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MoctaHoBneHue MNMpaButenbcTBa Poccunckon ®egepaumm ot 8 anpensa 2025 r. N 462 "O
rocyfapCTBeHHOM perysimpoBaHUM LIeH Ha NeKapCcTBeHHbIe npenapartbl, BKITKO4YEHHbIe B
nepe4veHb XU3HEHHO HEOOX0ANMbIX U BaXXHEMLUX NeKapCTBEeHHbIX NpenapaToB AnA
MeaULMHCKOro npumMmeHeHunsa"

TAPAHT: Cwum. cpaBHUTENbHbINM aHanmu3a [IpaBuir rocperucTpaniy npeaeabHbIX OTIYCKHBIX [IEH
Eﬂ Ha IpemnapaThl, BKJIIOYEHHBIE B II€EpEYEHb JKU3HEHHO HEOOXOAMMBIX M  Ba)KHEHIINX
JIEKapCTBEHHBIX npenapaTtos, 2010 u 2025 rr.

B cootBercTBUM co cTaTbsamu 61 - 63 denepanpHoro 3akoHa "OO 0oOpallleHUH JIEKAPCTBEHHBIX
cpenctB" [IpaButenbpctBo Poccuiickoit denepariny MOCTaHOBIISCT:

1. VTBepauTh npuiaraemsie:

[MpaBuna rocymnapcTBEHHOW pErHCTpallik M TEePEPerucTpaliMyd  MPeNeNbHBIX OTIMYCKHBIX ICH
MIPOW3BOJMTENICH Ha IJIEKapCTBEHHBIC IIpenapaThl, BKIIOYEHHBIE B IEPEUYEHb KU3HEHHO HEOOXOAMMBIX H
BOKHEHMIINX JIEKApPCTBEHHBIX NIPEMAPATOB AJI1 MEAULMHCKOTO TPUMEHEHUS;

lMpaBvna BemeHHs TOCYIAapCTBEHHOTO peecTpa MHPENeNIbHBIX OTITYCKHBIX LIEH MPOM3BOIUTENCH Ha
JIeKapCTBEHHBIE MPENapaThl, BKIIOYSHHBIE B TIepeUeHb KU3HEHHO HEOOXOJUMBIX M BaKHEUIINX JIEKApCTBEHHBIX
MIpernapaToB A MEIUIIUHCKOTO MTPUMEHEHUS;

[MpaBuna ycraHOBJEHUS WCIOJHHUTEILHBIMU OpraHamMu cyObekToB Poccuiickoit ®Denepanun
npeebHBIX Pa3MEpOB ONTOBBIX HAN0ABOK M MPEACTbHBIX Pa3MEpOB PO3HHYHBIX HaJA0aBOK K (DAKTHUECKHM
OTITyCKHBIM I[I€HaM, YCTaHOBJICHHBIM NPOHM3BOIMTENSIMU JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKapCTBEHHBIC
IIperaparsl, BKIIOUYEHHBIE B TIEPEUYCHb KU3HEHHO HEOOXOIWMBIX M BaXKHEHIITNX JEKapCTBEHHBIX IpErapaToB
JUTISl METULIMHCKOTO PUMEHEHUST;

[MpaBuna gopMupoBaHUs OTIYCKHBIX IIEH HA JICKAPCTBEHHBIC MpenapaThl, BKIIOUCHHBIC B MEPEUCHb
KU3HEHHO HEOOXOMUMBIX W BAKHEHININX JIEKAPCTBEHHBIX NpPENaparoB Ui MEIUIIMHCKOTO TPUMEHEHHS,
OpraHu3alliIMH  ONTOBOM TOPrOBIM  JIEKAPCTBEHHBIMU  CPEACTBAMM, AaNTEUHBIMH  OpraHU3alUAMH,
WHAWBUAYATbHBIME TPEANPUHUMATENSAMH, HMMEIOIMIMMHU JIMLICH3HI0O Ha (apMaLeBTHYECKYIO NEsTEIbHOCTS,
MEIWIUHCKUMH OpraHU3allMsAMH, HMEIOUIMMHU JIMIEH3WI0 Ha (apMaleBTHUYECKYIO IESTEIbHOCTh, W HUX
000COONEHHBIME TIOJIPA3JICJICHUSIMA, PACIIONIOKEHHBIMH B CEJIbCKUX HACENICHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHbIE OpraHU3aIHH;

M3MEHEHWS, KoTopelie BHOCATCA B akThl [IpaBurenbctBa Poccuiickoit @eaepaiuu.

2. MunuctepcTBy 3apaBooxpaneHust Poccuiickoit @enepanny n denepanbHOl aHTUMOHOIOIBHOM
ciry)k0e JaBaTh MpPU HEOOXOJUMOCTH PA3bCHEHWS O MPUMEHEHUIO TPAaBHUII, YTBEPXKIECHHBIX HACTOSIIHM
IIOCTaHOBJICHUEM.

3. [Ipu3HaTh yTpaTUBIIMMH CHIIy aKThl U OTJEJbHbIE MOJOXKEeHUs1 akToB IIpaBurenbcrBa Poccuiickoi
depepanuu N0 MNEPEUYHIO COMIACHO MPUTTOXKEHUIO.

4. Hacrosmiee moctaHoBiIieHHE BcTymaeT B cuiry ¢ 1 ceHTsiOps 2025 1. u melictByeT m0 1 ceHTAOpA
2031 r.

IIpencenarens IIpaBurenscTBa
Poccutickoit ®eneparuu M. Muntyctux

YTBEPXXOEHbI

nocrtaHosnexHvem MNpaButenbcTBa
Poccuiickon ®epepauum

ot 8 anpens 2025 r. N 462

[IpaBuaa
roCyJapCcTBEHHOM PerucTPAliH M NepeperncTpanuy Npee/IbHBIX OTIIYCKHBIX IleH MPONU3BOANTe/IeH Ha
JIeKapCcTBeHHbIE MpenapaThl, BKIIOYeHHbIe B lepeYeHb jKH3HEHHO He00X0AUMBIX H BaKHEHIIINX
JIeKapCTBEHHBIX NpenapaToB A1l MeANIMHCKOT0 NPUMeHeHns

1. Hacrosmue IlpaBmia ycTaHaBIMBAIOT MOPSAOK OCYLIECTBIECHHUS TIOCYJapCTBEHHON PperucTpanuu
MpeeNbHBIX OTIYCKHBIX LEH MPOM3BOAMTENEH Ha JIEKapCTBEHHBIC Npemnaparhl, BKIIOUCHHBIE B MepeveHb
KHU3HEHHO HEOOXOIMMBIX M BaKHEHMIIMX JIEKAPCTBEHHBIX IPENapaToB Ul MEIHLUWHCKOTO IMPUMEHEHUS,
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yrBepxaaemblii IlpaBurensctBom Poccuiickoit ®enepamun  (manee COOTBETCTBEHHO - JIEKAPCTBEHHBIE
Mperaparbl, TMpeAeTbHbIE OTIMYCKHBIE IIEHbI, TOCYJapCTBEHHAs pPETUCTpaIys), U IepeperucTparuu
3apETHCTPUPOBAHHBIX MPEAETFHBIX OTIYCKHBIX IeH (Hajiee - IepeperucTpars).

2. OxazaHue TOCYAapCTBEHHON YCIYTH TIO TOCYJApCTBEHHOW PpErHCTpald M TepeperucTpanun
SIBIISIETCS OECTIIATHBIM.

3. 'ocynapcTBeHHYIO PETUCTPAIUIO U MIEPEPETUCTPAIINIO, & TAKXKEe BHECEHHUE 3apETHCTPUPOBAHHON M
MEPEPETUCTPUPOBAHHON MPEACIBbHON OTIYCKHOM LIEHBI B TOCYNAPCTBEHHBIM peecTp MpeNeiabHBIX OTIIYCKHBIX
LIeH MPOU3BOANTENCH Ha JIEeKapCTBEHHBIC Mpenaparhl, BKIIOYCHHBIE B ME€PEYEHb KU3HEHHO HEOOXOAUMBIX H
BaXHEHIIMX JIEKAPCTBEHHBIX MpENapaToB Uil MEIWLWHCKOTO MpHMEHEHHUs (Janee - peecTp MpelesibHBIX
OTITyCKHBIX LI€H), OCYIIeCcTBIsIeT MUHUCTEPCTBO 3paBooxpaHeHus Poccuiickoit @enepanuu.

4. OcHoBaHUSMH JIi OTKa3a MUHUCTEPCTBOM 37apaBooxpaHeHMs Poccuiickoit ®enepanuu B
roCyapCTBEHHOM PErUCTpalluil WU MepeperucTpalnuy SBIsIOTCS:

a) TIpeBbIIIEHNE 3asBJICHHON I TOCYyIapCTBEHHOW PErHCTpalyy WM MepeperucTpanyy npeaeabHON
OTITYCKHOM IIEHBI HaJl MPEeAeIbHON OTIYCKHOM IICHOH, ONpeIeCHHOM ¢ yueToM TpeOoBaHuil MyHKTOB 12 u 13
Hactosimux [IpaBun;

0) HempencTaBlCHHE JOMOJHUTENHLHON WH(OpMAIMK, TPEAYCMOTPEHHOW MYyHKTOM 16 HacTosimux
IIpaBui;

B) pemenne DenepanbHONl aHTHUMOHOMOJNBHOW CIIyObl 00 OTKa3e B COTJIACOBAaHWU TPEIEeNbHON
OTIyCKHOW II€HBI, Ha OCHOBaHMM KOTOporo MUHHCTEPCTBO 371paBooxpaHeHus Poccuiickoir ®Penepaunn
MIPUHUMAET pelIeHne 00 0TKa3e B TOCYAapCTBEHHOM PerUCTpalliy WK IepeperucTpaimy.

5. OKOHOMMYECKHUI aHaIU3 MpPEACIbHON OTIYCKHOHM IIEHBI (Jlanee -DKOHOMHUYECKHH aHalu3) IpU ee
rOCyJapCTBEHHON pEerucTpalyy 1 nepeperucTpanun ocymectsisier OeaepanbHas aHTUMOHOIIONBHAS CITyK0a.

6. Jlns rocyapCTBEHHOM perucTpanuy U MepeperucTpalnnu npeaeabHON OTITyCKHON IIEHbI JiepKaTelb
WIN BIIaJieJiel] peTUCTPAI[IOHHOTO YJOCTOBEPEHHS JIEKapCTBEHHOTO MIperapara Wid YIOJTHOMOYEHHOE UM JIHIIO
(mamee - 3asBHUTENH) MpeaCTaBiIsseT B MUHHCTEPCTBO 31paBooxpaneHus Poccutickoit Deaepanuu 3asBiICHUE O
rOCyIapCTBEHHOM PErucTpanyy MpeAeIbHBIX OTIYCKHBIX IIEH MPOU3BOIUTENCH Ha JIEKapCTBEHHBIE TIPenapaThl,
BKJIFOUEHHBIE B MEPEYEHb JKM3HEHHO HEOOXOIWMBIX W BaXHEWIIMX JIEKAPCTBEHHBIX MPEMapaTroB I
MEJIMIIUHCKOTO NPpUMeHEeHUsI, 10 popme cortacHo npunoxeHntio N 1 (manee - 3asBieHHe 0 TOCYIAPCTBEHHOM
perHCTpanyi) WA 3asBICHHE O TMepeperucTpaldil MPEIeNbHBIX OTIYCKHBIX II€H MPOW3BOAUTENeH Ha
JIeKapCTBEHHBIE TIPETIapaThl, BKIIOUEHHBIE B TIEPEUCHD KU3HEHHO HEOOXOAMMBIX W BAYKHEUIIIHNX JIEKAPCTBEHHBIX
MpenapaToB il METUIIMHCKOTO MPUMEHEHUs, Mo GopmMe cormacHo npunoxeHuto N 2 (manee - 3asBieHHE O
MEPEPErucTPaIii) MOCPEACTBOM (eaeparbHON ToCyIapCTBCHHOW HWH(DOPMAIIMOHHOW cHcTeMbl "EOUHbLIN
rnopTar rocyJapCTBEHHBIX U MYHUIIUIAIBHBIX ycIyr (pyHKIuH)" (najnee - eIuWHBIA TOPTal) WIK B JIMYHBIN
kabuHeT MuHUCTEpCTBA 3JpaBooXpaHeHus Poccuiickoit ®Dexepanuu B €IUHOH  TOCYJIapCTBEHHOM
UHQOPMAIIMOHHOH cucTeMe B cdepe 37ApaBooXpaHeHus (Janee - equHas HHQOpMaIMOHHAs cucTeMa) B opme
JNIEKTPOHHBIX  JOKYMEHTOB, MOJINHMCAHHBIX JJIEKTPOHHOW  MOAMWCHLIO  3asBUTENS, BHIBI KOTOPOWM
npeaycMmorpensr PefepanbHbiM 3akoHOM "O6 00palieHnH JeKapCTBEHHBIX CPeAcTB".

