHb JKU3HEHHO HEOOXOIMUMBIX
1 BaKHEHIIUX JIEKApPCTBEHHBIX MPENapaToB Il MEIULIUHCKOTO IPUMEHEHHU:", IOTIOTHATEIBHO yKa3bIBaeTCs (hopMa BBIMYCKa JIEKAPCTBEHHOTO TIpenapaTa, C y4eTOM KOTOPOI pacCUnUTHIBACTCS
IpeienbHast OTIIYCKHAsl [IeHa IPOU3BOJAUTENS 38 HOTPEOUTEIbCKYIO YIIAaKOBKY JISKAPCTBEHHOT'O Ipenapara.

6 Vreepxaena perennem Coseta EBpasuiickoii akoHOMHUecKoi komucchu oT 14 centsiops 2021 . Ne 80 "O6 yrBepkaenun enunoii ToBapHOH HOMEHKIATYPHI BHENIHEIKOHOMHYECKOI
JearensHocTH EBpasuniickoro skoHoMuuecKkoro cotosa u EnuHoro tamokenHoro taprda EBpa3uiickoro sJKOHOMHYECKOTO COH03a, a TakkKe 00 W3MEHEHHH M NMPU3HAHWM YTPATHBIIMUMHU CHITY
HeKkoTopbIx perreHuii CoBera EBpa3uiickoil 5KOHOMHUECKOH KOMHUCCHH'".




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 8 anpens 2025 r. Ne 462

IHPABHUJ A

YCTAHOBJICHUS] MCIIOJHUTEJBLHBIMM OPraHaMH Cy0ObeKTOB
Poccuiickoii @enepanuu npeejbHbIX pa3MepoB ONTOBBIX HAI0ABOK
U NMpeieIbHBIX pa3MepoOB PO3HUYHBIX HAA0ABOK K (PaKTHUECKUM
OTILYCKHBIM I[€HAM, YCTAHOBJIEHHBIM MPOU3BOAUTEIAMH JEKAPCTBEHHBIX
NpenaparoB, HA JIeKAPCTBEHHbIE NIPenapaThbl, BKJIAIOYEHHbIE B llepeYeHb
KM3HEHHO He00X0IUMBbIX M Ba)KHEHIMX JIEKAPCTBEHHBIX NMPeNnapaTon
JJ151 MeIMIIMHCKOT0 MPUMEeHeHM sl

1. UcionautenbHpie  opranbl  cyobekToB  Poccuiickoit  ®eneparuun
MPUHUMAIOT pelieHus o0 YCTaHOBJICHHH U (WJIM) HW3MEHEHUU MPEeaesIbHBIX
Pa3MEpOB OMNTOBBIX HAT0ABOK M MpEJSIbHBIX pa3MEpPOB PO3ZHUYHBIX HaJI0aBOK
K (aKTHYECKUM OTIYCKHBIM IleHaM (0e3 yuera Hajora Ha J00aBJICHHYIO
CTOMMOCTB), YCTAHOBJICHHBIM TPOU3BOIUTEISMH JICKAPCTBEHHBIX MpenapaTos,
Ha JICKAPCTBEHHBIE TIpEmapaTrbl, BKIYECHHBIE B TMEPECUYCHb KHUZHECHHO
HEOOXOJIUMBIX M BOXKHEHIIINX JIEKAPCTBEHHBIX IMPENapaToB ISl MEIUITTHCKOTO
MpUMEHEHUsT  (JlaJieeé  COOTBETCTBEHHO -  JIEKAPCTBEHHBIC  MpEMNaparhl,
(akTHYeCKHEe  OTIYCKHBIE IIEHbl  NIPOU3BOJUTENEH, pEIIeHHUs), IOCIe
COIJIaCOBaHMUSI IPOCKTOB pemeHnt ¢ DegepaibHOM aHTUMOHOIOJBbHOM
CITYKO0O01.

[IpenenpHble pa3Mephl ONTOBBIX HAA0ABOK M MpeEJelbHBIC pPa3Mepbl
PO3HMYHBIX HaJ0aBOK K (PAKTMUECKUM OTIYCKHBIM II€HAM MPOU3BOJUTEIICH,
BBIpQXKEHHBIE B TMpOILEHTaX H Ju(depeHIpOBaHHBIE B  3aBUCHUMOCTH
OT CTOMMOCTH JICKQPCTBEHHBIX MPEINAPATOB, YCTAHABIMWBAIOTCS B OTHOUICHUU
OpTraHU3alMid ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEICTBAMH, ANTECUYHBIX
OpraHu3aluii, WHAWBUAYAJIbHBIX MpPEANPUHUMATEIICH, HMEIOIINX JULECH3UIO
Ha (apMaleBTHIECKYIO JEATEeIbHOCTh, METUIIMHCKUX OPTaHU3aIui, HMEIOIINX
JUICH3UI0 Ha (apMaleBTHUCCKYIO JeATEeIIbHOCTh, M HX 000COOJICHHBIX
MOJIPA3/ICIICHUM, PACIIOJIOKEHHBIX B CEJIbCKUX HACEJIECHHBIX ITYHKTAaX, B KOTOPBIX
OTCYTCTBYIOT  aIlTEYHbIC OpraHu3alMd, OCYIIECTBISAIOIINX PEATU3ALUIO



JEKapCTBEHHBIX IMpEenaparoB Ha TEppUTOpUAX CcyOBekToB Poccuiickoit
denepanum.

2. UcnonmuutenbHble  opraHbl  cyObekToB Poccuiickoit  ®Depeparuun
YCTaHABIMBAIOT TMpPEAETbHBIE pa3Mepbl ONTOBBIX HAA0ABOK U TMpeAeTbHBIC
pasMepsl  PO3HUYHBIX HAg0aBOK K (PaKTHUECKHMM OTIYCKHBIM II€HAM
MPOM3BOJUTEIIEN B COOTBETCTBUHM C METOJMKOW, yTBepxkaaeMon DenepaibHON
AHTHUMOHOTIONBHON CIY>K00W (Janee - METOAMKa), MCXOAS U3 CIEAYIOIINUX
MPUHIUIIOB!

a) BO3MEIICHUE OpraHu3alMsM OINTOBOM TOPrOBIM JEKAPCTBEHHBIMU
npenaparamu, anTeYHbIM OpraHu3alusM, WHUBUyaIbHBIM
NpEeANpPUHUMATENSAM,  UMEIOIKMM  JIMIEH3UI0  Ha  (hapMaleBTHUYECKYIO
NeSTeNbHOCTh, M MEIUUMHCKUM OpraHu3alusM, HMEIOMIUM  JULEH3HUI0
Ha (hapMareBTUYECKYIO IEATEIbHOCTh, U UX 000COOICHHBIM MOAPa3CICHUSM,
pPacnoJIOKEHHBIM B CEJIbCKUX HACEJIEHHBIX IYHKTAaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHbIe OpPraHW3all{, YKOHOMHYECKH OOOCHOBAHHBIX 3aTpPaT, CBSI3aHHBIX C
3aKyNKOM, XpaHEHUEM U peasin3alieil JIeKapCTBEHHBIX IIPENapaTos;

0) ydeTt pasmepa npuoObLTH, HEOOXOAUMOM ISl 00eCTIeUeHUsT OpPTaHn3aIui
ONTOBOM TOPIrOBJIM JIEKAPCTBEHHBIMU IpENapaTamH, alnTEeYHbIX OpraHu3alui,
WHUBUTy AIbHBIX peanpuHUMaTeNeH, UMEIOIIHNX JULEH3HIO
Ha (apMaleBTHUECKYI0 JI€ATEIbHOCTh, W MEIUIIMHCKUX OpTaHU3aIHiH,
UMEIOIIUX JIMIEH3UI0 Ha  (apMaleBTUUYECKYH  AESTENbHOCTh, U  UX
000COONEHHBIX TOAPA3ACICHUN, PACTOIOXKECHHBIX B CEIBCKUX HACEICHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT anTE€4YHbIE€ OpraHu3aluy, CpeacTBaMHu
Ha OOCIYyXMBaHHE NPHUBJICUEHHOIO KamuTajga U (PUHAHCUPOBAHUE JIPYTUX
00OCHOBaHHBIX PACXO/IOB;

B) yU€T B CTPYKType HaJ0aBOK BCEX HAJOTOB U HHBIX O0S3aTEIbHBIX
IIJIATEXEN B COOTBETCTBUH € 3aKOHOAATENLCTBOM Poccuiickont denepanu.

3. UcnionautenbHbli  opran  cyOwekra  Poccuiickoit ~ ®denepanun
HaIpaBJIsieT IPOEKT perieHus B PeepanbHy0 aHTUMOHOIMOIBHYIO CITY KOy .

4. K 1poekTy pemieHuss NpWIArarTcs CIEAyIOUUe JOKYMEHTHI,
3aBEpEHHbIE PYKOBOJIUTEIEM WIH 3aMECTHUTENIEM PYKOBOAMTENA
UCITOJTHATEITLHOTO opraHa cyonekta Poccuiickoit deneparum:

a) MOSICHUTENbHAS 3alucKa, CoAepKaliass B TOM YHCIEe OOOCHOBaHHE
HEOOXOJAMMOCTH YCTAHOBJEHUS WM TEPecMOTpa MpeAesbHBIX pPa3MepoB
ONTOBBIX HAM0AaBOK M TPEOCIBbHBIX pPa3MEpPOB PO3HUYHBIX  HAI0aBOK
K (DaKTHUECKHUM OTITYCKHBIM IIEHaM MTPOU3BOIUTEIICH;

0) pacueTbl NpeAeNbHBIX Pa3MEPOB ONTOBBIX HAI0AaBOK M MPEIEIbHBIX
pa3MepoB PO3HUYHBIX HAM0aBOK K (PAKTUUYECKHUM OTIYCKHBIM II€HAM



MIPOU3BOAMTENIEH, OCYIIECTBICHHBIE HCIIOJHUTEIBHBIM OpPraHoM CyObeKTa
Poccuiickoii ®enepaniii B COOTBETCTBUUM C METOAUKOM 1O (opmawm,
YTBEPKICHHBIM METOAMKON, B (hopMaTe 3JMEKTPOHHBIX MIA0JIOHOB (heaepanbHOMl
rocyJapcTBeHHOW WHGOpMaMoHHONW cuctembl "Enunas wHGOpMAIIMOHHO-
aHanuTH4ecKas cucrema "denepanbHbI OpraH PEeryJIMpOBAHUS - PETHOHAIBHBIE
OpraHbl PEryJIUpOBAHUS - CYOBEKTHI PETYIUPOBAHMS".

5.Ilpoexkr pemeHus ¢ TpuIaraéMbIMA K HEMY JIOKYMEHTaMH,
yKa3aHHBIMM B ITyHKTe 4 Hactosmumx [IpaBui, npencrasnserca B @eaepanbHyto
AHTHUMOHOTIOJBHYIO CIyXO0y B OyMa)XHOM BHJIE WM B BHJIE SJIECKTPOHHOTO
JOKYMEHTa, MOANMCAHHOTO YCWJICHHOW KBAJIU(DUIIMPOBAHHON 3JIEKTPOHHOMN
MOJINKCHI0, a TaKXKe€ Ha aJpec JJIEKTPOHHOW 1ouThl DenepaibHON
AHTUMOHOIIOTHFHOM CITYKOBI.

IIpoext pemenus peructpupyercs B denepaqbHOM AHTUMOHOIOJIBHOMU
CIIy’0€ B YCTaHOBJIEHHOM MOPSIKE.

6. @enepanbHasi aHTUMOHOTIONIbHAS cyk0a B TeueHue 30 pabouux aHEH
CO JIHS PETUCTPALMU ITPOEKTA PELICHHs HAIIPABIIIET B MCIIOJIHUTEIBHBIA OpraH
cyosekta Poccuiickoit Denepanuu TPUHITOE €0 PEIICHWE O COTJIACOBAaHUH
MPOEKTa penieHust 1100 00 0TKa3e B €ro COTJIaCOBAHUM.

7. B cinydae HEOOXOAMMOCTH YTOUYHEHHS U (WJIM) JOMOIHEHUS CBEJICHUM,
COoZepKaIUXCAd B JOKYMEHTaX, yKa3aHHbIX B NyHKTe 4 Hactosmux lIpaswi,
UCTIONHUTENbHBIN opran cyOonekta Poccwiickoii denepanuu mpeacTaBiser
no 3ampocy PenepasbHOM AHTUMOHONOJIBHOM CIIyXKObl COOTBETCTBYIOLLYIO
JOKYMEHTAIBHO 0(pOpMIIEHHYIO HH(POPMAITHIO.

Cpok npencTaBieHUs] UCIIOJIHUTEIBHBIM OpraHoM cyObekTa Poccuiickoit
®denepauny 3anpouIeHHOW HMH(POpMalUM HE MOXKET MHpeBbIIaTh 15 paboumx
JTHEW co AHS mosryueHus 3anpoca DeepanbHOil aHTUMOHOIOJIBHOM CITYKOBI.

[Ipu »sTOoM o0OmUA CpPOK paccMOTpeHHs TOKyMEeHTOB DenepanbHOI
AHTHUMOHOTIONBHON CIYXOOW HE MOXKET MPEBHIIIATh CPOK, MPETyCMOTPEHHBII
MyHKTOM 6 Hactosuwmx [IpaBui u ab3aneM BTOPBIM HACTOSIIETO TyHKTA.

[Tpu HEMOCTYMICHUH OT MCIIOHUTEIBHOTO oprana cyorekra Poccuiickoit
@enepaui B YCTAHOBJIEHHBIM  CPOK  3alpOIIEHHOM  JOKYMEHTAJIbHO
opopmnenHoit wHpopMmanmu ~ DexepandbHas ~AHTUMOHONONBHAS  CIIyX)0a
B TeueHHe 5 pabouux AHEW CO JHA HMCTEUEHHs OOIMIETO CpoKa MPHUHUMAET
perieHne 00 0TKa3e B COTJIACOBAaHUH MPOEKTa PEIICHHUS.

8. OcHOBaHMsAMM I OTKa3a B COIVIACOBAHMM IIPOEKTAa PEUICHUSA
ABJISIFOTCS:



a) HECOOTBETCTBUE PACUETOB MPEICIBbHBIX Pa3MEpOB ONTOBBIX HAI0ABOK
U TPEJEIbHBIX Pa3MEpPOB PO3HUYHBIX HAJ0aBOK K (PAKTUYECKUM OTITYCKHBIM
LIEHAM IPOU3BOAUTENIEN pacdyeTaM, IPEAYCMOTPEHHBIM METOIUKOM;

0) npenctaBnenne B DepepanbHYI0O  aHTUMOHOIIONBHYIO  CIIyXOy
yKa3aHHBIX B MyHKTe 4 Hacrosumx IIpaBuil JOKyMEHTOB, COJEpKallux
HEJIOCTOBEPHBIE CBEJICHHUS;

B) OTCYTCTBHE B NPEICTABICHHBIX JOKYMEHTaX CBEIECHHH, TpeOyeMbIX
B COOTBETCTBUM C METOAUKOM;

I) IPEACTABICHUE HEMOJHOIO KOMIUIEKTa JOKYMEHTOB, YKa3aHHBIX
B IMyHKTE 4 HacTosmux [IpaBu;

J1) HEMOCTYIUICHUE OT HCIOJHUTENIBHOrO opraHa cyowbekta Poccuiickoit
®denepanyy B CPOK, YCTAHOBJIICHHBIM a03alleM BTOPBIM IYHKTa 7 HACTOSALIUX
[IpaBui, 3anpoLIEHHON TOKYMEHTaJIbHO 0(hOPMIIEHHOW HMH(OpMaLUK.

9. Undopmanus o coriiacoBaHuu JuUOO 00 OTKa3e B COrJIaCOBAHUU
®denepanabHONl aHTUMOHONOJBHOM CIYy>)KOOH MpPOEKTa pElIeHUs He TO3JHee
3 pabouux naHEW co OHSA NPUHATUSA pelleHus pasmeniaercss DenepanbHOR
AaHTHUMOHOTIONBHON CiIy’)k00i1 Ha oQuIMAIbHOM caiiTe B WHGOPMALMOHHO-
TEJIEKOMMYHUKaMOHHOM ceTu "MHTepHet".

10. UcionautensHbld  opran  cyOwekta Poccuiickoit  @epeparnuu
NPUHUMAET pPEUICHHE B CPOK, He mpeBblmatromuii 10 pabouymx aHel co THS
[IOJTy4EeHUS pelLIeHus denepanbHON AHTUMOHOITOJIBHOM CITyKOBI
0 COTJIaCOBAHMH NPOEKTA PEIICHHUS.

11. UcnonautensHbld  opran  cyOwekta Poccuiickoit  @epeparuu
B TeueHue 3 paboumx [HEH €O JHS TPHUHATHS PEMICHUS TPEACTABIAET
B ®enepanbHyl0 aHTUMOHOIOJIBHYIO CIYXKOy KOMHMIO pEIICHHSA, a Takke
HampaBlsieT Komuio pemieHuss B DepepanbHyl0 aHTUMOHOIOJIBHYIO CIYXOY
Ha aJIpEC JIEKTPOHHOU MOYTHI.

12. VUcnonuurensHbIi oprad cyobsekra Poccuiickoit @enepannn He MeHee
yeMm 3a 10 pabouymx AHEW A0 IHSA BCTYIUICHHS] B CHIIy PEIICHUS pa3MeIIaeT
MHQOpPMALMI0O O TPUHATOM pEUIEHUM Ha CBOEeM OQUUUAIBLHOM CalTe
B MH(POPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTH "NHTepHeT".

13.3a mpencraBienne B DenepaqbHyl0 AaHTHUMOHOIIOJIBHYIO CIIyXOy
JOKYMEHTOB,  COAEPKAIMX  HEJOCTOBEPHBIE  CBEACHUSA, PYKOBOIUTEID
(3aMecTuTENh PYKOBOJAUTENS) UCIIOJHUTENBHOTO opraHa cyowekra Poccuiickoit
Penepanuy HECET OTBETCTBEHHOCTb, NPEAYCMOTPEHHYIO 3aKOHOIATEIBCTBOM
Poccuiickon @enepanumu.