7. Hns 1uenedl rocylapCTBEHHOM pErucTpaliuy 3adBUTEIb MPEJICTABISET B DJIEKTPOHHOM BHUJIE
IIOCPEACTBOM ELVHOr0 rnopTara uii equHoH WHPOPMAIMOHHON CHCTEMBI JOKYMEHTH M CBEIIEHUS C yIE€TOM
TpeOoBaHMI METOANKIN pacueTa MpeAeTbHBIX OTIYCKHBIX IIeH MPOU3BOJUTENEH Ha JeKapCTBEHHBIE TIPenapaThl,
BKJIFOUEHHBIE B [EPEYEHb JKM3HEHHO HEOOXOMWMBIX W BaXHEWIMX JIEKAPCTBEHHBIX IMPEMapaTroB I
MEIUIUHCKOTO MPUMEHEHHUs, YTBEP)KICHHOW B cooTBeTcTBUU ¢ PefeparibHbiM 3akoHOM "OO0 obparieHuu
JIEKapCTBEHHBIX CPeCTB" (Haliee - MEeTOAMKA), BKIIOYAIOIIUE B ceOsl:

a) cBeZieHUs 00 o0beMax M O LEHaX OTIyCKa HaXOZSIIerocs B 00OpalieHnu Ha Tepputopun Poccuiickoit
®denepannu JEKapcTBEHHOrO Mpernapara Mponu3BOAUTENS FOCyIapcTBa - uieHa EBpa3niickoro 5KOHOMHUYECKOT0
COI03a U JIEKApCTBEHHOI'O Ipernapara HHOCTPAaHHOTO MPOM3BO/CTBA, NEpBUYHAs M (WMJIM) BTOpUYHAs YMAaKOBKa
KOTOPOT'O OCYUIECTBIISIETCS MM TMEpPBUYHYI0 M (MJIM) BTOPUYHYIO YINAKOBKY KOTOPOTrO IIJIaHMPYETCS
ocylecTBIATh B Poccuiickoil Penepanuu, B JaJbHEHIIEM MPOXOAAILME IPOLENYPY IOATBEPKIACHUSA
IIOCPEACTBOM CHUCTEMbl MOHUTOPHHTA IBMKCHHS JIEKAPCTBEHHBIX MPEMapaToB ISl MEAUIIUHCKOTO TPUMEHEHHS
(manee - cucremMa MOHUTOPHHTA);

0) pacder mpeaenbHO OTITyCKHOM IICHBI, IPEICTaBIIEMON Ha TOCYJapCTBEHHYIO PETHCTPAITHIO;

B) pacyeT MpeAcTbHON OTITYCKHON IIeHB Ha BOCIPOW3BEICHHBIM, OHMOAHAIOTOBBIN (OHMOMOMIOOHEII)
JIeKapCTBEHHBIN Tpernapar, MpeCTaBIsIeMOl Ha TOCYIaPCTBEHHYIO PETUCTPAITHIO;

') pacueT HpeelbHOW OTITYCKHOW IIEHBI Ha JIEKapCTBEHHBIN Ipernapar MPOU3BOAUTENS TOCYAapCcTBa -
wieHa EBpazniickoro 3JKOHOMHYECKOTO COI03a, MMPEACTABIISIEMOI Ha TOCYIapCTBEHHYIO PETUCTPALIUIO;

) CBEOCHMS O HAJIMYMM 3apPETUCTPUPOBAHHBIX TMPEIACIBHBIX OTHYCKHBIX IIEH Ha 3asBIISIeMbIH
JIEKapCTBEHHBIN Ipemnapar.

8. Jlns nenei nepeperucTpanyu 3asiBUTENb IPEACTaBIAET B JIEKTPOHHOM BHUJIE ITOCPEACTBOM €4NHOIo
roprtana wim eauHol HH(OPMAIMOHHON CHCTEMBI TOKYMEHTHI M CBEJICHHS C YIeTOM TpeOOBaHUI METOLANKM,
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BKJTIOYAIOIINE B CeOs:

a) ceeneHUs 00 00BEMax M O IEHaxX OTITycKa HaXOJAIIeTroca B 00paleHny Ha Tepputopun Poccuifckoit
Qenepanny JTEKapCTBEHHOTO Tperapara MPOU3BOIAUTENS TOCYIapCTBa - WieHa EBpa3niickoro SKOHOMHUYECKOTO
CO03a ¥ JIGKAPCTBEHHOTO Tperapara HHOCTPAHHOTO MPOM3BOJCTBA, NIEpBUYHAS M (WJIM) BTOPUYHAS YIIAKOBKa
KOTOPOTO OCYIIECTBIIICTCS WJIH TEPBUYHYI0 W (WJIM) BTOPUYHYIO YIIAKOBKY KOTOPOTO TUIAHHUPYETCS
ocymectBiIiITh B Poccuiickoit ®enepanuu, B JambHEHIIEM MTPOXOASIIAE MPOIERypy MOATBEPKIACHUS
IIOCPEACTBOM CHCTEMBI MOHUTOPHHTA;

0) pacueT mpeaenbHON OTIYCKHOM LIEHBI, IPECTABIIEMON Ha IEPEPEruCTPaItIO;

B) pacueT mpeelbHON OTIYCKHOHW IIeHBI Ha JIEKApCTBEHHBIH NpemnapaT NpOU3BOAMTEINS TOCYAapCTBa -
wieHa EBpazniickoro 3KOHOMHYECKOTO COI03a, MPEACTABIIEMON Ha NIEPEPETUCTPALIUIO;

I) CBEJCHHA O HAIWYUM 3apETUCTPUPOBAHHBIX TPEAETbHBIX OTIYCKHBIX II€H Ha 3asBIIIeMBbIH
JIEKapCTBEHHBIN ITpenapar;

1) 000CHOBaHME pacdeTa MpeAeTbHON OTITyCKHOW IIEeHBI Ha JIEKapCTBEHHBIN Ipenapar MpON3BOAUTENS
rocynapcTa - wieHa EBpa3uiickoro 3KOHOMHYECKOTO COI03a, TIPEACTABIIAIEMON Ha MepeperucTpaIuio;

€) o0OCHOBaHHME pacdeTa MpeAenbHON OTIMYCKHOH IeHBl Ha JIEKapCTBEHHBIM MpernapaT WHOCTPAHHOTO
MIPOM3BOJCTBA, B TOM 4YHCJIE TEpBUYHAS M (WJIM) BTOPUYHAS YIAKOBKA KOTOPOTO OCYIIECTBISIETCS WIIH
MIEPBUYHYIO U (W) BTOPUYHYIO YITAKOBKY KOTOPOTO TUIAHUPYETCS OCYIIeCTBIATh B Poccuiickoit Meneparum,
MIPEICTaBIIEMOI Ha TIepeperuCTPaIIHo.

9. B ciydae ecnu OT MMEHH 3asBUTENs JCHCTBYET HHOE JIUIO, €0 IOJHOMOYHS JIOJDKHBI OBITh
MIOATBEPKJEHBI B YCTAHOBIEHHOM 3aKOHOJaTeNbCcTBOM Poccuiickoit ®denepannu nopsiake. [ moaATBEpKICHNS
MIOJIHOMOYMHA TPEACTABUTENA 3asBUTENS JIOMYCKAeTCsl HCIOJb30BAaHHE B TOM UHCIE MAIIMHOYUTAEMOH
JIOBEPEHHOCTH, C(HOPMHPOBAHHOH C HCIONb30BaHHEM (eAepaabHOil TocyAapcTBEHHOH HWH(OPMAIMOHHOM
cucrembl "ExuHas cucreMa HMICHTUQHUKANMU W ayTCHTU(QHUKANWU B WHPPACTPYKType, O0OeCHeUMBAOIIEH
UHQOPMAIIMOHHO-TEXHOJIOTHYECKOE  B3aMMOJICHCTBUE HMH(POPMALMOHHBIX ~ CHCTEM, HCIIOJIB3YEMbIX  JUIS
MPEJOCTABICHHUS TOCYIaPCTBEHHBIX ¥ MYHHUIIUIIAIBHBIX YCIYT B AJIEKTPOHHOH hopme".

[IpencraBuTens 3asBUTENS BIpaBe MPEICTaBUTh MO COOCTBEHHOW HWHHUIIMATHBE WHBIE JTOKYMEHTHI,
ITOATBEPIKIAIOIINE €T0 TTOJTHOMOYHSL.

10. 3asBuTens BIpaBe MOMOIHHUTENBHO K TEPEYHIO TOKYMEHTOB M CBEACHWH, MPEIyCMOTPEHHBIX
NyHKTamu 6 - 8 nacrosimux [IpaBui, mpeacTaBUTh MO COOCTBEHHON HHUIIMATHBE WHBIC IOKYMEHTBI U CBEICHUS
JUTS TOCYTAPCTBEHHOW PETUCTPAINH U TIEPEPETUCTPAIIHH.

11. CBenenus, coaepxamuecs B 3afBIIEHMM O TOCYIapCTBEHHOM perucrpanuu u 3adBIIEHUM O
MIEpPEPETUCTPALINH, JOJDKHBI COOTBETCTBOBATH CBENCHUSM, YKa3aHHBIM B PErHCTPALMOHHOM YAOCTOBEPEHHH
JIEKapCTBEHHOTO TIpenapaTra, BBIJAaHHOM B COOTBETCTBHU C 3aKOHoAarelabcTBOM Poccuiickoit ®deneparuu, u
(W1M) B PErUCTPAllMOHHOM YIOCTOBEPCHHH, BBIIAaHHOM B COOTBETCTBMM C [IpaBuriaMu perucrpaiuu u
3KCIIEPTH3HI JIEKAPCTBEHHBIX CPEJICTB A MEIUIIMHCKOTO NMPUMEHEHUs, YTBEpPKIEeHHbBIMHU pelleHeM Coserta
EBpasuiickoii s3koHOMHYECKOM KoMuccuu 0T 3 HOsi0ps 2016 r. N 78 "O [lpaBuiax perucTpaiuy u 3KCIepTU3bI
JIEKapCTBEHHBIX CPEICTB IS MEAUIIMHCKOTO ITPUMEHEHUs", Ha JIEHb MOJaYl COOTBETCTBYIOIIETO 3asBJICHHMS.

12. B ciry4ae npencTaBieHus 3agBUTEIEM 3ASBIEHNS 0 TOCYAapCTBEHHON PETHCTPAIMH IO UCTEYEHUS
3 jreT co JHS MPUHATHS MHUHHCTEPCTBOM 31apaBooxpaHeHus Poccutickoit Deaepannu permenusi 00 UCKITIOUEHUH
MIpeeNbHON OTIMYCKHOM IIEHBI M3 peecTpa MpeAeNbHBIX OTIIYCKHBIX IIeH 3asBJICHHAs MpeelbHasi OTIIyCKHAS
[leHa HE MOXET TPEeBHIIaTh paHee WCKIIOUEHHYI0 TIpeAeNbHYI0 OTIYCKHYI0 IieHy (06e3 ydera
IIPOM3BOJICTBEHHOM IUIOMIAIKA) HMCXOJs W3 CTOMMOCTH OJHOHM JIeKapCTBEHHOW ()OPMBI COOTBETCTBYIOIICH
JIO3UPOBKH JICKAPCTBEHHOT O Ipernapara.

13. 3asBieHHas K TOCYyIapCTBEHHOW PETHUCTpAIlVH Npe/elibHAs OTIYCKHAs IIEHA HE MOXET IPEBHIIIATh
IeHy, ykasaHHytoo B noanyHkte 5.5.4 mnpunoxenuss N 1 k IlpaBuimam QopMupoBanHus mepevHei
JIEKapCTBEHHBIX MPENapaToB s MEIUIIMHCKOTO IPUMEHEHUS U MUHUMAJIBLHOI'O aCCOPTUMEHTA JIEKAPCTBEHHBIX
npenaparoB, HEOOXOAMMBIX JJIsI OKa3aHWUS MEIUIMHCKOW TOMOIIHM, YTBEPXIEHHBIM [OCTaHOBIEHNEM
[IpaButensctBa Poccuiickoit ®enmepanm ot 28 asrycra 2014 r. N 871 "OO6 yrtBepxkaenun [IpaBun
(dbopMHpOoBaHUs TIepevHeil JEKapCTBEHHBIX MPENapaTroB Uil MEIUIIMHCKOTO TNPUMEHEHHS W MHUHUMAIBHOTO
ACCOPTHMEHTA JIEKaPCTBEHHBIX MPENapaToB, HEOOXOAMMBIX IJIs OKa3aHH METUIIMHCKON TTOMOIIH .

14. MunuctepcTBO 3apaBooxpaneHus Poccuiickoit Menepanmmm B Tedenne 10 pabouymx mgHEHW co mHA
MPUHATHS JOKYMEHTOB M CBEJICHUH, IPeTyCMOTPEHHBIX MyHKTaMu 6 - 10, 24, 25 u 37 nacrosmumx [Ipasui:

a) TPOBOAMT MPOBEPKY MOIHOTHI W JOCTOBEPHOCTH CBEIEHHH, CONEP)KAIIUXCS B IPEICTaBICHHBIX
JIOKYMEHTaX, B TOM YHUCIIE C MCIIOJIb30BaHUEM T'OCYIapPCTBEHHOTO PEecTpa JIEKAPCTBEHHBIX CPEJICTB H CHCTEMBI
MOHHTOPUHTA, W TMOCPEACTBOM €IWHOW WH(MOPMAIMOHHOW cHUCTeMBbl HampaBisieT B DenepaibHYyIO
AHTUMOHOTIONIBHYIO CIYKOy yKa3aHHbIE JOKYMEHTHI M CBEICHHS AJISl IPOBEACHUS SKOHOMHYECKOTO aHAIIN3a;

0) 3ampammBaeT Npu HEOOXOOUMOCTH Y MUHHCTEpCTBA MPOMBIIUIEHHOCTH U TOpProBiu Poccuiickoit
Oenepanu B MOPSAAKE MEXKBEIOMCTBEHHOTO HH(OPMALMOHHOTO B3aMMOJCHCTBUS TOCPEACTBOM EIUHOM
CUCTEMbI MEKBEJJOMCTBEHHOT'O 3JIEKTPOHHOTO B3aWMOJICHCTBUS CBEJIEHHUS O JHMIEH3MM Ha MPOU3BOJICTBO
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JIEKapCTBEHHBIX CPEJCTB B OTHOIICHWH Ka)KIOTO JIEKAPCTBEHHOTO Tperapara, yKa3aHHOTO B 3afBIIEHUN O
rOCyIapCTBEHHOM PETHUCTPAIlUH HITH 3aABIEHNM O TepeperucTpalny;

B) TOJy4YaeT W3 CHCTEMBl MOHHTOPWHTA CBEACHHS 00 o0beMax M O I[eHaX BBO3a JIEKApPCTBEHHOTO
mperapara HWHOCTPAHHOTO IIPOWM3BOJICTBA, HAXONANIETocs B oOpalleHud Ha Tepputopuu Poccuiickoii
denepanuu;

r) popMupyeT 1 HalpaBIsAET 3aSBUTEIIO TOCPEACTBOM EMHOIO rnopTara u eanHoi nHHOPMAITHOHHON
CHCTEMBI IMCHMO, MOIIMCAHHOE YCUJICHHOW KBaJH(DUIIMPOBAHHON 3IIEKTPOHHOW MOAMUCHIO, O HAaNpaBICHHN
JOKYMEHTOB W CBEICHHUI, MpPELyCMOTPEHHBIX MyHKTaMu 6 - 8 wnacrosmmx [IpaBmin, B ®DenepaibHyro
AHTUMOHOTIONBHYIO CITykO0Y;

1) Ha OCHOBaHUM MYyHKTa 4 Hactosux [IpaBuin GopMUpYyeT U HANpaBISET 3asABUTEIIO MOCPEICTBOM
eAVHoro roprtana W eauHOW WH(POPMAIMOHHOM CHCTEMBI IHCBMO, TOAMHCAHHOE YCHJICHHOW
KBaTH(DUIIMPOBAHHONH ONEKTPOHHOM MOAMUCHLIO, 00 OTKa3e B TOCYJApPCTBEHHOW PETHUCTPALUU HIIH
MepeperucTparny.

15. B ciyuyae HecoBmajeHUs CBEICHUM, MpeICTaBIEHHBIX 3asBuTesneM, denepanbHON TaMOKEHHOU
CITy’k00# 1 CHCTEMO MOHHTOPHHTA, IPUOPUTETHBIM HCTOYHUKOM SIBIISIETCS] CHCTEMa MOHUTOPHHTA.

16. MuHnucrepcTBo 3apaBooxpaHeHust Pocculickoit @enepannu 1o pe3ysbraraM MNpOBEACHUS IPOBEPKU
CBEJICHUM, COACPKAIIUXCSA B MPEACTABICHHBIX 3asBUTENIEM JOKYMEHTaX, MPEeIyCMOTPEHHOU MOoAMyHKTOM "a"
nyHkTa 14 wactosux [IpaBun, B ciydae BBISBICHHUS WX HEMONHOTHI M (W) HEAOCTOBEPHOCTH HAMPABIISIET
3afBUTENI0 3alpoC O HEOOXOAMMOCTH MPEICTABICHUS [OMOJHHUTENbHOW HH(pOpMAlMy Al yCTPaHEHHS
BBISIBIICHHBIX HEMOJIHOTHI U (MJIM) HEJOCTOBEPHOCTH CBEACHUI.

3asBUTENs TNpEACTaBISET MO 3ampocy MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoit Penepaunn
COOTBETCTBYIOIIYIO HH(POPMALIUIO MIOCPEICTBOM EMHOIO NnopTara uix eAnHol HHPOPMaIlHOHHOW CHCTEMBI.

[Ipu sTOM OOWIMIA CPOK PacCMOTPEHHS JTOKYMEHTOB MUHHCTEPCTBOM 3/paBOOXpaHeHHs Poccuiickoit
®denepanuy NPUOCTAHABIMBACTCS A0 JHS MOCTYIUICHUS OT 3asBUTENS 3alpallidBaeMoil MH(POpPMALUKM, HO HE
0oJsiee yeM Ha 7 pabouuX JAHEH.

[Ipm HemocTyruieHWHM OT 3asfBUTENS B YCTAHOBIEHHBIH CpOK 3ampaiinBaeMoil WH(opMaIuu
MuHucTepcTBO 31paBooxpaneHus Poccuiickoit @enepannu B TeUSHUE OAHOTO padOodero THS CO THS UCTCUCHUS
CpOKa, mpeaycMoTpeHHoro absalem TpeTbMM HACTOSIIEro IMyHKTa, MPUHHMAeT pelieHHe 00 OTKase B
rOCY/IapCTBEHHOM PETUCTPAIlMH WJIM TMEPePEerHCTpallii 10 OCHOBAHMIO, YKa3aHHOMY B MNoOAnyHkte "6"
NyHKTa 4 Hacrosmux [IpaBui, O YeM YBEIOMIISICT 3asfBUTENS MOCPEICTBOM CIHHOTO IMOpTaia W eIUHOMN
WHGOPMALTMOHHON CHCTEMBI.

17. ®epepanbHas aHTUMOHOIIONBHAsA CiIyXO0a B TedueHHe 15 paboumx IHEH €O OHS TOMy4YeHHUS
JOKyMEHTOB W CBEICHUIA, yKa3aHHBIX B MyHKTax 6 - 8 nHacrosmmx [IpaBui, mMpoBOAMT B COOTBETCTBUU C
Hactosiumu [IpaBunamMu u METOLMKOW SKOHOMHYECKHH aHali3, NPUHUMACT pEIICHHE O COTJIaCOBaHUH
npeAe’bHOM OTIYCKHOM ILeHbl WM 00 OTKa3e B €€ COrJacoBaHWW (C W3JI0KEHHEM MpPUYHMH OTKaza) H
MOCPEJICTBOM €AMHOW WH(POPMAIIMOHHON CHCTEMbI HANPaBISIET COOTBETCTBYIOIEE pelieHne B MUHUCTEPCTBO
3apaBooxpaHenus Poccuiickoit @enepannu.

18. denepanbHast aHTUMOHOTIONBHAS CITy’K0a TI0 pe3yJbTaTaM MPOBEACHHS SKOHOMHYECKOTO aHaIHN3a B
Clly4ae BBISBICHWS HETONHOTH W (WMJIM) HEAOCTOBEPHOCTH TIPEACTABICHHON 3asBUTENleM HWH(OPMAIIHH,
coJiepKallieiicsi B JIOKYMEHTaX W CBEJCHHSX, YKa3aHHBIX B MyHKTax 6 - 8 Hacrosimux [IpaBui, HampapiseT
3asIBUTENIO U (MJIH) FOPUIMYECKOMY JIUILY, OCYIIECTBISIONIEMY e TeIbHOCT MPH 00paIieH!H JIeKapCTBEHHBIX
cpenctB, u (W) ¢eneparbHBIM OpraHaM HCIOJHHUTEIHHON BIACTH B TpENeNaX MX KOMIIETEHIIUH 3alpoc O
HEOOXOIUMOCTH MPEACTABICHUS JOMOIHUTEIBHON HH(POPMALUK sl YCTPAHECHUs! BBISIBICHHBIX HEHOJIHOTHI U
(Mn1K) HEAOCTOBEPHOCTHU CBEACHUIA.

IIpu sTOoM 0OmMI Cpok paccMoTpeHHs OOKyMeHTOB dDenepanbHON aHTUMOHOIOJIBHON CIyxKOO0MH
MIPUOCTaHABIMBACTCS 10 JTHSA MOCTYMJIEHHS OT 3asBUTENSA U (MIM) IOPUAMYECKOTO JIUIA, OCYIIECTBISAIOIIETO
JEeSITeNbHOCTh MPH OOpAaIIeHNH JIEKapCTBEHHBIX CPEICTB, M (WIH) (elepalbHOr0 OpraHa HWCIIOJHUTEIbHOM
BJIACTH 3aIlpallliBaeMbIX CBEICHHI U MH(POpPMAaLIMK, HO He Oosee ueM Ha 7 pabounx JHEH.

depepanbHas aHTUMOHOIOJbHAS CITy)KOa HampaBIsieT 3asBUTEII0 3ampoc, yKa3aHHbli B ab3aue
NMepBOM HACTOAILIETO MYHKTAa, MOCPEACTBOM JIMYHOTO KaOWHETa YIOJIHOMOYEHHOTO (enepalbHOro opraHa
HCTIOTHATEIILHOM BIIACTH B €UHOW HHPOPMAITMOHHON CHCTEME.

3asButens 10 3anpocy denepaibHOW aHTUMOHOIOJIBHOW CIyXObI, yKazaHHOMYy B ab3ale rnepsom
HACTOAIIETO ITyHKTAa, pa3MelaeT COOTBETCTBYIONIYIO MH(OPMAIIMIO B €JUHON WH(POPMAIIMOHHOW CHCTEME B
TeyeHne 7 pabouux JHEM.