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 8 anpens 2025 r. Ne 462

IHPABHUJ A

(hopMHpOBaHUSA OTIYCKHBIX IIeH HA JIEKAPCTBEHHbIE MPeNnaparhbl,
BKJIIOUEHHbIE B IlepeYeHb KU3HEHHO HE00OX0AMMBbIX M BaKHeHIINX
JIEKAPCTBEHHBIX MPeNnapaToB AJs1 MeIUIMHCKOT0 PUMEeHeHus,
OpraHM3aInUAMMI ONTOBOW TOPrOBJIN JIEKAPCTBEHHBIMH CPeICTBAMU,
anTeYHbLIMU OPraHU3AUMAMU, HHANBHAYAJIbHBIMHU NPeANPUHAMATEIAMH,
HMEIMMH JUIEH3HI0 HA (papManeBTHYECKYIO 1eSiTeJIbHOCTD,
MeIUIMHCKUMHU OPTraHu3alUsIMHU, HMEIOIIMMH JTHLEH3UI0
Ha (papMaleBTHYECKYI0 AeSITeIbHOCTb, U X 000C00JIeHHBIMHU
NnoApa3/ieJIeHUusIMH, PACIOJI0KEHHBIMHU B CeJIbCKHUX HACEJICHHBIX IYHKTAX,
B KOTOPBIX OTCYTCTBYKT ANTe4YHbIe OPraHU3alNH

l. Opranuzanuu ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPEACTBAMHU
(manee - opraHu3allii  ONTOBOM  TOPrOBIIM) OCYUIECTBISIOT  peajiu3aluio
JIEKapCTBEHHBIX  MPENapaToB, BKJIIOYEHHBIX B  I[IEPEUYECHb  JKU3HEHHO
HEOOXOJAMMBIX U BaXXHEHIINX JICKAPCTBEHHBIX MPEMAPATOB I MEIUIIMHCKOTO
NpUMEHEHUs1 (Jajnee - JIEKapCTBEHHBbIE IIpemnaparhl), IO 1I€HaM, YpPOBEHb
KOTOpbIX (0e3 yuera Hajgora Ha J00aBIICHHYIO CTOMMOCTH) HE JOJDKEH
MpEeBBIMNIATh CyMMYy  (AaKTUYECKOW  OTIYCKHOW II€Hbl  MPOW3BOJUTENS
JEKapCTBEHHOTO Tmpemapara (maidee - (akTUYecKas OTIYCKHAas IIeHa
MIPOU3BOJIUTENIA), HE IIPEBBILIAONIECHT 3apEruCTPUPOBAHHOMN 158105
MepepEerucTPUPOBAHHON MPEAEILHOM OTITYCKHOM II€HBI TPOU3BOIUTENS (HA JaTy
peanu3aluu JIEKapCTBEHHOIr0 Mpenapara Mporu3BOAUTENIEM), U pa3Mepa ONTOBOU
HaJ0aBKM, HE TMPEBBIMIAIONIETO pa3Mepa MpeAebHON ONTOBON Haa0aBKH,
YCTaHOBJICHHOTO B cyObekTe Poccuiickoit deneparuu. OpraHu3aiuy ONTOBON
TOPTOBJIM YYUTHIBAIOT HAJIOT HAa JIOOABJICHHYIO CTOMMOCTH B IIEHE PeaM3aIluu
JIEKapCTBEHHOI'0 IIpenapara B IMOPSAJIKE, YCTAHOBJICHHOM 3aKOHOJATEIbCTBOM
Poccuiickon @enepanuu.

2. CymmapHbBIi pa3Mep ONTOBBIX HAJA0aBOK, MOJUICKAIUX MPUMEHEHUIO
BCEMH OpraHU3alMsIMH OINTOBOM TOPrOBIIM, YYacTBYIOUIMMU B peaIU3alUU



JIEKapCTBEHHOTO TMperapaTa, pPAacCUMTAHHBIM UCXonsd W3  (pakTHuecKou
OTITYCKHOW LIEHBI IPOU3BOJMUTENSA, HE JOJDKEH MPEBBIIIATH COOTBETCTBYIOIIUI
MpeJeabHbI pa3Mep ONTOBOM HaJ0aBKH, YCTAHOBJIEHHBIA HCIOJIHUTEIbHBIM
opranoM cyObekTa Poccuiickoit ®Pexmepamuu, Ha TEPPUTOPUIO KOTOPOTO
OCYILECTBIISIETCSA IMOCTABKA JIEKAPCTBEHHOIO Mpenapara.

3. OpraHus3anud  ONTOBOM  TOPIrOBIM, HMEIOIIUE  CTPYKTYPHBIE
MO/Apa3/ieNeHUss PO3HUYHONW TOPTOBIM, MOTYT (DOPMHUPOBATH PO3HUUYHBIE LIEHBI
Ha JIEKapCTBEHHbIE TMpernapaThl C MPUMEHEHHEM OJHOBPEMEHHO OITOBOM
U PO3HUYHON Han0aBOK K (DaKTHUECKOH OTIMYCKHON IIeHE MPOU3BOIAUTENS
(6e3 yuera Hajora Ha 100aBIEHHYIO CTOMMOCTE), CyMMAapHBIA pa3Mep KOTOPBIX
HE JIOJKEH NPEBBIIIATh MPEAEIIbHBIX pa3MEPOB ONTOBOM M pOZHUYHON HaJ0aBOK
COOTBETCTBEHHO, YCTAHOBJIIEHHBIX B cyObekTe Poccuiickoii ®eneparuuy,
IIPU YCJIOBUU BEJEHUS PAa3[eIbHOr0 yUeTa ONTOBOM U PO3ZHUYHOM TOPTOBIIN.

4. Opranuszauu OINTOBOM TOPTOBJIM, PEATU3YIOIIUE JIEKAPCTBECHHBIC
npenapaTsl MOTPEOUTENIM 1O JOTOBOPY KOMHUCCHH (KOMHTEHTHI) OT HWMEHHU
OpraHu3aliii PO3HUYHOM TOProBiIM (KOMHUCCHOHEPOB), MOTYT (HOPMHUPOBATH
OTIIYCKHYIO LIEHY Ha JIEKapCTBEHHBIA Ipenapar ¢ IPUMEHEHUEM OJJHOBPEMEHHO
ONTOBOM W PO3HUYHOM HAA0aBOK K (aKTHUECKOW OTIYCKHOW TICHE
MPOU3BOAMTENA, CYMMApHBIA pa3Mep KOTOPhIX HE JOJDKEH IpPEBBIIIATh
MpeAeNbHbIX Pa3MEpOB ONTOBOM W PO3HMYHOM Haa0aBOK COOTBETCTBEHHO,
YCTaHOBJICHHBIX B cyObekTe Poccuiickoit deneparuu.

5. AnTeyHble  OpraHU3alMM, WHIUBHUIyaJIbHbIE MPEANPUHUMATEIH,
UMEIONNe JIMICH3UI0 Ha (apMaleBTHYECKYl0 JAesITeNbHOCTh (Janmee -
WHIUBUyaJIbHbIE TIPEINPUHUMATENN), MEIULMHCKUE OpPraHu3alui, UMEIOLIUe
JTUIEH3UI0 Ha (apMaleBTUYECKYIO JIESITENbHOCTh, U UX 000COOJICHHbBIC
MO/Ipa3/IeTICHUs, PACIOJIOKEHHBIE B CEJIbCKUX HACEJEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allT€YHbIE OpraHu3aluu (Jajgee - MEIULIUHCKUE OpTraHU3alun),
OCYUIECTBIISIOT pealn3alrio JIEKApCTBEHHBIX MpPEnapaTroB MO LEHaM, YPOBEHb
KOTOpeix (0e3 ydera Hajora Ha [00aBIEHHYIO CTOMMOCTb) HE JOJDKEH
OpeBBIIATh CyMMY  (PAaKTHYECKOW  OTIYCKHOM  IICHBI  IPOM3BOJIUTEINS,
HE TIPEBBIIAIOIIEH  3apETHMCTPUPOBAHHOM WM  IEPEPETMCTPUPOBAHHOM
NpelebHOM  OTIMYCKHOW IIEHbl MPOM3BOAMTENd (HAa JaTy pealu3aluu
JICKapCTBEHHOTO TpemapaTa MPOU3BOAUTEIEM), U pa3Mepa ONTOBOM Hal0aBKH
u (unm) pasMmepa pPO3HUYHOM HaA0aBKHU, HE TPEBBIMIAIONIUX COOTBETCTBEHHO
pa3Mepa MpeaenbHOW ONTOBOM HaJ0aBKU W pa3Mepa MpeeiNbHOW pO3HUYHOU
HaJI0aBKH, YCTAHOBICHHBIX B cyOwbekTe Poccuiickoit ®denepanun. AnTeyHble
OpraHu3alluy, HWHAMBUAYaJbHbIE  MNPEANPUHUMATENIM WU  MEOULUHCKUE
OpraHu3allud YYUTBHIBAIOT HAJIOI Ha JOOABJIEHHYIO CTOMMOCTb B IICHE



peanu3aluy  JIEKQpCTBEHHOrO Ipenapara B  IOPSAJIKE, YCTAHOBJIEHHOM
3aKoHoAaTensCcTBOM Poccniickon denepannu.

6. Pazmep po3HHUHOI Ham0aBKH, pACCUMTAHHBIN UCXO U3 (HaKTHIECKOM
OTITYCKHOW LIEHBl TPOU3BOAMTENSA, MMOMJIEKAIIMIA NPUMEHEHUIO alTEYHbIMHU
OpraHu3alMsIMH, UHAUBUAYATBHBIMU MPEANPUHUMATEIIMH U MEIUIMHCKUMHI
OpraHu3alysIMH, OCYLIECTBISIOIMMH PEATU3ALMIO JIEKAPCTBEHHBIX MPENapaToB
Ha Tepputopuu cyonekta Poccuiickoii denepaniu, He AOIKEH MNPEBBINIATH
COOTBETCTBYIOIINHN MpeNeIbHBIA pa3Mep pO3ZHUIHON HaJ0aBKH, yCTaHOBJICHHBIN
MCTIOTHUTENBHBIM OpraHnoM cyobekta Poccuiickoit deneparuu.

7. Ilpu GopMupoBaHUM OpPraHU3aLMUSMHU ONTOBOM TOPIOBJIM, ANTEYHBIMU
OpraHu3alMsIMH, UHAUBUAYATBHBIMU MPEANPUHUMATEIIMH U MEIUIMHCKUMHI
OpraHu3alMsIMH  OTIYCKHBIX  II€H  Ha  JICKApCTBEHHbIE  Ipernapathbl
C TNPUMEHEHHEM TPEACNIbHBIX pPa3MEepOB ONTOBBIX HaA0ABOK U (WJIN)
MpeAeSbHbIX pa3MEpOB PO3HUYHBIX HaJA0aBOK TAaKUE OTIYCKHBIE IIEHBI
OKPYIJISIFOTCA O MaTeMaTHYECKUM MpaBUJIaAM OKPYIJIEHHS 10 COTBHIX YacTei
pyOnsa. Ilpm  pacuere  NpPUMEHEHHBIX  YKAa3aHHBIMM  OpraHU3alUsIMU
U UHANBUAYAIBHBIMH  TPEANPUHAMATESIMH  HaJ0aBOK  JOIMYCKaeTcs
MOTPEITHOCTD, HE TPEBBIIIAIOIIAS pa3Mep OKPYTICHUS.

8. Ilox (akTHUeCcKOu OTIIyCKHOU LIEHOU ITPOU3BOAUTEIS
Ha JICKapCTBEHHBIN MpernapaTr, TPOU3BEACHHBIM Ha TEPPUTOPUU TOCYJapCTBa -
yrieHa EBpa3miickoro 3KOHOMHUYECKOTO COI03a, TOHMMaeTcsl meHa (0e3 ydera
Hajora Ha JOOaBJIEHHYI CTOMMOCTb), YyKa3blBaeMas IPOU3BOJIUTEIEM
B CONPOBOJMTEIBHOM JOKYMEHTAllUM Ha TOBAp W HE MpEeBbIIAIONas
3apErUCTPUPOBAHHYIO WJIM MEPEPETUCTPUPOBAHHYIO MPEIEIbHYIO OTIYCKHYIO
LEHy TNPOU3BOAUTENSI Ha JICKApCTBEHHBIM Mpenapar Ha JaTry €ro nepenayu
pOCCUHCKOMY TIOKyMaresio (ymoJHOMOYEHHOMY UM Jwuiy). I[lpu  sTom
dakTryeckas OTHMYCKHas IIeHAa MPOW3BOIUTENSA, YKa3aHHAas B HMHOCTPAHHOMN
BaJIIOTE, NIEPECUUTHIBAETCA B py0Osn 1o Kypey LlenTpanbaoro 6anka Poccuiickoit
@denepanyy Ha JaTy Nepeayd JIEKQpCTBEHHOrO Ipenapara MpOU3BOJUTEIEM
rocyiapcTBa - wieHa EBpa3suiCKOro >KOHOMHUYECKOTO COI03a POCCUHCKOMY
MOKynaTento (yHOJHOMOYEHHOMY UM JIMIY) N0 NEpeIaTOYHOMY aKTy WU
WHOMY aHAJIOTUYHOMY TOKYMEHTY.

[Ton ¢axTrueckoit OTIMYCKHON II€HOW Ha JIEKapCTBEHHBIN IIpemapaT
WHOCTPAHHOTO ITPOU3BOIUTEIIS (32 UCKITFOUEHUEM ITPOU3BOAUTENEN
rocyAapcTB - WieHOB EBpa3niickoro 3KOHOMUYECKOT0 CO03a) MOHUMAETCS 1IeHa
(6e3 yuera Hajora Ha J00ABICHHYI0 CTOMMOCThH), yKa3blBaeMasi HHOCTPAHHBIM
MPOU3BOAMTENIEM  JIEKAPCTBEHHOIO  Ipemapara B COINPOBOJIUTEIBHOMN
JOKYMEHTAIlMM Ha TOBap, HA OCHOBAaHWU KOTOPOHl odopMisieTcs AeKIaparus



Ha TOBap, C YYETOM pAcXOJOB MO YIUIAT€ TaMOXXEHHBIX MONIUIMH U CcOOpPOB
32 COBEpIICHHE TAMOXXCHHBIX ONepalnii, CBSI3aHHBIX C BBITYCKOM TOBapOB,
HE TIPEBBINIAIONIASI  3aPETUCTPUPOBAHHYIO WM  TEPEPEeruCTPUPOBAHHYIO
MpEAEIbHYI0 OTIYCKHYIO II€HY HPOU3BOJIMTENS Ha TAaKOW JIeKapCTBEHHBIN
Ipenapar Ha JaTy BBIIYyCKa TOBapa, YKa3aHHYI0 B JEKJIapalud Ha TOBAapBbL.
[Ipu sTOoM (hakTHUecKas OTIYCKHAsl LeHA MPOU3BOJIUTEINS, 3aJ€KJIapupOBaHHAsA
B WHOCTpPaHHOW BaJIOTe, MEpecunThIBaeTcsa B pyonu mo kypcy LlenTpanbHoro
0anka Poccutickoit @enepannn Ha 1aTy 0(hOPMIICHHSI IEKIapaIlii Ha TOBAPHI.

9. Peanuzanms JEKapCTBEHHBIX NPENApPaTOB OPTAHU3ALMUSAMHU ONTOBOM
TOPTOBIIH, AITEYHBIMU OPTAaHU3AIMAMU, HHAUBUYTbHBIMU MTPEANPHHIMATEISIMH
¥ MEIUIMHCKAMHU OPTaHMU3AIMSIMH OCYLIECTBISACTCA MPU HAIWYUHU MPOTOKOJA,
COCTaBJICHHOTO 1O (OpME COTIACHO TPWIOKECHHUIO, 334 HCKIIOUYCHUEM
JICKapCTBEHHBIX IMpEmapaToB, KOTOpPhIE HE OBUIM BKIIOYEHB B IEPEUYCHD
KU3HEHHO HEOOXOJUMBIX M  BaXHEHIINX JIEKAPCTBEHHBIX MPENapaTroB
IS MEAWLHWHCKOTO TPUMEHEHUS Ha JaTy WX MNPHOOpeTeHUs yKa3aHHBIMU
OpraHM3alMsIMHI U WHANBUAYATHHBIMU TPEIIPUHUMATEIISIMH.

10. ITpoTokoun, yka3aHHbId B myHKTe 9 HacTosmux IIpaBui, MoxeT ObITh
co3gaH B BHJI€ DJIEKTPOHHOTO JIOKYMEHTa, [OJIUCAHHOTO YCHJIEHHOMN
KBATM(UIIMPOBAHHON  DJIEKTPOHHOM  TOJMUCHI0  YINOJHOMOYEHHBIX  JIWIL
MOCTaBIIMKA U TIOKYTIATesl.




[MTPMJIOKEHUE
K [IpaBunam opMupoBaHus OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE
npenaparbl, BKJIOYEHHBIE B IEPEYEHb KU3HEHHO HEOOXOIUMbIX
Y BAKHEHMIIMX JIEKAPCTBEHHBIX NIPENApaToB AJIsI MEAULIMHCKOTO
IIPUMEHEHUS, OPTaHU3ALUSIMU ONITOBOM TOPTOBIN
JIEKAPCTBEHHBIMU CPEJCTBAMH, alITEYHBIMU OPTaHU3ALUSIMU,
VHJUBUAYAJIBHBIMU IPEANPUHUMATEISIMH, UMEIOIIUMHA
JMLIEH3HI0 Ha (papMaleBTUUECKYIO JIEATEIbHOCTD,
MEIULMHCKAMU OpraHUu3alusIMH, UMEIOIIYMU JIMLEH3UIO
Ha (apMaleBTUYECKYIO JIeATEIbHOCTh, U UX 000COOIEHHBIMU
MIOAPA3AEICHUAMHU, PACIIOI0KECHHBIMU B CEJIbCKUX HACEIIEHHBIX
IIYHKTaX, B KOTOPBIX OTCYTCTBYIOT alITEYHbIE OpraHU3aluu

(popma)

HPOTOKOJ

COrJIACOBAHHUSA IEH MOCTABKU JICKAPCTBCHHLIX NPENapaToB, BKINYCHHLIX B IEPCYCHDb )KU3HCHHO HCOGXO}]I/IMBIX
U BaKHeHIIUX JEKAPCTBCHHBLIX NpemapaToB AJIsd MEAUIMNHCKOI0O IPUMCHCHUA

(mocTaBIIMK (OpraHU3aIUs ONTOBOW TOPTOBITH)

(monyuatens (OpraHU3aIys ONTOBON TOPrOBJIHU UM OPraHU3AlUs PO3HHIHOM Toprosmu!)
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I Anireunble OpraHu3anuv, WHAWBUAYAJIbHBIC MPEANPHUHUMATEIIN, HUMCIHOMIUC JIMICH3UIO Ha (bapMaueBTqucxy}o ACATCIbHOCTb, MCIAWULMHCKHUE OpraHu3allld, HUMCIOMNE JIMICH3UIO
Ha @apMaHeBTH‘lCCKyIO JACATCIBHOCTD, U UX 000C00JIEHHBIE noapasacjacHus, paciioJ0KEHHBIC B CEJIbCKUX HACCIICHHBIX ITYHKTAX, B KOTOPBIX OTCYTCTBYIOT alITCUHBIC OPraHU3allvuu.