Cpok, ykaszaHHblii B ab3aLe BTOPOM HACTOSIIETO MYHKTa, MOKET ObITh Mpo/UieH Ha 14 mHei mpu
MOCTYIUIEHUH OT 3asBUTENIS 3asBJIICHHS O €T0 MPOJICHUH ¢ 000CHOBaHMEM NMPUYUHBI TAKOTO TPOJUIEHUs (Jaee
- 3asIBJICHHE O MPOIJICHUU CpOKa). B cilyuae mocTymjeHus OT 3asBUTENS 3asBIICHHUS O POJICHUH CPOKa OO
CPOK paccMOTpeHHs NOKyMeHTOB DeliepanbHOW aHTUMOHOIIOJIBHOW CITy:KOOW NpPUOCTAHABIMBACTCS JO JIHS
NOCTYIUICHUSI OT 3asBUTENs 3alpalliBacMbIX CBEJACHWH W WHpOpManuu. 3asBlIeHHE O MPOJJICHUH CpOKa
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HAIPABJISACTCS 3asIBUTEIIEM MOCPEACTBOM JINYHOIO KaOMHETa 3asBUTEIIS B ¢AMHON HH(OPMAIIMOHHOM CUCTEME.

3asBUTENs TPU paccMOTpeHHH 3ampoca DenepaqbHOW aHTUMOHOIIONBHON CITy)KOBI, YKa3aHHOTO B
ab3aue nepBOM HACTOSIIETO MYHKTa, BIpPaBe MPEACTABUTh YTOYHSIONIHE MOKYMEHTbI B MHUHHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit demepanii ¢ HWCIONB30BAaHUEM JIMYHOTO KaOWHETA 3asBUTEIS B EOUHOU
HH()OPMAITMOHHOW CHCTEME B CPOK, YCTAHOBICHHBIH ab3aleM BTOPbIM HACTOSAIIETO MyHKTa, a B Cliydae
MPEJICTABJICHHS 3asABUTEIIEM 3asBJICHHS O MPOJUICHUH CPOKA - C YUYETOM CpPOKa, MpeaycMoTpeHHoro absalem
NATLIM HACTOSIIETO MYHKTA.

MunucrepcTBo 3apaBooxpaneHusi Poccuiickoii Denepanyin B TeYeHHE OJHOTO padoOYero AHS CO JHS
MOJYYEHHUSI OT 3asBUTENS COOTBETCTBYIOIIMX YTOUHSIOIIMX TOKYMEHTOB HampasiseT ux B DenepanbHyio
AHTHMOHOIIOJIEHYO CITY’KOY TOCPEICTBOM SIMHON HH(POPMAIIMOHHON CHCTEMBI.

[Tpu HemoCTyIUICHUH OT 3asiBUTENSI 3alPOIICHHOW MH(OPMAIMU B CPOK, MPEAyCMOTpEHHbIH ab3aLem
BTOPbIM HACTOAIIETO ITyHKTA, U B CIIy4dae MPeCTaBICHUS 3asBUTEIIEM 3asIBICHHSI O MPOJICHUH CPOKA C yUIETOM
CpOKa, TpexycMoTpenHoro ab3auem NATbiM HacTosero mynkra, OeaepanbHas aHTHMOHOITOIBHAS CIyX0a B
TeueHue 3 paboumx THEH CO AHS WUCTEUYCHHS CPOKa TPEACTaBICHHS WHOOpPMAIWKM NPUHUMAET perieHue 00
OTKa3e B COMNIACOBAaHWM TPEAEIbHOW OTIYCKHOM LIEHBl M HAOpaBJIsIeT €ro MOCPEACTBOM €IMHOM
nH(POPMAITMOHHON CUCTEMBI B MUHHCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit denepamnmm.

19. MununcrepcTBo 31paBooxpanenns Poccuiickoit deneparum B TedeHne 0OTHOTO pabodero JHs CO THS
rosrydeHus perenns OeneparbHON aHTHMOHOIIOJIBHOM CITYKOBI O COTJIACOBAHHUHU TTPEEIIBHON OTITYCKHOM IIEHBI
WM pelleHus 00 OTKa3e B €€ COTIACOBAaHHMH MPHHHUMAET COOTBETCTBYIOIIEE PEIICHUE - O TOCYIapCTBEHHOM
PETHCTpallM WJIM TEPEPETHCTPAlMM WM pelleHHe 00 OTKa3e B TOCYNapCTBEHHOW PETHCTPAlid WIIH
MIEPEPETUCTPALINY - B 3aBUCUMOCTH OT pelieHus], MpUHIATOT0 denepaabHON aHTHMOHOIIOJBLHOM CIY)00H, 0 4yeM
YBEAOMIISICT 3asBUTEIIS TOCPEACTBOM €MHOr0 rnopTara u enuHoi HHPOPMAIIMOHHON CUCTEMBI,

OOmuii cpok OKazaHUs TOCYAAPCTBECHHON YCIYTM TIO TOCYJApCTBEHHOW pErHCTpaldy MU
MIEPEePETUCTPAIIMM HE MOXKET MPEBBIIATh 26 pabounx AHEW CO JHS Mojayu 3asiBIIEHUSA O TOCYIapCTBEHHON
peTUCTpanvy WK 3aABIIEHUS O IePEPETUCTPAIIHH.

20. B cmydae mOpUHATHAS pEHICHUS O TOCYTApPCTBEHHOW PETHUCTPAllUd WM TIePEpPEeTrUCTpaIiiu
MunucTepcTBO 37paBooxpaneHusi Poccuiickoit denepanvu B J€Hb MNPUHSATHS TaKOTO PEIICHHUS BHOCHUT
COOTBETCTBYIOLLME JAaHHBIE B PEECTP MPEHCNIbHBIX OTIYCKHBIX LIEH, W3JaeT IpHKa3 O TroCydapCTBEHHOH
pEeTHCTpaliy W TIepeperucTpalii, pa3MeaeT B JNYHOM KaOWHeTe 3asBUTENS Ha €OVHOM ropTtare u B
eAMHON MH(POPMAIIMOHHON CHUCTEME YBEIOMIJICHHE O BHECEHHH 3alVCH B yYKa3aHHBIH PeecTp C MPUIOKEHHUEM
BBIMUCKKA W3 HEr0 M pPa3MEIIacT COOTBETCTBYIONIYIO HH(poOpMaimio Ha cBoeM OQULMarbHOM canTe B
HHPOPMALIMOHHO-TEIEeKOMMYHHUKaMOHHOH ceTH "UHTepHeT".

Ha BbeIIKCKY M3 peecTpa MpeeNbHBIX OTITYCKHBIX IICH JTOJKEeH ObITh HaHeceH QR-kon, mocpencTBoM
KOTOpPOTO O0ECIeYMBACTCS IMEpPexoJi Ha CTpPaHUIy B HH(OPMAIMOHHO-TEJICKOMMYHUKAIIMOHHONW CETH
"NHTepHeT", coepKallyio CBeIEeHUS U3 peecTpa MpeAeTbHbIX OTITYCKHBIX IIeH.

21. denepanbHas aHTUMOHOIOJbHAS CIy0a MPU MPOBEPKE JTOKYMEHTOB HCIIOJB3YyeT MH(POPMAIIHIO,
coJIeprKaIyIo IIeHBI Ha JICKapCTBEHHBIC TpEMapaThl B MHOCTPAHHBIX TOCYAapCTBAX, YKA3aHHBIX B METOAUKE, U
COOTBETCTBYIOIIYIO CIICIYIONTUM TPEOOBaAHUSIM:

a) UCTOYHUK wWH(popmaruu (cait B HHPOPMAIMOHHO-TEICKOMMYHHUKAITMOHHON cetn "MHTepHeT")
collepkKUT uH(pOpMaIMio 00 OpraHW3alM{, OTBETCTBEHHON 3a pa3MelleHHe CBEICHHH O IIeHax Ha
JIEKapCTBEHHBIE NIPENapaThl;

0) nHpopMaIHs 00IIeNOCTYITHA;

B) uH(pOpMAaUsA TO3BOJSAET HISHTHU(QHUIMPOBATE HEOOXOIUMBIE XapPaKTEPUCTHKU JIEKAPCTBEHHBIX
MpenapaToB B LIEMSAX COMOCTABICHUSA AAHHBIX O 3asBISIEMOM JICKAPCTBEHHOM Mpemapare W JIEKapCTBEHHOM
nperapare, 1[eHa Ha KOTOPBIA COJCPIKUTCS B HCTOUHUKE UH(POPMAIIHH;

r) uHpOpMAIIUs CONEPKUT CBEACHUS O IICHE Ha JICKApCTBEHHBIN Npenapar U BajllOTe, B KOTOPOH OHa
Mpe/ICTaBIICHA;

J1) ICTOUHUKOM MH(OPMAILIUN HE MOXKET SIBJIATHCSA HWHGOPMAIIK, CoAepIKaIliasl IICHbI Ha JICKAPCTBEHHBIC
Ipernaparbl, IOCTaBISIEMbIC 3a CUST MEKIYHApPOIHBIX (DMHAHCOBBIX OpraHu3anui ((HOHIOB) IO PEIICHHUIO
BcemupHoii opranu3aiuy 3I[paBOOXpPaHCHHS B paMKaX TYMaHUTAPHOM ITOMOIIY WIJTH 0J1arOTBOPUTEITHLHOCTH.

22. B cimydae mpUHATHS pemIeHuss 00 OTKa3e B TOCY/IAPCTBEHHOW PETUCTPAIUH WM TepeperucTpanun
MuHucrepcTBO 3apaBooxpaHeHust Poccuiickoit denepauny B ACHb HNPUHATHS TAKOTO PELICHUS YBEIOMIIIET
3asiBUTENS TIOCPEJCTBOM €4MHOIo rnoprtarna u equHONH WHPOPMAIMOHHON CHCTEMBI (C M3II0KEHUEM TPHUINHBI
OTKa3a).

23. OcHOBaHMSAMH M1 OTKa3za B comiacoBannu DepepasbHON aHTUMOHOMOJIBHOW — CITyKOOi
rOCyJapCTBEHHON PETUCTPaIK WK NEPEPEruCTpalli SBISIOTCS:

a) HEeTPEICTABICHUE CBECHUH, TPEAYCMOTPEHHBIX MYHKTOM 18 Hactosmmx [IpaBu;

0) mNpeBBINICHUE TPEACTABICHHON Ui TOCYAApCTBCHHON PETUCTpPAllMM WM IepPePerucTpaiun
MpeNeNbHON OTMYCKHOM IIEHBI HaJ LIEHOHM, PacCUMTaHHON B COOTBETCTBUHM ¢ HacTosmuMmu llpaBmmamu (3a
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HCKITFOUCHHEM CITy4aeB, MpeycMoTpeHHbIX NyHKTaMu 12 u 13 nacrosimux [IpaBuin) u METOAMKON.

24. JInst Tocy1apcTBEHHOM perucTpalyy, KpoMe JJOKyMEHTOB, YKa3aHHBIX B MYHKTaX 6 - 8 HacTosImIuX
IIpaBun, npencTaBisAIOTCS IS MPOBEICHUS SKOHOMHUYECKOTO aHaiwm3a (10 BRIOOPY 3asBUTENS) CBeIeHHS (C
[IEPEBOJIOM HA PYCCKUH $3bIK), HOATBEPKAAIOLIME OTIIYCKHBIC LEHBI IMPOM3BOJUTENS Ha JIEKapCTBEHHBIH
Ipenapar B HHOCTPAHHBIX TOCYJapCTBaX, YKa3aHHBIX B METOVKE, B SIIEKTPOHHOM BH/IE.

25. Ing rocyAapCTBEHHON PErUCTpaliy MpeaeabHON OTIYCKHOM LIEHBI MPOU3BOAUTENS TOCYAapCTBa -
wieHa EBpa3uiickoro 3KOHOMHYECKOIO COI03a Ha JIEKAPCTBEHHBIM IpernapaT, a TakXKe Ha JIEKapCTBEHHBIH
mpenapaT MHOCTPaHHOTO MPOW3BOCTBA, MEPBUYHAS U (WJIM) BTOPUYHAS YIMAKOBKa KOTOPOTO OCYLIECTBIISETCS
WIM TIEPBUYHYI0 W (WJIM) BTOPUYHYIO YIIAKOBKY KOTOPOTO IUIAHHPYETCsl OCYLIECTBIATH B Poccuiickoit
Oenepanuu, HaxomsAMMACS B oOpaiieHHH Ha TeppuTopun Poccuiickorr depepannu, KpoMe AOKYMEHTOB H
CBEJICHUIA, YKa3aHHBIX B MYHKTax 6 - 8 u 24 nacrosiumx [IpaBui, 3asBUTENb I IPOBEACHHUS YKOHOMHYIESCKOTO
aHaju3a MPEACTaBIseT B IEKTPOHHOM BHae Komuio popmbl N 2-JIEK (npom) "Ceemerus o mpou3BOICTBE,
OTTpy3KE M IIeHaX Ha JIeKapCTBEHHBIE CpencTBA" 3a OTUETHBIN MEPHOJ, ONpPEIEICHHBIH B COOTBETCTBHUHU C
NyHKTOM 26 Hacrosiuux [Tpapui.

26. Ilpu rocymapcTBEHHOW PETHUCTPAIMHA 33 OTYCTHHIN MEPUOI MPUHUMACTCS TOJM, MPEIIICCTBYIOIMIHA
JIHIO Tofauu B MUHHUCTEPCTBO 3lpaBooxpaHeHusi Poccuiickoii denepauun 3adBlIEHUA O rocyaapCTBEHHON
perucTpanuy.

27. Ilpu rocyaapCTBEHHOM pPETUCTpalMM WM MEPEPETUCTPALMH MPEAECIbHON OTIYCKHOW LIEHBI Ha
pedepeHTHBI JIeKapCTBEHHBIN Npenapar JUid BCEX YKa3aHHBIX B PETHCTPALMOHHOM yIOCTOBEPEHUH
JIEKapCTBEHHOT'O Mpernapara MPoru3BoAnTeNeH (IPOU3BOACTBEHHBIX IJIOMIAJI0K TPOU3BOAUTEINS, YIaCTBYIOLIHNX B
IpolLiecce MPON3BOICTBA) YCTaHABIMBAETCS €IMHAas MpeesIbHas OTIyCKHas 1IeHa Ha JIEKapCTBEHHBIN mpenapar
UL KaXIOH JIEKApCTBEHHOW (OPMBI, NO3MPOBKH (KOHLEHTPAIMH, AaKTHBHOCTH B COUHHULAX JICHCTBUS) H
00I1Iero KoJIM4YecTBa BO BTOPUYHOH (IOTpeOUTENBCKON) yIIakoBKe O6e3 yueTa ()OpMBI BBIITYCKa, 32 HCKITIOUEHUEM
Clly4aeB, IPeAyCMOTPEHHBIX MYHKTOM 28 HacTosnmx [IpaBui.

IIpu rocynapCTBEHHOW pETrUCTpalMM WM IEPEPETUCTPALMM IPENEIbHOM OTIYCKHOW LIEHBI Ha
BOCITPOM3BEACHHBIN, OMOaHAIOTOBBIN (OMOTI0IOOHBIH) JIEKApCTBEHHEIH Mpernapar MPOu3BOANTENS TOCYIapCTBa
- uieHa EBpa3suiiCKOro KOHOMHYECKOTO COK03a A BCEX YKa3aHHBIX B PETHCTPALMOHHOM YIOCTOBEPEHHH
JIEKapCTBEHHOTI'0 Ipernapara Nponu3BoAnTeNeH (IPON3BOACTBEHHBIX IJIOIA0K IPOU3BOAUTEINS, YIACTBYIOLIUX B
Ipolecce MNPOM3BOACTBA Ha TEPPUTOPUM TOCYJapcTBa - uwieHa EBpa3uilckoro 3KOHOMHUYECKOTO COI03a)
YCTaHABIMBAeTCAd €IUHAs IpelenbHas OTIYCKHAas IIeHa Ha JIEKAPCTBEHHBIM mpemapaT sl KaKIoH
JeKapcTBeHHON (hOopMBI, NO3MPOBKU (00BEMa, Macchl, KOJIMYECTBA O3 B MEPBUYHOHN YNAKOBKE) M OOILETO
KOJIMYEeCTBA BO BTOPUYHOH (MOTpeOUTENBbCKOM) ynmakoBke Oe3 ydera (OPMBI BBITyCKa, 38 HCKIIOYEHHUEM
Clly4aeB, IPeyCMOTPEHHBIX MYHKTOM 28 Hactosmux [Ipasui.

IIpu rocynapCTBEHHOM pETrUCTpalM¥ WM IEPEPETUCTPALMM IPENEIbHOM OTIyCKHOM LEHBI Ha
BOCITPOM3BEICHHBIH, OMOaHaIoroBbIi (OMOMOIO0HBIH) IEKapCTBEHHBIN MpenapaT HHOCTPAHHOT'O MTPOM3BOICTBA
JUIS BCEX YKa3aHHBIX B PErHCTPAllMOHHOM YIOCTOBEPEHHHM JIEKApCTBEHHOTO IIperapara IMpOW3BOAUTENCH
(TpOM3BOJICTBEHHBIX TUIOIAZOK MPOM3BOAUTEINSA, YYAaCTBYIOIIMX B IPOILECCE MPOM3BOACTBA 3a MpeeIaMu
roCyapcTB - WieHOB EBpa3miicKOro 3KOHOMHYECKOTO COI03a W OCYHIECTBISIONINX WM IDIAHUPYIOIINX
OCYILIECTBIIATh MEPBUYHYI0 M (WIM) BTOPUYHYIO YNAKOBKY JIEKapCTBEHHOIO Ipemapara B Poccuiickoii
denepanyn) ycTaHaBIMBACTCS €UHAS MpeeibHas OTIIyCKHAsl 1IeHA Ha JIGKapCTBEHHBINM Mpenapar Uil Kax1ou
JeKapcTBeHHON (hopMBI, NO3MPOBKU (00BEMa, Macchl, KOJIMYECTBA O3 B INEPBUYHOM YNAKOBKE) M OOILETO
KOJIMYECTBA BO BTOPUYHOM (MOTpeOHTENHbCKOI) ynmakoBke Oe3 ydera (OpPMBI BBIYyCKa, 32 HCKIIOYEHUEM
Clly4aeB, IPeTyCMOTPEHHBIX MYHKTOM 28 Hactosmux [Ipasui.

28. B cnywyae ecnu MUHMMaJbHBIH ypOBEHb ILIeH peepeHTHOro JEKapCTBEHHOIo Iperapara Ha
pasnuuHble (GOpPMBI BBITyCKa (LIMPHL-PYYKH, KapTPUIKA OO WHBIE (OPMBI BBHITYyCKa, COBMECTHMBIE C
yCTpoiicTBaMu BBeJIeHUs (IPUMEHEHHNS) WM SBISIOIIMECS yCTPOUCTBAMH BBEJCHUS (IPUMEHEHNUS) B OHOM U3
MHOCTPaHHBIX TOCYApCTB, YKa3aHHBIX B METOAVKE, pa3nuyaercst Oojee yeM Ha 10 MpoLeHTOB, MOIycKaeTcs
yCTAaHABIUBATh IpENENbHBIE OTITYCKHBIE IEHBI Ha KaXAyH W3 Takux (OpM BHIMyCKa JIEKAPCTBEHHOTO
npenapata. [lpenenbHas OTIyCcKHash IIeHA Ha peQepeHTHBIA JICKApCTBCHHBIH MperapaT B TakuxX (opmax
BBIIyCKa yCTAHABJIMBAETCS HAa OCHOBAaHNM MHHHMANBHBIX OTIYCKHBIX IIeH mpom3BoguTens (6e3 ydera
IIPOM3BOJCTBEHHBIX IUIOLIAJOK, YYaCTBYIOLUIMX B IIPOLECCE€ MPOU3BOJICTBA) HAa COOTBETCTBYIOLIME (OPMBI
BBIITyCKa TaKOr'o JICKAPCTBEHHOTO IIperapaTa B OAHOM M3 MHOCTPAHHBIX TOCYAapCTB, YKa3aHHbBIX B METOAUKE (C
YUETOM DPACXOAOB IO YIUIATE TAMOKEHHBIX COOPOB 3a COBEPIIECHHE TAMOXKEHHBIX OINEPALlUi, CBA3aHHBIX C
BBIITYCKOM TOBapoB).

[Ipu »TOM MakcuMalibHasi pasHHLA MEXAY NpeACiIbHBIMU OTIYCKHBIMH IICHaMH Ha pedepeHTHBIH
JICKapCTBEHHBIN MpenapaT B pa3iM4yHBIX (QopMax BBINTYCKa, COMOCTABUMBIX IO JIEKapCTBEHHOH Qopme,
JIO3MpOBKE (KOHLEHTPAllMH, aKTHBHOCTM B €IUHMLAX ACUCTBHA) M OOLIEMY KOJIMYECTBY BO BTOPUYHOM
(MOTPEeOUTENLCKOI) YITAaKOBKE, HE MOXKET IpeBhImaTh 90 MpoIeHTOB.

B cnydae ecnm mpenenbHas OTIyCKHass IIeHa Ha pedepeHTHBI JIeKapCTBEHHBIM TMpemnapar
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3apEruCTPUPOBaHA B COOTBETCTBHH C HACTOSIIUM IIYHKTOM, pacdeT MpPEeAeNlbHBIX OTIYCKHBIX IIEH Ha
BOCIIPOM3BEICHHBINA, OM0aHaJIOTOBbIN (OMONOO0HBIN) JIEKaPCTBEHHBIN TpenapaTr OCYIIECTBIIIETCS Ha KaXIyI0
(hopMy BBIITyCKa C YIETOM IPEIeNbHBIX OTITyCKHBIX IIEH Ha COOTBETCTBYIOMINE ()OPMBI BHIITYCKa pe)epeHTHOTO
JIeKapCTBEHHOTO TIpernapara.

29. [epxaTtenb WM  BIAJAENEl] PETUCTPAIMOHHOTO  YIOCTOBEPEHHS  BOCIIPOW3BEINEHHOTO,
OonoanamoroBoro (OMOMOAOOHOTO) JEKApPCTBEHHOTO TWpenapara MPEeACTaBIseT Uil TOCYJapCTBEHHOU
pEeTHCTpalK TPEeNeibHYI0 OTHYCKHYIO IIEHy Ha TaKOW JIGKAPCTBEHHBIM NIperapar, pacCYUTaHHYIO II0
MEXIYHapOJHOMY HEMAaTEHTOBAaHHOMY HAaWMEHOBAHHIO (TIpU €ro OTCYTCTBHHM - IO XHMHYECKOMY MWJIH
IPYNIUPOBOYHOMY HAaUMEHOBAHUIO), JIEKaPCTBEHHOH (opMme, H03UpOBKE (KOHUEHTPALWH, AKTHBHOCTU B
eIMHUIAX JIeHCcTBUS) U 00IIeMy KOJWYECTBY BO BTOPUYHOM (IOTPEOMTENLCKOW) YMaKOBKE C MPUMEHEHHUEM
COOTBETCTBYIOIIEr0 KOA(p(HUIMEHTa MO OTHOUICHUIO K 3aperHCTPUPOBAHHON MpEAETbHON OTIyCKHOH LieHe
NPOU3BOAMTEIS Ha peepeHTHBIH JIeKapCTBEHHBIH MpenapaT B COOTBETCTBHU C METOLUKOMN.

30. B ciaygae eciam B paMKax OJHOTO PETHCTPALMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO Iperapara
3apETHCTPUPOBAH  BOCTPOHM3BEACHHBIH, OHOAHAIOTOBBIA  (OMOTOAOOHBIN)  JIEKAPCTBEHHBIM  Ipemapar
IIPOM3BOIUTENS TOCYAapCTBa - WieHa EBpa3niickoro 3KOHOMHYECKOTO CO03a W MHOCTPAHHOTO MPOU3BOJICTBA,
[IeHa Ha TaKOoi JIEKapCTBEHHBIN IperapaT pacCUUTHIBAETCS KaK IS JIEKapCTBEHHOTO IIperapara IpOn3BOAUTENS
rocymapcTBa - 4ieHa EBpazniiCKOr0 SKOHOMHYECKOTO COI03a WM JIEKAPCTBEHHOTO IperapaTra HWHOCTPAHHOTO
MIPOM3BOJICTBA C YUETOM COOTBETCTBYIOIIETO MOHMKAIOIIET0 KO PHUIMEHTa B COOTBETCTBUH ¢ METOANKOMN.