2 3aperucTpUpoBaHHas IpejelibHas OTIYCKHAs I€Ha MPOU3BOAMTENs Ha JIEKAPCTBEHHBIM NperapaT, BKIIOUEHHBIA B IIepeyYeHb JKU3HEHHO HEOOXOMMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX
MpenapaToB U1 MEAUIIMHCKOTO IPUMEHEHHS], Ha IaTy peasln3alliy JeKapCTBEHHOTO MIperapara Mporu3BOAUTENIeM Ha Tepputopun Poccuiickoit @eneparu.

3TIpu yCTaHOBJIEHMH IEHBI WHOCTPAHHBIM IIPOU3BOAMTENEM (aKTHYECKas OTIYCKHAs [eHa Ha JIEKAPCTBEHHBIM Ipenapar yKas3hlBA€TCA C YYETOM TaMOXKEHHON MOIUIMHBI U cOOpOB
3a COBEpILEHNE TAMOKECHHBIX OIepaIlfii, CBSI3aHHBIX C BBIITYCKOM TOBApOB.

4Tlpu 3aroJHEHHH HACTOALIErO IPOTOKOJIA OPraHM3aluedl ONTOBOW TOPIOBJIM, KOTOpas HpHOOpesa JIEKapCTBEHHBIM Ipernapar y HPOM3BOAUTEINS, YKAa3bIBAETCA IEHA peajd3aluu
JIEKapCTBEHHOTO MpernapaTa OpraHu3aueid onToBoil Toproiu. [Ipu 3anodHeHNH YKa3aHHOTO MPOTOKOJA OpraHu3alyell ONTOBOM TOPTOBIIM, KOTOpas mpuobpena JeKapcTBEHHBIN mpenapar
y OpYyroil opraHu3aluy ONTOBOW TOPTOBIIHM, YKa3bIBACTCS IIEHA MPUOOPETEHUsI JIEKapCTBEHHOTO MperapaTa.

3 3amoJIHsAETCs OpraHU3alieil ONTOBON TOPTOBIIM, KOTOpPas MpuoOpelia JeKapCTBEHHBIN penapar y ApYroil opraHu3aliy ONTOBOM TOProBid. B ciaydae peanusanuu opraHu3aliel OnToBOM
TOPTOBIIH JIEKAPCTBEHHOTO IpenapaTa o [eHe HUKe IIeHbI ero IPHOOPETEeHHS CTABUTCS MPOUYEPK.

6 3amoJHseTCs OpraHu3alKeil ONTOBOM TOProBiIM, KOTOPas MpHoGpeta IEKapCTBEHHBIH IperapaT y Apyroi OpraH|u3anii OITOBOM TOPrOBIIH.

7 3amoaHsAeTCS KaXkI0M OpraHU3alyeil ONTOBOM TOPrOBJIM, KOTOpas pealu3yeT JEeKapCTBEHHBIM mpemapaTr. B cilydae peanusaliy OpraHM3alldel ONTOBOM TOPIOBIIM JIEKAPCTBEHHOTO
Ipernapara 1o neHe Huxe (PakTHIeCKOH OTITyCKHOM IIEHBI TPON3BOIUTENS CTAaBUTCS MIPOUEPK.

8 udopmanus HOCUT CIIPABOYHBIA XapaKTeEp, 3aMOJHAETCS TOJNHLKO OpraHM3aliel PO3HUYHOM TOProOBIIM, PEeaNu3yIOLIEH JIeKapCTBEHHEBIE MpPENapaThl KOHEYHoMY motpedutemo. I'pada 19
3aMOJIHAETCS] OpraHu3alueld PO3HUYHON TOPTOBIM, MPUMEHSIONIEH YIIPOIIEHHYI0 CUCTEMY HAJIOT00010XKeH s, rpada 20 3aMoyHAETCs OpraHu3aluell pO3HUYHONW TOPTOBIH, TIPUMEHSIOIEH
o0IIyIo crcTeMy Hanoroo0yoxxeHus. Pacdyer mpeaensHON OTITyCKHOI IIEHBI OpraHU3allii PO3HUYHONW TOPTOBIH IIPOU3BOAUTCS B COOTBETCTBHH ¢ [IpaBunamu GpopMupoBaHHs OTIIYCKHBIX IIEH
Ha JIEKapCTBEHHBIC MpenapaTthl, BKIOUYEHHBIE B MIEPEUCHb XKU3HEHHO HEOOXOANMBIX M BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB A MEIUIMHCKOTO MPUMEHEHHs, OpraHU3alusiIMU ONTOBOM
TOPTOBIU JICKAPCTBEHHBIMHM CPEICTBAMHM, AaIlTEUYHBIMH OPTraHU3AIMAMH, WHAMBHAYAIbHBIMH TPEINPUHUMATEISIMYA, WMEIOIIMMH JIMIEH3UI0 Ha (apMareBTHYECKYI0 [eSTeIbHOCTb,
MEIUIMHCKUMHU OpPraHu3alisMHi, MUMEIOIMMHU JIMIECH3UI0 Ha (apMaleBTHUECKYIO AEATENbHOCTh, U UX O00OCOOJICHHBIMU MOJpa3/ICICHUSIMH, PACIOI0KEHHBIMUA B CEIIbCKHX HACENICHHBIX
MMyHKTaX, B KOTOPBIX OTCYTCTBYIOT alT€YHbIe OpraHU3AINK, YTBEPKIESHHBIMU MocTaHOBIeHHEM [IpaButenscTBa Poccuiickoit ®enepanuu ot § anpens 2025 1. Ne 462 "O rocymapcTBEeHHOM
peryJjMpoBaHUU LIeH Ha JICKAPCTBEHHBIC IpENapaThl, BKIKOUYCHHBbIC B MEPEUeHb XKU3HEHHO HEOOXOAMMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX IPENapaTroB Uil MEAMIMHCKOTO NpPUMEHEeHUs'",
Ha OCHOBaHUM MH(pOpMAIMK, yKa3zaHHOU B rpadax 1 - 18, u uHGopMaLuu 0 COOTBETCTBYIOIEM MIPEAEIBHOM pa3Mepe PO3HUYHON HaJ0aBKU K YCTaHOBJICHHOH MPOU3BOAMTENEM (DaKkTHUECKOi
OTITyCKHOHM IleHe (6e3 yd4era Hajora Ha JOOaBIIEHHYIO CTOMMOCTB) JIEKAPCTBEHHOIO IIperapara, yCTAaHOBJICHHOM HCIIOJHHUTENBHBIM oOpraHoM cyOnekra Poccuiickoit deneparun,
Ha TEPPUTOPHU KOTOPOTO OCYIIECTBIAETCS pearu3aliis JeKapCTBEHHOTO ITpenapara.

[Ipumeuanue. I'padbr 1 - 8 3amoiaHSAIOTCS OpraHU3AIME ONMTOBOM TOPTOBIH, KOTOpas MpHOOpeNa JIEKapCTBEHHBIM Mpermapar
y MPOU3BOIUTEIIS.
Nudopmarus, ykazannas B rpadax 1 - 8 opraHuzarueit ontoBoil TOProBIH, KOTOpask MproOpesia JIEKapCTBEHHBIH
npemnapar y Npou3BOAUTENS, yKa3bIBaeTCcsl 0€3 M3MEHEHHUM BCEMHU OINTOBBIMU OpPraHU3AIUSIMH, YYaCTBYIOIIUMHU
B pealM3aluu JEKapCTBEHHOTO Ipenapara, B 00s13aTeIbHOM MOPSIKE.