31. B cnydyae oTCyTCTBHA B paMKax MEXAYHAPOAHOTO HENATEHTOBAHHOTO HAUMEHOBAaHUS (IIPH €ro
OTCYTCTBHM - B paMKaX XHMHYECKOTO WM TPYNIHPOBOYHOI'O HAUMEHOBAHUS) M JIEKAPCTBEHHOW (OPMBI
pedepeHTHOro JeKapCTBEHHOI0 MpernapaTa Wil B ciIydae, eclii IpeAeibHas OTITyCKHas [ieHa Ha pedepeHTHBIN
JIEKapCTBEHHBIN Mperapar He 3apeTUCTPUPOBaHa, JepXKaTellb WIN BiaJleNel] peTUCTPAI[HOHHOTO YAOCTOBEPEHUS
BOCITPOM3BEICHHOTO MJIM OMOaHaIo0roBoro (OMOMOJO0OHOr0) JIEKapCTBEHHOTO IperapaTta MpeACTaBiIseT Ui
rOCy/IapCTBEHHOM pEerucTpaluy WiIH TepeperucTpaluy TMpeaeiabHyI0 OTIYCKHYIO IEHY, PacCYHTaHHYIO IO
MEXIyHApOIHOMY HENaTeHTOBAHHOMY HAaWMEHOBAaHHIO (NP €ro OTCYTCTBHUH - IO XHUMHYECKOMY WIH
TPYNIHPOBOYHOMY HAaWMEHOBAaHHWIO), JIEKapCTBEHHOW (hopMme, TO3UPOBKE (KOHIIEHTPAIlMH, AaKTHUBHOCTH B
eIMHUIIAX NEeUCTBHUS) W OOIIEMY KOJWYIECTBY BO BTOPUYIHOW (ITOTPEOWTEIHCKOM) YITAaKOBKE C NMPUMEHEHUEM
COOTBETCTBYIOIIET0 K03(dHIreHTa 1o OTHOIICHHI0O K MaKCHMalbHON 3apernCTpUpPOBAHHOW TpeAeTbHON
OTITyCKHOW II€HE JIEKapCTBEHHOTO TIpemnapaTta, OTHECEHHOTO K OJHOMY MEXIYyHapOJHOMY HEIaTeHTOBAaHHOMY
HauMEHOBaHUIO (TIpH €r0 OTCYTCTBUH - K XUMHUYECKOMY WJIH TPYNITUPOBOYHOMY HAUMEHOBAaHHUIO) B TaKOU Ke
JeKapCcTBEHHOH ¢opMe, B TOM 4YHCIE C Y4YeTOM HHPOpPMalMH O B3aUMO3aMEHSEMBIX JIEKAPCTBEHHBIX
npenaparax Juisi MEJUIIMHCKOTO IPUMEHEHUS, B COOTBETCTBUH C METO/VKOMN.

32. TocymapcTBeHHas perucTpanysi MpeebHONH OTMYyCKHOH LEeHbl Ha HMMYHOOHOJOTHMYECKHN
JIEKapCTBEHHBIN IpenapaT, JIEKapCTBEHHBIN MpenapaT U3 KpOBH, IUIa3Mbl KPOBH YEJIOBEKA OCYIIECTBIIAETCS B
COOTBETCTBHHU C TPeOOBAaHHUSIMH, YCTAHOBIICHHBIMHU JUIsl pepepeHTHBIX JIeKapCTBEHHBIX NpernaparoB. [Ipu aTom
JepXKaTenb WM BIaJeNiell PErrucTPalMOHHOTO YJOCTOBEPEHUS MPEACTaBIseT [UId TOCyIapCTBEHHOM
perucTpanvu TMpeAeTbHYI0 OTIYCKHYIO IIeHy, HE MPEBBIAIONIYI0 MaKCHMAaJbHYIO 3aperHCTPUPOBAHHYIO
MIpeeNbHYI0 OTIYCKHYIO IIeHy NPOM3BOAWTENS Ha JIeKapCTBEHHBIH IIpemapar, OTHECEHHBIH K OIHOMY
MEXIyHApOIHOMY HEIaTeHTOBAaHHOMY HAWMEHOBAHHIO (NP €ro OTCYTCTBHHM - K XWUMHYECKOMY WIH
TPYNIHPOBOYHOMY HANMEHOBAHUIO) B TAKOH )K€ JIEKapCTBEHHOW (popMe, B TOM YHUCIIE ¢ yIeTOM HH(OPMAITUH O
B3aMIMO3aMEHSAEMBIX JIEKAPCTBEHHBIX IMIperaparax [Uisi MEIWIIMHCKOTO TPUMEHEHHWsS, ONpEeIelIEHHYI0 B
COOTBETCTBHHU C METOOUKON.

B cinydae ecnu Ha nmaty momaum B MuHHCTEpPCTBO 31paBooxpaHeHHs Poccuiickoir ®epepanuu
3aABJIEHNA 0 TOCYIapCTBEHHOM PETHCTPaLlMK Ha JIGKAPCTBEHHBIN Npenapar, NpUMEHIEMBbIH B IeHaTPUIECKOM
MpakTuKke (Ha OCHOBaHMHM CBEICHMH MHCTPYKUMH MO MEJUIMHCKOMY NPUMEHEHHIO JIEKapCTBEHHOTO
Iperapara), HE 3aperucTpupoBaHa NpeleNbHas OTIYCKHas IIeHa B JIO3UPOBKaxX, IPHUMEHSIEMBIX B
NeANaTPUYECKON TpaKTHKE, B paMKaX OJHOTO MEXIyHapOJHOTO HEMaTeHTOBAaHHOI'O HaUMEHOBaHUS (TIpU ero
OTCYTCTBHH - B PaMKaX XMMHUYECKOTO WJIM TPYNITHPOBOYHOTO HANMEHOBAHWSI) U JIEKAPCTBEHHOM (OpMBI, pacueT
OCYIIECTBIISIETCA B COOTBETCTBHH C TPEOOBAHMAMH, YCTAHOBJICHHBIMH IS pe(EepeHTHBIX JIEKapCTBEHHBIX
MIperaparoB.

Ilpuy »TOM MakcMMalibHasi pa3HUIA MEXAY MHUHUMAIbHOM 3aperuCTpUPOBAHHOM MpenesbHOU
OTIYCKHOM IIEHOW M TNPEACTABICHHON IJIsl NOCYJApCTBEHHOW PETUCTPALMH NPENEIbHOM OTIYCKHOW IIEHOM,
paccunWTaHHas WCXOMS W3 CTOMMOCTH €IWHUIBI JEHCTBYIOIIETO BEIIECTBA, HE MOXKeT mpeBsmarh 90
MIPOIIEHTOB.

33. 3apeructpupoBaHHas WM IEPEPETUCTPUPOBAHHAsl NpeAeibHAs OTIyCKHAs ILIeHAa MOXET OBbITh
MepeperuCcTPUPOBaHa B IEJSIX YBEIUUCHUS B CIydYasX, NMPEAyCMOTPEHHBbIX MyHKTamy 34 u 36 HacTosmux
[IpaBun, Ha OocHOBaHMHU 3aSBIIEHUS O MEPEPEerucTpaiu U AOKYMEHTOB, NPEACTaBIEHHBIX B MHHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @eneparuu 10 1 oKTAOps Kaxkaoro roaa (He yarie OJHOTO pa3a B KAJICHIAPHOM
To1y).
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3asBIicHHAsT K [EPEperucTpalid B  COOTBETCTBUHM ¢ ab3auem MepBbIM  HACTOSIIETO
ITyHKTa IpeebHas OTITyCKHAs II€HA BOCIIPOM3BEIEHHOTO, OM0aHaIoroBOro (O0HMOMoI00HOTO) JeKapCTBEHHOTO
Iperapara 1mocie nepeperucTpaiy He MOKET OBITh BBIIIE 3apPETrHCTPHUPOBAHHON MPEAeTbHON OTITYCKHOM IIEHBI
MIPOM3BOJUTENS HAa peepeHTHBII JIeKapCTBEHHBIN Mpenapar, OnpeIeICHHOH B COOTBETCTBHU C METOLVKON.

34. 3apeructpupoBaHHas TpeaeiIbHAs OTIMYCKHAs I[eHa Ha JIKAPCTBEHHBIN Mperapar MpOu3BOIUTENS
rocyiapctBa - uieHa EBpa3wiicKOro HSKOHOMHYECKOTO COK03a MOXKET OBITh IepeperucTprupoBaHa B
COOTBETCTBHHU C METOUKON:

a) JUIs JIeKapCTBEHHBIX MPErapaTroB IeHoBOro cermeHrta o 100 pyOsei (BKIIOUUTENBHO) - B CIIydae
YVBEJIMYCHHS 1ICH HA CBHIPbE M MaTepPHalbl, a TAKXKE B Cllyuyae W3MCHEHHUS HAKJIaJIHBIX PAcXOJI0B, HO HE BHIIIC
ypoBHSA (pakTHUecKol MHQIIALIUHN B IPEALISCTBYIONIEM KaJICHIAPHOM T'OAY C YYETOM MPOTHO3UPYEMOTO YPOBHS
UHQISAIUN, YCTaHOBJICHHOTO Ha TEKyIMi roa doefeparibHblM 3aKOHOM o ¢enepalbHOM Oromkere Ha
COOTBETCTBYIONIMI (DMHAHCOBBIM I'0J1 ¥ TIJIAHOBBIH MEPHOT;

0) UIs JIEeKapCTBEHHBIX IMpernapaToB IeHoBoro cermenra ot 100 py6neit mo 500 pyOGnei
(BKJ'[}OT-II/ITCJ'[BHO) - B ClIy4a€ YBCIMYCHUA LCH Ha CBIPHEC W MaTCpHalibl, HUCIOJbB3YEMbIC IIPU ITPONU3BOACTBE
KOHKPETHOTO JIGKAPCTBEHHOTO TIperapara, KOTOpble B paBHOW CTENEHW BIWSAIOT Ha  YPOBEHb
3apETHCTPUPOBAHHBIX I[I€H Ha BCE JIEKAPCTBEHHBIE Npenaparhl, OTHECEHHBIE K OJHOMY MEXAYHapOJIHOMY
HEMaTCeHTOBAaHHOMY HANMEHOBAaHHWIO (MIPH €ro OTCYTCTBHH - K XHMHYECKOMY WM TPYIITHPOBOYHOMY
HauMEHOBaHHWIO) W MMEIOIINE OJMHAKOBBIA MyTh BBEACHHUsS (KOjeOaHHUS BaIOTHBIX KypcOB, (DOpc-MaskKOpHBIE
00CTOATENhCTBA, BOZHUKIINE Yy IOCTABIIUKOB CBHIPhS W MaTEpUANIOB), HO HE BHIIIE YpOBHS (haKTUYEeCKOU
HHQIIAOUE B TPEALISCTBYIOUIEM KaJleHOApPHOM TOAY C YYETOM INPOTHO3UPYEMOro YpOBHS HHQISAINY,
YCTAHOBJIGHHOTO Ha TEKyIIuid roa oefeparnbHbiM 3aKOHOM o (deepaibHOM OI0HKETE Ha COOTBETCTBYHONIHIMA
(bMHAHCOBBIN I'OJ1 ¥ IJIAHOBBIN MIEPHOT;

B) /Ui JIEKApCTBEHHBIX MpenaparoB LeHoBoro cermeHta ot 100 pyoneit mo 500 pyOGrei
(BKIIIOUMTENHHO) - B CIIy4ae yBEIWUYEHHUS [IEH Ha CBIPhE M MaTepHaibl, a TAKXKE B Cllydyae U3MEHEHHS HAKJIaJIHbIX
pacxoJioB, HO HE BHIIIE TPOTHO3UPYEMOTO YPOBHS WH(QISAIMM, YCTAHOBICHHOTO HAa TEKYIIUH TOX
doefeparbHbiM 3aKOHOM o (efepalbHOM OMOKETe HA COOTBETCTBYIOIIMH (DUHAHCOBBIN TOJX W IUTAHOBBIN
MIEPHOT;

T) JUId JIEKapCTBEHHBIX IIpermapaToB 0e3 OrpaHHYEHUs 10 IIeHE - B CIydae €CIIH CpeTHEeB3BEUICHHAS
(bakTHdeckast OTITyCKHas IleHa Ha JIEKApCTBEHHBIN MpernapaT 3a MepHol, UCTEKIINN CO JHS MPUHATHS PEIICHUS
0 TOCYIapCTBEHHOW PETUCTpAllMU WIH TEPEPerncTpaluy 0 JHS MOAaYd 3a5BIIEHUA O TepeperucTpainy,
ObUTa HWXKE 3apernCTPUPOBAHHOM Ha A3TOT NEpUOJ IIeHbl He Oollee YeM Ha MPOTHO3WPYEMEBIH YPOBEHBb
HHQIIAIUY, YCTAHOBICHHBIH Ha Tekymmid rox (pegeparnbHbiM 3aKOHOM o denepanbHOM OOMKETe Ha
COOTBETCTBYIONIMI ()MHAHCOBBIA TOJ W IUIAHOBBIA TIEPUOJl, HO HE BBINIC BCJIWYMHBI, PACCUYUTAHHOU B
COOTBETCTBUH C METONKOMN.