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 8 anpens 2025 r. Ne 462

N3MEHEHMUA,

KOTOpbIe BHOCATCH B aKkThI [IpaBuTenbcTBa Poccuiickoit @enepaunu

1.B  mnocranoBnenunm IlpaBurensctBa  Poccuiickoii ~ Penepaunu
ot 31 nekaOps 2010 r. Ne 1221 "O nopsiake BblAaud opraHaM HCHOJHUTEIbHOM
BlacTu cyObekToB Poccuiickoil ®epepanuu NOpeanucaHUid O TPUBEIECHUU
B COOTBETCTBHE C 3aKOHOAATENbCTBOM Poccuiickoit ®Penepanuu pelieHUn
00 YCTaHOBJIEHUHU MNPEJEIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK M MpPEIECIbHBIX
pa3MepoB  PO3HMYHBIX HAJM0aBOK K (PAKTUYECKUM OTIYCKHBIM I[€HaM
IIPOU3BOJIUTENIEN Ha JIEKAPCTBEHHBIEC IPENApaThl, BKIIOUYEHHBIE B MEPEUYECHBb
’KU3HEHHO HEOOXOJAMMBIX U BaXKHEWIIMX JIEKAPCTBEHHBIX Ipenaparos”
(Cobpanue 3akoHopatenbcTBa Poccuiickoit ®expeparuu, 2011, Ne 2, cr. 384;
2013, No 24, ct. 2999; 2015, Ne 37, ct. 5153; 2020, Ne 40, ct. 6271):

a) B HaMMEHOBAaHMU U TMyHKTe 1| cnoBa "opraHam HCIHOJHUTEIbHON
BJIACTHU" 3aMEHHUTH CJIIOBAMH ''MCIIOJIHUTEIBHBIM OpraHam';

0) B myHKTE 2:

M0 TEKCTY CJIOBA "OpraH MCIOJIHUTEIbHOM BJIACTU'" B COOTBETCTBYIOIINX
yuciae W NajeXe  3aMEHUTh  CJIIOBAMM  '"'HCIIOJHUTENbHBIA  OpraH"
B COOTBETCTBYIOIIUX YUCIIE U MAJEKE;

cioa "ot 29 okTa0ps 2010 r. Ne 865," 3aMeHUTH CIOBaMH
"or 8 ampens 2025 r. Ne 462 "O rocynapCTBEHHOM pETYJHPOBAHUM LEH
Ha JIGKapCTBEHHBIE IIpenapaThbl, BKJIIOYEHHbIE B IIEPEYEHb IKU3HEHHO
HEOOXOJAMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB ISl MEIULIMHCKOTO
npumeHenus",";

B) 10 TEKCTy NYHKTOB 3 - 5 ciioBa "opraH HWCHOJHUTEILHON BiacTu'
B COOTBETCTBYIOIIMX YHUCJIE W MAaAECKE 3aMEHUTHh CJIOBAMH 'MCIOJHUTEIbHBIN
oprad" B COOTBETCTBYIOIIUX YUCJIE U MAJIECKE.

2.B nocranoBnenun IIpaBurensctBa  Poccuiickonn — denepanumn
or 28 arrycrta 2014 r. Ne 871 "OO yrBepxknenuu IIpaBun dopmupoBanus
IIEpEeYHEN JIEKAPCTBEHHBIX INpenapaToB Uil MEAULUMHCKOTO HPUMEHEHUS



1 MUHUMAJBHOTO aCCOPTUMEHTA JIEKapCTBEHHBIX IpPEenapaTroB, HEOOXOIAMMBIX
Uil okazaHus MeguuuHckod nomomu"  (CoOpaHue 3aKOHOAATENbCTBA
Poccuiickoit @enepanuu, 2014, Ne 36, ct. 4855):

a) MMyHKT 4 IpU3HATh YTPATUBILINUM CHITY;

0) TOTOHUTE IMYHKTOM 4! CIIEAyIOIIEro COMepIKaHMs:

"4!, MunucTepcTBy  3/1paBooxpaHeHusi  Poccwuiickoit  Deneparuu
II0 COTJIACOBAHMIO ¢ MHUHHCTEPCTBOM 3KOHOMHYECKOTO pa3BUTHS Poccuiickon
@®enepanuu,  MwunHHCTepcTBOM  ¢uHaHCOB  Poccuiickoit  dDeneparuw,
MUHHCTEPCTBOM NPOMBINUIEHHOCTH W Toproein Poccuiickon ®enepamum,
MuHuCTepCcTBOM TpyAa W coluainbHOM 3amurtsel Pocculickon @Penepanuu,
MuHHuCTepCTBOM HayKd M BbIcIero oOpa3zoBanusi Poccuiickoit denepammn,
denepanbHON  aHTUMOHOMONBHON  cimyk00it m  DemepanbHON  CIy)k00i
10 HaJA30py B cepe 3alluThl MpaB MOTpeOUTeNeld U OJaromnoiayyus 4YeloBeKa
HE pEXe OIHOro pa3a B TOJ, HE Mo3aHee 15 OKTA0psA, NpeACTaBIATh
B IIpaBurensctBo Poccuiickonn ®enepannu TPOEKT MEPEUHsS KUZHEHHO
HEOOXOJAMMBIX U BaKHEHIINX JICKAPCTBEHHBIX MPENapaToB ISl MEIULIMHCKOTO
IIPUMEHEHUS. "

3.B 0COOEHHOCTSX TOCYJapCTBEHHOIO pEryJupOBaHUs MpeIeIbHBIX
OTITYCKHBIX II€H MPOU3BOJUTENEN HA JEKAPCTBEHHBIE MPENapaThl, BKIOYEHHBIE
B IIEPEUYCHb IKU3HEHHO HEOOXOJMMBIX M BAXKHEWIIUX JIEKAPCTBEHHBIX
MpEenapaToB, YTBEPKIACHHBIX mnNocTaHoBIeHUEM I[IpaButenbcTtBa Poccuiickon
®eneparru ot 31 okTsaOpsa 2020 . Ne 1771 "O6 yTBepx)aeHUn 0COOCHHOCTEH
rocyJapCTBEHHOTO peryaupoBaHus penebHbIX OTITYCKHBIX LEH
MPOU3BOAMTENICH HA JIEKApPCTBEHHBIE IpEnapaThl, BKIIOYEHHBIE B IEpEYCHb
KU3HEHHO HEOOXOOUMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX MPENapaTos,
M BHECEHMM W3MEHECHHMU B OTHenbHble akThl [IpaBurtenscTBa Poccuiickon
Oenepanuu”"  (CoOpanme  3akoHOAaTenbcTBa  Poccuiickort  Denmeparuw,
2020, Ne 45, ct. 7124; 2022, Ne 13, c1. 2105; 2024, Ne 21, ct. 2765):

a)B ab3ame TMepBOM TMyHKTa 2 ciloBa '"CyOBEKTOB oOOpamieHus
JIEKapCTBEHHBIX CPEJICTB JJI MEIUIMHCKOTO MPUMEHEHUs" 3aMEHUTh CIOBaMU
"nepkaTenem  WIM  BIIQJAEIBLUEB  PETUCTPALMOHHBIX  YAOCTOBEPEHHU
JEKApCTBEHHBIX IpenapaToB (YIMOJIHOMOYEHHBIX HMMHU JHI) (manee -
3asBUTEIIb)";

0) MyHKT 5 U3JI0KUTH B CIAEAYIOIIEH peAaKInu:

"5. MuHuCTEpCTBO 31paBOOXPAHEHUS Poccutickon denepanuu
HE To31aHee 2 pabouux THEH cO JHA TMOCTYIUICHHS 3aKIIIOUEHUS pa3MelIaeT
B JIMYHOM KaOWHETE 3asBUTENS, YKa3aHHOTO B 3aKIIOUCHUHU, B (eaepambHOi
roCyapCTBEHHOM uH(OPMAITMOHHON CHUCTEME "EnnHbIi IOpTaJl



roCyJapCTBEHHBIX M MYHULMINAIBHBIX yciuyr (QyHkuumil)" (manee - eIuHBIN
nopTan) W JUYHOM KaOWHeTe 3asfBUTENs B E€OUHOW TOCYIapCTBEHHOU
uHPOPMAIIMOHHON cucTeMe B cdepe 3ApaBOOXpaHEHHUs (najee - eauHas
nH(pOpMaMOHHAs cucTeMa) B popMe JIEKTPOHHOTO JTOKYMEHTA, MOAIMCAHHOTO
AJEKTPOHHOM  NOANMCBIO  3asABUTENSA, BHIABI KOTOPOW  NPEITyCMOTPEHBI
@enepanpubiM - 3akoHOM  "OO  oOpamieHMH — JE€KapCTBEHHBIX  CPEACTB",
MPEIOKEHHE O  MEPEPETUCTPAUUM  TPEICIbHOM  OTIYCKHOW  I[€HBI
Ha JIEKAPCTBEHHBIM ITpEnapaT B COOTBETCTBUU C HACTOSIINM JTOKYMEHTOM.";

B) B ITyHKTE 6:

a03all MepBBIN Mociie caoBa "kabuHeTe" JTIOMOJHUTEH CIOBAMHU '3asBUTEIS
Ha €MHOM IOpTaJIe WU B €AMHON NH(POPMaLMOHHON cucTeme";

B IIOJITYHKTE "B":

B abz3are mepBoM cioBa "¢ mpwiokerreM Ne 3 kK MeToauke" 3aMEHUTH
CJIOBaMH ''c METOAUKON'", citoBa "mocra”HoBieHueM lIpaBurenscrBa Poccuiickoit
®epneparun ot 15 centadps 2015 1. Ne 979 "O BHeceHuUM U3MEHEHHIT
B mocraHoBienue IIpaButensctBa Poccmiickoii @enmepamuu oT 29 OKTIOps
2010 r. Ne 865 1 00 yTBEpKJI€HUH METOJMKHU pacyeTa MpeaeibHbIX OTITYCKHBIX
LIEH MTPOU3BOJMTEIIEN HA JIEKAPCTBEHHBIC ITPENApaThl, BKIIOUEHHBIE B IEPEUYCHD
KU3HEHHO HEOOXOAMMBIX W BaXXHEWIIMX JIEKAPCTBEHHBIX Ipenaparos”
3aMEHHUTH CI0BaMHU "B COOTBETCTBUU ¢ DenepanbHbIM 3akoHOM "O0 oOparieHnn
JIEKapCTBEHHBIX CPEACTB";

B a0zame BTOpoM ciioBa 'mpmioxeHueM Ne 3 k meTomuke" 3aMEHHUTH
CIIOBOM "METOaMKON";