35. Ilpu mepeperucTpanud MPEeNeIbHBIX OTIYCKHBIX II€H MPOU3BOJIUTENS TOCYAapCTBa - YICHA
EBpasuiickoro s3KOHOMHUYECKOI0 COr03a JOKYMEHTHI Ha HMHOCTPAHHOM SI3bIKE MPEACTABISIOTCS B AJIEKTPOHHOM
BUIC C 3aBE€PCHHBIM B YCTaAaHOBJICHHOM rlOpﬂ,D,Ke IIEpEeBOAOM Ha pYCCKI/Iﬁ SA3BIK.

JlanHBIC B OTHOIIEHWH BCeX (AKTUYSCKUX II€H B BaJIOTE TocylapcTBa - wWieHa EBpasmiickoro
9KOHOMHYECKOTO COI03a MPEICTABIAIOTCA C Yy4eTOM IiepecueTa Ha pyOmm 1o KypCY, YCTaHOBICHHOMY
Hentpansapim O0ankoM Poccwiickoit @enepanny Ha JeHb, KOTHA IMPOW3BOAMTENEM ObLIa OCYIIECTBICHA
(hakTdeckast peanm3anys JIEKaPCTBEHHBIX MPEMapaToB OPraHW3alMd ONTOBOM TOPTOBIIM JIEKapCTBEHHBIMU
CpencTBamMu, W (WJIM) anTeyHOW OpraHM3anud, W (WIH) WHIWBUAYATbHOMY MPEINPHHAMATEN0, UMEIOIINM
JUIICH3UIO Ha (hapMaleBTUYECKYIO JAeSITeTbHOCTb.

36. 3aperucTpupoBaHHAas NpEACIbHAs OTIYCKHAs II€HA JICKAPCTBEHHOrO IMpernapara HHOCTPAHHOIO
MIPOM3BOICTBA, B TOM YHCJIE MIEPBUYHASA U (UJIM) BTOPUYHAS YIIAKOBKAa KOTOPOTO OCyIecTBIsseTcs B Poccuiickoi
Oenepanuy, MOXET OBITh NEPEPETUCTPUPOBAHA B COOTBETCTBHM € METOOMKOW, ecind pocT Kypca
HAIMOHAIBHOW BaJIOTHl KAXKIOTO TOCYAapCTBA-IIPOU3BOIUTENSI K pPyOIr0O co JAHS TPUHATHS PEUICHUS O
rOCYIapCTBEHHON PErucTpaluuyd WIM MepeperucTpaiuyd no A€Hb Mnojadn 3adBIIEHUA O mepeperucTpaiuu
MPEBBIIIACT IPOrHO3UPYEMBIH ypOBEHb HMH(QIIALMHK, YCTAHOBJCHHBIM Ha Tekyimuid roz dpesepalibHbIM
3aKOHOM o dhenepambHOM OO KETE Ha COOTBETCTBYIONIHI (PMHAHCOBBIN TOJ M TUIAHOBBIN ITEPHO/I.

Ilepepeructpaiius TmpeAeNbHONM OTIMYCKHOW II€HBI JIEKAPCTBEHHOIO IIpenapara HMHOCTPAHHOIO
MIPOM3BOICTBA, B TOM YHCIIE TIEPBUYHAS U (MJIM) BTOPUYHAS YIIAKOBKA KOTOPOTO OCYIIECTBIIsIeTCs B Poccuiickoii
®denepanuu, OCYMIECTBISAETCA C YYETOM MPOTHO3UPYEMOTO YPOBHSA HH(QIISAIIUHN, YCTAaHOBIEHHOTO Ha TEKYIIHUN
roq (denepanbHBIM 3aKOHOM O (erepalibHOM OOJKETe Ha COOTBETCTBYIOIIWH (DMHAHCOBBIN TOJ W TUTAHOBBIN
MepHOA, HO HE BBIIIC BEIMYMHBI YBEIUYCHHUS, PACCUNTAHHOH B COOTBETCTBUH C METOIUMKOW, C y4E€TOM
MUHUMAJIGHOW OTIYCKHOHM IICHBI MpOW3BOIUTENs (0€3 ydera HauMEHOBAaHHWS MPOWU3BOACTBEHHBIX IUIOIIAJIOK,
YYacTBYIOIIUX B MPOIIECCE MTPOM3BOJICTBA) HA TAKOW JICKAPCTBEHHBIHN Mpenapar B MHOCTPAHHBIX TOCYIapCTBaX,
YKa3aHHBIX B MCTOUKC.

3apeI‘I/ICTpI/IpOBaHHI)IC mpeaAcCIbHbIC OTITYCKHBIC O CHBbI BOCITPOU3BCICHHBIX, 6I/IOElHaJ'IOI‘OBI)IX
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(6nomoI00HBIX) JIEKAPCTBEHHBIX MpPENapaToB MHOCTPAHHOTO MPOU3BOJICTBA, B TOM YHCJE MEpBUYHAS U (WITH)
BTOpHYHAs YMaKOBKa KOTOPBIX ocymecTBisiercss B Poccuiickoit ®exeparnuu, IeHHI Ha KOTOpHIE OBUIH
niepepeructpupoBanbl B 2019 - 2020 romax B COOTBETCTBHH C NEHWCTBYIONIMMH Ha TOT TEPHOJ IPaBHIAMH
o0s3arenpHON mepepeructpanuu B 2019 - 2020 romax 3aperHCTPUPOBAHHBIX MPENEIBHBIX OTIYCKHBIX II€H
MIPOM3BOAMTENE Ha JIEKapCTBEHHBIC NpENaparhl, BKIIOYEHHBIE B MNEpPeYeHb >XU3HEHHO HEOOXOIWMBIX H
BOKHEHIINX JIEKAPCTBEHHBIX IPEnapaToB ISl MEAUIUHCKOTO TPUMEHEHHS, W HE IepEeperucTpHpPOBAHBI B
COOTBETCTBHHU ¢ HacTosuMH llpaBuiamu, MOTYT OBITH MEPEPErHCTPUPOBAHBI B COOTBETCTBUH C METOAUKOM
0e3 ydera pocra KypCa HaIMOHAJIBHON BaIOTHI KaXKJIOTO TOCYIAapCTBa-TIPOM3BOAUTENS K PYOJIO CO IHA
NpUHATHA pelieHus o0 oOs3arenbHOM mepepeructpaumu B 2019 - 2020 romax IHeH Ha JeKapcTBEHHBIC
Ipenaparsl 1o JeHb Nojadu 3asBreHns o nepeperucrpauuu B MUHUCTEPCTBO 31paBooxpaHeHus: Poccuiickon
denepanyy ¢ y4eTOM NPOTHO3UPYEMOTO YPOBHS MH(ISAIMHK, YCTAHOBICHHOTO HA TEKYIIWH rof (eaepaabHbIM
3aKOHOM O (eiepaibHOM OIOJIKETEe Ha COOTBETCTBYIOINNN (DUHAHCOBBII IO/l ¥ TUIAHOBBIN MTEPHUOJ, HO HE BBIIIIC
BEJIMYMHBI YBEITMYEHNUS, PACCUNTAHHON B COOTBETCTBUHU C METOJIUKOIA.

37. Jlnst mepeperucTpaiuy, KpoMe JOKYMEHTOB M CBEICHUH, yYKa3aHHBIX B MYyHKTaX 6 - 8 HacToOAIIMX
[IpaBwmit, mns SKOHOMHYECKOTO aHAIM3a 3asgBUTENh IPEACTABISIET CIEAYIONINE TOKYMEHTHI B AJIEKTPOHHOW
dhopwme:

a) JUIS JIEKapCTBEHHOTO Tperapara TpPOW3BOAWUTENS TOCylapcTBa - WieHa EBpa3uiickoro
9KOHOMHYECKOTO CO03a TIPU MEPEPEerucTpalii B CIydasX, MPEeIyCMOTPEHHbIX MognyHkramu "a" u "B"
nyHkTa 34 nacrosuumx [IpaBui:

pacyeT BEIMUYUHBI yIOPOKaHUS CTOUMOCTH CBHIPhSl U MaTepHaJIOB B CTPYKTYpE 3aTpaT Ha MPOU3BOJICTBO
U peaju3alyio JEKapCTBEHHOTO Mpenapara;

KOIUU KOHTPAKTOB, MOJTBEP)KIAIOIIMX YBEINYEHHE CTOMMOCTH CBIpbS M MaTepHajoB, CO CPOKaMH
JeficTBHS, 3aBepIIAIONIMMUCS HE paHee ueM depe3 3 Mecslla co JHA [oJa4yu 3asBIIeHNS o epeperucTpalyi, a
TaKKe KONMWHU crenuuKanuidi ¥ BceX NPUIIOKEHHH K KOHTpPaKTaM, KOTOPbBIE SIBISIOTCS MX HEOTHEMIIEMOM
4acThIo;

JMOKYMEHTAJIbHOE TOATBEpXKJIeHNE (aKTHUECKHUX 3aTpaT Ha CBHIPhe M MaTepuajibl Ha JCHb NMPUHITHA
peIIeHus 0 TOCYJapCTBEHHON PETHUCTPAIH WIIH TTEPEPETUCTPAINH;

pacder BeNWYMHBI N3MEHEHHS HAKJIAJHBIX PACX0JI0OB B CIydae YBEIHYCHHS Tapu(PoB Ha dIEKTPUUECKYTO
SHEPTHI0, TeIIocHAO)KeHNe, BOAOCHaOKeHWe W IeH Ha TOIUIMBO, a TakkKe pacdeT yBEIWYeHHS
aMOPTHU3AIMOHHBIX OTYMCICHWH TI0 OCHOBHBIM CpEACTBAM, HCIIONB3YEMbIM HEMOCPEICTBEHHO ISt
MIPOU3BOICTBA JIEKAPCTBEHHBIX MIPEIapaToB;

JOKYMEHTAJIbHOE MOATBEPKICHUE YBEIUYEHUS HAKIAJHBIX pacxol0B, a TaKXKe KOMHU JTOKYMEHTOB,
MIOATBEPKJAIOIINX BBOJI COOTBETCTBYIOIINX OCHOBHBIX CPEJCTB B SKCILTyaTalHIo;

pacuer ypoBHS pPEHTaOENbHOCTH Ha KOHKPETHBIH JIeKapCTBEHHBIM Ipemapar B COOTBETCTBUU C
METOUNKOMN;

0) uIA JIeKapCTBEHHOrO TIpernapara MPOW3BOIUTENS TocydapcTBa - wieHa EBpasuiickoro
9KOHOMHMYECKOTO COI03a TIPH TEpPEepEerucTpaluy B Ciiydae, MpeayCMOTPEHHOM MoAnyHKToM "6" nyHkTta 34
Hactosiiux [IpaBun:

pacueT BEIWYNHBI yIOPOKAHUS CTOMMOCTH CBHIPhSl 1 MATEPHAJIOB B CTPYKTYpPE 3aTpaT Ha MPOU3BOJCTBO
Y peau3alyio JEKapCTBEHHOTO Mperapara;