T) B IyHKTE §:

a03a1lbl MEePBBIM U BTOPOU MIOMOITHUTH CIIOBAaMM '"3asBUTENS Ha €IUHOM
MopTayie Wik B €AUHONW WH(POPMAIIMOHHON cucTeMe";

a03a1] 4eTBEPTHIM JOIMOJIHUTH CIOBaMH '3asBUTENSI HA €IMHOM IOpTaje
U B €IMHOM MH(POpPMAIIMOHHOM cucTeme";

1) B MyHKTE 9:

B a03alie mepBoM:

cmoBa "B mpuioxkeHun Ne2 Kk MeToauke" 3aMEHHTH CIIOBaMU
"B meTOoMKE";

JIOTIOJTHUTH CJIOBaMU "Ha €IMHOM MOpTaJie U B €AUHON MH(OPMAMOHHOU
cucteme";

B a03are TpetbeM cioBa "B mpwiokeHun Ne 2 k meToAuKe" 3aMEHUTh
ciioBaMmu "B MeTOIMKeE'";

€) B myHkTe 13:



nyn

noANyHKT "a" mocie ciioB "B JIMYHOM KaOWHETE 3asBUTEINS" JOMOJIHUTH
clIoBaMU "Ha €IMHOM TIOpTaJie U B €IMHON MH(POPMAIIOHHOM crucTeme";

noAnyHKT "O" mocne cioB "B JIMYHOM KaOuHeTe" JOMOJHUTH CIIOBAMH
"3asBUTEIISI HA €AMHOM TOpTAaJie U B €IMHON MH(GOPMAIIUOHHON cucTeme";

*) nmoAanyHkTel "B" m "r" myHkra 14 mocine cioB "B JIuyHOM KaOuHeTe"
JOTIOJIHUTh CIIOBAMHU  '3asBUTEJISI HA €IWHOM TOpTajl€ WIM B €IUHOH
MH(}OpMAMOHHOU cucTteMe";

3) B a03alie nepBoM myHKTa 15 cioBa "B npunoxennun Ne 2 k metonuke"
3aMEHUTH CJIOBAaMH ''B MeTOIUKE';

1) B yHKTE 16:

B ab3are mepBoM ciioBa "B mpmiiokeHHH Ne 2 K MeToauke' 3aMEHUTH
ciioBaMu "B MeToguKe';

B a03aie BTopoM cioBa "c paznenom VII Metonuku" 3aMeHUTH CIIOBAMU
"c MeToquKoOI";

B a03alle yeTBepToM ciioBa "B mpuiioxkeHun Ne 2 Kk MeToAuke" 3aMEHUTh
ciioBaMu "B MeToguKe';

K) B myHkTe 17 cnoBa "B mpuinoxeHun Ne 2 Kk MeToguke" 3aMEHHUTH
ciioBaMu "B MeToguKe';

a)B nyHkre 19 cnoBa "¢ nmynktom 30" 3aMeHUTH ~ CIIOBaMH
"c mynktom 33", cmoBa "or 29 oktsOps 2010 . Ne 865 "O rocymapcTBeHHOM
pPEryJINpOBaHMM LIEH HA JIEKAPCTBEHHBIE IMPEIApaThl, BKIOUYCHHBIE B IIEPEYEHD
KU3HEHHO HEOOXOAMMBIX W BaXXHEWIIMX JIEKAPCTBEHHBIX Ipenaparos”
3ameHnTh cimoBamMu "oT 8 ampens 2025 r. Ne 462 "O rocymapCTBEHHOM
pPEryJINpOBaHMM LIEH HA JIEKAPCTBEHHBIE IMPEIApaThl, BKIOUYCHHBIE B IIEPEYEHD
KU3HEHHO HEOOXOJUMBIX M BaXHEHIINX JIEKAPCTBEHHBIX TMPENapaTroB

JUIS. MEAUIIUHCKOTO TPUMEHEHHUS "




[TPUJIOXXEHUE

K roctaHoBieHuto [IpaBurenscTBa
Poccniickoit @enepannn
ot 8 anpens 2025 r. Ne 462

HEPEYEHD

YTPATHUBILINX CHJIY AKTOB M OTAEJIbHBIX I0JIOKEHHH aKTOB
IIpaBureabcTBa Poccuniickon @enepauuu

1. ITocranoBnenue [IpaBuTensCcTBa Poccniickon denepanuun
ot 29 oktsa0psa 2010 r. Ne 865 "O rocyaapCTBEHHOM pETyJIHpPOBAHUU II€H
Ha JIEKAPCTBEHHbIE IIpenaparbl, BKIIOYEHHbIE B TMEPEUYCHb >KU3HEHHO
HEOOXOMMBIX M BaXXHEUIIUX JeKapcTBeHHbIX TmpemnapatoB" (Cobpanue
3akoHoAaTenbcTBa  Poccuiickoit  ®depepanuu, 2010, Ned5, cr. 5851),
3a HCKIIOYEeHHEeM al3ala ceIpMOoro IyHKTa | W myHKTa 6 YyKa3aHHOTO
MTOCTaHOBJICHHUS.

2. IlyHkT 5 W3MEHEHUH, KOTOpbIE BHOCATCA B akThl IIpaBuTenbcrBa
Poccuniickoit ®enepannu 1o BOIpocaMm IPENOCTABIEHUS TOCYyAapCTBEHHBIX
ycayr B cdepe oOpallleHHs] JICKapCTBEHHBIX CPEICTB, YTBEPKICHHBIX
noctanoBnenneMm I[lpaButennctBa Poccuiickoit depepanuu ot 5 mexadps
2011 1. Ne 1001 "O BHeceHnn M3MEHEHMI B HEKOTOpbIE akThl [IpaBuTenbcTBa
Poccuniickoit ®enepannu 1o BOIpocaMm IPENOCTABIEHUS TOCYyAapCTBEHHBIX
ycayr B cdepe oOpameHuss JekapctBeHHbIX — cpeacTB"  (CoOpanue
3akoHoAaTenbcTBa Poccuiickoit ®enepanuun, 2011, Ne 50, ct. 7390).

3. [Iynkr 129 u3zMeneHui, KOTOpble BHOCATCS B akThl IlpaBuTenbcTBa
Poccuiickoit ®enpepanmu 1o  BompocaM  AeSATENbHOCTH  MuHucTepcTBa
3npaBooxpaneHus Poccuiickorn @enepanun, yTBEPKACHHBIX ITOCTaHOBICHUEM
[IpaButensctBa Poccuiickoit ®enepauun ot 4 centsaops 2012 r. Ne 882
"O BHECEHNH W3MEHEHUN B HEKOTOpble akThl IIpaBurensctBa Poccuiickoi
@enepauuy MO BONpOCaM JEATEIBHOCTH MMHHCTEPCTBA 3APaBOOXPAHECHHUS
Poccuiickoit  ®Depeparuu”"  (CoOpaHue  3akoHOAATeNbCTBa  Poccuiickoi
®deneparuu, 2012, Ne 37, ct. 5002).

4. IlysxkT 5 W3MEHEHUH, KOTOpbIE BHOCATCA B akTel IIpaBuTenbcrBa
Poccuniickoit denepanyi B 4aCTH OTMEHBI OTPAHUYECHHM HA HCIOJIB30BAHUE
ANEKTPOHHBIX  JIOKYMEHTOB IpU  B3aUMOJEWUCTBHM  MpearpUHUMATENIEeH



U OpraHoOB TOCYJApCTBEHHOMW BIJIACTH, YTBEPXKIACHHBIX ITOCTAHOBICHUEM
IIpaBurensctBa Poccuiickonn ®enepanmu ot 15 asrycra 2014 1. Ne 816
"O BHECEHNM W3MEHEHUN B HEKOTOpble akThl IIpaBurensctBa Poccuiickoi
@Penepanuy B 4aCTH OTMEHBI OIPAaHUYEHUN HA MCIOJIB30BAHHUE AIEKTPOHHBIX
JOKYMEHTOB NpPH  B3aUMOACUCTBHM  NpPEANPHUHUMATENEH W OpPraHOB
rocynapctBeHHoil  Bimactu"  (CoOpanue 3akoHoAatelbcTBa  Poccuiickoi
®eneparuu, 2014, Ne 34, cT. 4673).

5. IlyHkr 43 wW3MEHEHMH, KOTOpbIE BHOCATCA B akThl IlpaBuTenbcTBa
Poccuiickoii ®denmeparuu B CBs3M ¢ ympasgHeHueM DenepallbHON  CITyKObI
no Tapudam, yTBEpXACHHBIX TMocTaHoBiIeHHeM IIpaBurenscTBa Poccuiickoit
®eneparuu oT 4 ceHTsa0ps 2015 r. Ne 941 "O BHeceHUHM U3MEHEHUM, MPU3HAHUUT
YTPaTUBIIAMU CUITy HEKOTOPBIX akToB lIpaBurenscrBa Poccuiickon denepanum
B CBBUM ¢ ynpasgHeHueM  @DexmepanbHON  cinyxkObl  To  Tapudam
u o0 yrBepxaeHun llpaBun npunstus DenepanbHOM aHTUMOHOINOILHOU
CITy»)001 pemeHnii 00 ompenencHuy (yCTAaHOBICHUM) IeH (TapudoB) U (WIN)
UX TpPEIENbHBIX YpPOBHEH B cdepe MeATETbHOCTH CyOBEKTOB €CTECTBEHHBIX

MOHOMNOJIMHA W HWHBIX  peryaupyembix  opranuzammil"  (CoOpanue
3akoHoAaTenbcTBa Poccuiickoit @enepanun, 2015, Ne 37, ct. 5153).
6. [TocranoBnenune IIpaBuTensCcTBa Poccniickon denepanun

ot 15 centsabps 2015 1. Ne 979 "O BHeceHUM WU3MEHEHHUI B MOCTAaHOBJICHHE
[IpaButensctBa Poccuiickoit ®eneparuu ot 29 oktadps 2010 r. No 865
U 00 YTBEpKICHUU METOJUKH pacyeTa yCTaHaBIMBAEMBIX IMPOU3BOAUTEISIMU
JIEKapCTBEHHBIX MPENapaToB MPEIEIbHBIX OTHYCKHBIX LEH Ha JEKapCTBEHHbIE
Ipenaparsl, BKJIIOUYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBIX U BAKHEUILINX
JEKapCTBEHHBIX  IMPENapaToB, 0OpPHU MX TOCYJAPCTBEHHON perucrpauuu
un nepepeructpauun" (Cobpanue 3akoHonatenbcTBa Poccuiickoit deneparuuy,
2015, Ne 38, c1. 5302).

7. IlocTanoBnEeHNE IIpaBuTensCcTBa Poccniickon denepanun
or 3 deBpana 2016 1. Ne 58 "O BHeceHMM H3MEHEHUN B TOCTAHOBJICHHE
[IpaButensctBa Poccuiickoit ®eneparuu ot 29 oktadps 2010 r. No 865
M OpU3HAHUM  YTPATUBIIMMHM  CHJIIy  OTHEJNBHBIX  TIOJIO)KEHHM  aKTOB
[IpaButennctBa Poccuiickoit @eneparuu" (CoOpaHue 3aKOHOJATENbCTBA
Poccuiickoit @enepanuu, 2016, Ne 6, ct. 853).

8. Ilynkr 37 wW3MEHEHMH, KOTOpbIE BHOCATCA B akThl IlpaBuTenbcTBa
Poccuiickonn ®enepannu, yTBEPKIACHHBIX NOCTaHOBIeHHEM [IpaBuTenbcTBa
Poccuiickoii ®@eneparuu ot 28 centsiops 2018 r. Ne 1152 "O BHeceHumn
W3MEHEHU B HekoTopwle akThl IIpaBurensctBa Poccuiickonn Peneparun”
(Cobpanue 3axonoaarennsctBa Poccuiickoit @enepannn, 2018, No 41, ct. 6247).



9. Ilocranosnenue [IpaButensctBa Poccuiickoit deaeparnu ot 8 OKTIOPs
2018 r. Ne 1207 "O BHeceHHHM WU3MEHEHUU B MocTaHOBIIeHUs [IpaBuTenbcTBa
Poccuiickoii  ®enepatuu ot 29  okTabps 2010 1. Ne 865
u oT 15 centsiops 2015 . Ne 979" (CoOpanue 3akoHonatenbcTBa Poccuiickoi
®epneparuu, 2018, Ne 43, cT. 6597).

10. ITocTaHoBIIEHME [IpaBuTenscTBa Poccniickon denepanun
ot 16 nexabps 2019 r. Ne 1683 "O BHeceHHH U3MEHEHHI B HEKOTOPHIE AKThI
IIpaButensctBa  Poccumiickori  denepanud B 4YaCTH  TOCYJIAPCTBEHHOM
perucTpaliMd M HEPEeperucTpallii  OpPeNelbHbIX  OTIYCKHBIX  LEH
Ha JIEKApCTBEHHbIE IIpenaparbl, BKJIIOYEHHbIE B TNE€PEUYECHb KU3HEHHO
HEOOXOJIUMBIX M BaXXHEUIIUX JekapcTBeHHbIX rmpemnapatoB" (Cobpanue
3akoHoAaTenbcTBa Poccuiickoit @enepanun, 2019, Ne 51, ct. 7649).

11. Ilynktr 2 nocrtanosienusa IIpaBurenscTtBa Poccuiickorn @enepanuu
ot 3 ampens 2020 1. Ne 441 "O6 ocoOeHHOCTSIX 0OpalleHus: JEeKaPCTBEHHBIX
penaparoB g MEAUIMHCKOIO NPUMEHEHHs, KOTOpble IpeJHa3HAUYEHbI
Ul TPUMEHEHUS B YCJIOBHUSX YIpO3bl BO3HUKHOBEHHS, BO3HUKHOBEHUS
W JMKBUJALMHM YPE3BBIYAHHOM CUTyallUM W JJis OpraHu3aluu OKa3aHUs
MEIUIMHCKONW TOMOILIM JIMIAM, MOCTPAJaBIIMM B PE3YJbTATE YPE3BBIYANHBIX
CUTyallui, TMPEeaynpexACHUS YPE3BBIYAMHBIX CUTyalud, MNPOPIIAKTHKA
U JiedeHus 3a00JeBaHUW, MPEJCTABISIOIIMX ONACHOCTh I OKPYKAOIIHX,
3a00/IeBaHU W TOPaXKEHUH, TMONYYCHHBIX B pe3yJbTaTe BO3JCHCTBUS
HEONMArONMPHUATHBIX XUMUYECKUX, OMOIIOTUYECKUX, PAAHAIMOHHBIX (HaKTOpOB"
(Cobpanue 3axonoaarennctBa Poccuiickoit @enepannn, 2020, No 15, ct. 2295).

12. IlyHkT 1 W3MeHEHMM, KOTOpBIE BHOCATCA B akThl IlpaBuTenbcTBa
Poccuiickonn ®enepannu, yTBEPKIACHHBIX NOCTaHOBIeHHEM [IpaBuTenbcTBa
Poccuiickoit ®denepaunu ot 24 centsaops 2020 r. Ne 1541 "O BHeceHuu
W3MEHEHU B HekoTopwle akThl IIpaBurensctBa Poccuiickonn Peneparun”
(Cobpanue 3axonoaarennctBa Poccuiickoit @enepannn, 2020, Ne 40, ct. 6271).

13. IlyHKT 2 W3MEHEHWM, KOTOpBIE BHOCATCA B akThl IIpaBuTenbcTBa
Poccuiickoii @enepanuu o BonpocaM 00eceueHHsl TpaXaaH JIEKapCTBEHHbBIMHU
npenapaTtaMy, yTBEPKICHHBIX MocTaHoBIeHMEM I[IpaBurensctBa Poccuiickon
Oenepanuu ot 26 okTaOpst 2020 r. Ne 1733 "O BHECeHHUM W3MCHEHHI
B HekoTopsle akThl [IpaBurensctBa Poccuiickonn denepanuu mo BoIpocam
oOecniedyeHrss  TrpaxaaH  JekapcTBeHHbIMH  mpemapatamu"  (CoOpanue
3akoHoAaTenbcTBa Poccuiickoit @enepanuun, 2020, Ne 44, ct. 6991).

14. AG3an Tperuii mynkta 1 mocranosienus [IpaBurensctBa Poccutickoit
@eneparru ot 31 okTsa6ps 2020 1. Ne 1771 "O6 yTBepkaeHUN 0COOCHHOCTEH
roCyJ1apCTBEHHOTO peryaupoBaHus penebHbIX OTITYCKHBIX LEH



MIPOU3BOAMTENICH HA JIEKApPCTBEHHBIE IpeEnapaThl, BKIIOYEHHBIE B IEpEYCHb
KU3HEHHO HEOOXOOUMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX MPENapaTos,
M BHECEHMM W3MEHECHHMU B OTHenbHble akThl [IpaBurtenscTBa Poccuiickon
@enepanuu’ W M3MEHEHMs, KOTOpPBIE BHOCATCA B  OTACIIBHBIE  AKTHI
IIpaButenscTtBa  Poccuiickont ~ @enepauun, yTBEPKICHHBIE  YKa3aHHBIM
noctanoBlieHneM (CoOpanue 3akoHoAaTenbcTBa Poccutickoit @eneparuu, 2020,
Ne 45, ct. 7124).

15. IlocTaHOBIIEHME [IpaBuTenscTBa Poccniickon denepanun
or 18 Hos6ps 2020 r. Ne 1858 "O BHecennmn wusmenenuii B IlpaBuna
oOs3arenpHON mepepeructpammu B 2019 - 2020 romax 3aperucTpupOBAaHHBIX
MIpeAeNbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENICH Ha JIE€KapCTBEHHBIE Ipenaparsl,
BKIIIOUEHHBIE B TEPEYCHb JKU3HEHHO HEOOXOAMMBIX ¥  Ba)KHEHIIHNX
nexkapcTBeHHBIX mpemnapatoB" (CoOpaHue 3akoHOAaTeNnbcTBa Poccuiickoi
®epneparuu, 2020, Ne 47, cT. 7556).

16. IIlyHKT 2 W3MEHEHMM, KOTOpBIE BHOCATCA B akThl IlpaBuTenbcTBa
Poccuniickonn ®denepanuu, yTBEpKIACHHBIX IOCTaHOBIEHHEM [IpaBuTenbcTBa
Poccuiickoit @enepannu ot 6 HOs1Opst 2024 1. Ne 1498 "O BHeceHUU U3MEHEHUMN
B HekoTopble akThl IlpaButensctBa Poccuiickoit ®enepauun" (CoOpanue
3akoHoAaTenbcTBa Poccuiickoit @enepanun, 2024, Ne 47, ct. 7111).