KOIMUU KOHTPAKTOB, MOJATBEPKIAIOIINX YBEIMYCHNE CTOMMOCTH CBHIPhS W MaTEpHajoB, CO CPOKAMH
NIEHCTBHA, 3aBEPIIAOIINMUCS HE paHee YeM depe3 3 Mecsia co JHS [oJavyu 3asBIIEHNS 0 TIepeperucTpalvm, a
TaKkKe KOMWHU crnenuuKanuidi ¥ BceX NPUIIOKCHHH K KOHTpPakTaM, KOTOPBIE SIBISIIOTCS MX HEOTHEMIIEMOM
4acTblo;

JOKyMEHTaJIbHOE TIOATBEpKACHUE (PAKTHUECKUX 3aTpaT Ha Chlphbe M MaTepHuajbl Ha NEHb MPHHSATHS
pelIeHus 0 TOCYJapCTBEHHON PETUCTpaIK WIH MEPEePEruCTpaluy;

pacuer ypoBHS pPEHTaOENBbHOCTH Ha KOHKPETHBIH JIeKapCTBEHHBIM Ipermapar B COOTBETCTBUU C
METOLANKOMW;

B) [ JIEKApCTBEHHOTO IIpermapara MpPOM3BOAMTENS TOCyJapcTBa - WieHa EBpa3uiickoro
9KOHOMHYECKOIO COI03a MPHU IMEPEePErucTpaliiid B cliydae, NPeayCMOTPEHHOM MOAMNYyHKTOM "r' nyHkTta 34
macrosmux Ipasui, - komust hopmbl N 2-JIEK (npom) "Ceenmenust 0 mMpou3BOICTBE, OTTPY3KE U IEHAX Ha
JIeKapCTBEHHBIC cpeAcTBa" (I OTCUECTBEHHBIX MPON3BOAUTEIICH);

r) JAns JeKapCTBEHHOTO Tpemnapara WHOCTPAHHOTO TPOM3BOJCTBA, TEpBHYHAS W (WJIHM) BTOPUYHAS
YIaKOBKa KOTOPOTO OCYIIECTBISIETCS WM MEPBUYHYIO U (MIIM) BTOPHYHYIO YIIAKOBKY KOTOPOTO TUIAHUPYETCS
ocymiecTBIsATh B Poccuiickoit denepanuu, npu nepeperucTpalyy B Ciaydasx, IpeJayCMOTPEHHBIX MyHKTOM 36
Hacrosiux [IpaBui, - cBepeHus (10 BHIOOpPY 3asBUTENS), HOATBEPKAAIOLINE OTITYCKHBIC IIEHBI TPOU3BOIUTEIS
Ha JIEKapCTBEHHBINM MpenapaT B MHOCTPAHHBIX TOCYNApCTBax, YKa3aHHBIX B METOAMKE (C mepeBoJoM Ha
PYCCKHIA 53BIK);

I) JUIs JIEKapCTBEHHOro TpernapaTa MHOCTPAHHOTO MPOM3BOJACTBA MPU MEPEPEerucTpaluil B CIydasx,
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MPeayCMOTPEHHBIX MYHKTOM 36 Hactosmmx [IpaBui, - cBeaeHus (10 BHIOOPY 3asBUTEINS), TOJITBEPIKIAIOIINE
OTITyCKHBIE TIEHBI TPON3BOIMTEINS Ha JIEKAPCTBEHHBIN NMpemapaT B MHOCTPAHHBIX TOCY/AapCTBaX, YKa3aHHBIX B
MeTOoAMKe (¢ TTepeBOIOM Ha PYCCKUM S3BIK).

38. CBeneHus 0 IEKnapauusx Ha TOBapbl Ha IIOCTaBKY KOHKPETHOIO JIEKAPCTBEHHOI'O Iperapara 3a
COOTBETCTBYIOIINI OTYETHBIN IEPHOA B Cllyyae HEOOXOAUMOCTH MOATBepxkaatoTcs deaepanbHO TAMOKECHHOM
cnyx0oif mo 3ampocy MuHucTtepcTBa 3apaBooxpaHeHusi Poccuiickorn ®enepanmu u  DenepanbHON
AQHTUMOHOTIOJIFHOM ~ CIY>KOBI B TOpPSAAKE MEKBEAOMCTBEHHOTO HH()OPMAIMOHHOTO  B3aUMOACHUCTBHSA
MIOCPEACTBOM E€TMHON CUCTEMBI MEXBEIOMCTBEHHOT'O 3JIEKTPOHHOTI'O B3aUMOIEHCTBHS.

39. Ilpm mepeperucTpaluu MpeAeTbHBIX OTIYCKHBIX 1I€H Ha JEKapCTBEHHbIE MpenapaTsl
MIPOM3BOJUTENS IOCyIapcTBa - ujieHa EBpa3uiickoro s5KOHOMHYECKOIO COI03a B CIIydYasix, MPeIyCMOTPEHHBIX
noanyHktammn "a" - "B" nyHkta 34 nacrosmux [IpaBui, npenenbHbI YpOBEHb PEHTA0CIBHOCTH HE MOXKET
npeBsImaTh 30 IPOIEHTOB.

40. Ilpu mepeperucTpanyu B Ka4yeCTBE OTYETHOTO TEepHOJia MPUHUMAETCS MEePHOJl, UCTEKIINNH CO JHA
MIPUHSTHS PEIISHHs O TOCYJapCTBEHHOW PETUCTPAIIH HITH TIEpEPErHCTPAIK Ha ACHb M01a4i B MUHUCTEPCTBO
3apaBooxpaHeHust Poccuiickoit @enepanun 3a9BNEHUSA 0 IEpEPETUCTPALIHH.

41. Ha ocHOBaHuU 3a4BJIEHUSA O TIEpepEerucTpalvu, IpeACTaBICHHOIO 3asiBUTEIEM B LIEJIIX CHUKEHUS
NpeAebHOM OTMYCKHOM LIeHbl, MUHHUCTEpCTBO 3apaBooxpaHeHus Poccuiickoil denepanuu paccMaTpUBacT
BOIPOC O MPHUHSATHH PELICHUS O CHIDKEHUH 3apErHCTPUPOBAHHON NPEAETbHON OTIYCKHOU LIEHBI. 3asiBICHHE O
MePepPerucTpaliy B LEISIX CHIKEHUS MPEIETIbHOM OTIYCKHOM LIEHBI MOKET OBITh NPEACTaBIEHO COBMECTHO C
3asIBJICHUEM O BHECEHUU M3MEHEHHUH B PEECTPOBYIO 3aIKCh O TOCYAAPCTBEHHOIN PErHCTPALIMU B COOTBETCTBUU C
nyHkTomM 8 IlpaBun BeaeHHs TOCYJapCTBEHHOTO peecTpa MpeNeNIbHBIX OTIYCKHBIX IIEH MPOM3BOIUTENEH Ha
JIeKapCTBEHHbIE MPEnapaThl, BKIIOYCHHBIE B TIEpeUeHb KU3HEHHO HEOOXOJMMbIX M BaXKHEUIINX JIEKApCTBEHHBIX
IIpenaparoB A MEJULUHCKOIO IPUMEHEHUS, YTBEPKICHHBIX NOCTaHOBMeHeM IIpaButenscTBa Poccuiickoit
# or 8 ampens 2025 r. N 462 "O rocyIapcTBEHHOM pEryJHpPOBAaHHUU IIEH Ha JICKAPCTBCHHBIC MpenapaTshl,
BKJIIOYCHHBIE B II€PEUEHb JKU3HEHHO HEOOXOJMMBIX W BaXHEWIINX JIEKAPCTBEHHBIX IPEmapaTroB s
MEIUITTHCKOTO TIPUMEHEHHUS .

42. ®enepanbHasi aHTUMOHOIIOJIBHAS CIIy:K0a YBEIOMIIET 3asBUTENS], B TOM YUCIIE C HCIIOJIb30BAHUEM
equHOW WHOOPMAIMOHHON CHCTEMBI, O HEOOXOTUMOCTH HW3MEHEHHS 3aperHCTPUPOBAHHON MpeaeTbHON
OTIIYCKHOW IIEHBI, €CIM IIOCJIE T'OCYJapCTBEHHON PETrMCTpaliy WM IEepPEeperucTpalyy yCTAaHOBJICHO, YTO
3agBUTENIEM OBUIM MPEICTABICHBl HEIOCTOBEPHBIC CBEACHUS, IOBIMSABLIME HA PE3yJbTaT PaHEe HMPUHITOTO
pelIeHUs O COIJIaCOBaHWW NPEAETIbHOM OTIYCKHOM IIeHBl, W (WiaM) HEe OBbUTM NPEeACTaBICHBI CBEICHMS,
MOBIHUSBILKE HA PE3YJIbTAT TAKOTO PELICHUS, C MPEICTaBICHNEM 00OCHOBAHMUS TAKOTO BBIBOAA.

3asBUTENb NPUBOANT 3apErMCTPUPOBAHHYIO MPEIENbHYIO OTIIYCKHYIO IIEHY B COOTBETCTBUE C LIEHOH,
paccynTaHHOH B COOTBETCTBHHU C HAcTOsIIUMH [IpaBunamu u METOLMKOWN, ¢ ydeToM HH(POPMALIUH, YKa3aHHOH
B yBenomieHun DexepanbHON aHTUMOHOMNOJBHOW — CHYKOBI, WIM TIPEACTABISCT MOTHBHPOBAHHOE
JTOKYMEHTAJIbHOE MOATBEPKICHNE pacyeTa yKa3aHHO! IeHBI.

@DenepanbHas aHTUMOHOIIONIbHAS CITy’K0a OTMEHSET pelIeHHe O COrJIACOBAHUH MPEIEIbHOM OTITyCKHON
LIEHBI B CITy4ae HePUBEACHUS 3aIBUTEIEM 3apETUCTPUPOBAHHON MPEIENbHOM OTITYCKHO IIEHBI B COOTBETCTBHE
¢ HacrosmmMu [IpaBmraMu ¥ METOAMKOW C ydeToM WH(MOpMAaNuH, YKa3aHHOH B yBemomiieHnn DemepanbHON
AQHTUMOHOIIOJIBHOM CIIy>KOBbI, WJIM HENPEICTABICHHUS MOTHBHUPOBAHHOIO JIOKYMEHTAIBHOTO ITOATBEPXKICHUS
pacuera yKa3aHHOM ILIEHBl B TEUYEHHWE OJHOTO Mecsua co JHS MNoiaydeHus ysenomsieHus dDenepanbHOit
AQHTUMOHOTIOJEHOH CITYKOBI.

43. MunucTepeTBO 3ApaBooxpaHeHus Poccuiickoit denepann OTMEHSET pEeLIeHNE O TOCy1apCTBEHHON
PETUCTpAaLlMM WM MEpPEeperucTpalid B Ciydae, €CJIM I0Ci€ MPHUHATHS COOTBETCTBYIOIIETO pPELIECHHS
YCTAHOBJICHO, YTO 3asBUTEJIEM OBUIM MPEACTaBICHHI HEAOCTOBEPHBIC CBEICHMS, MOBIHSBIINE Ha PE3yJIbTaT
MPUHATOTO0 MUHHCTEPCTBOM pEILIEHHS O T'OCYJAapCTBEHHOW PETrHMCTpallui WIN MEepeperucTpalu, a Takxke B
ciyudae, ecniu @DenepanbHas aHTHMOHOINOJBHAS cly)0a OTMEHWIA PEUICHWE O COTJIACOBAaHMU MpeAeiIbHOM
OTITYCKHOW IIeHBI Ha OcHOBaHUM MYyHKTOB 42 u 50 nactosmux [IpaBui, W UCKIIIOYAaET B YKa3aHHBIX CITydasx
3apETHCTPUPOBAHHYIO MM HEPEPETUCTPUPOBAHHYIO IMPEIENbHYIO OTIYCKHYIO LIEHY W3 peecTpa MpeneibHBIX
OTITYCKHBIX IICH B CPOK, yKa3aHHBIA B MyHKTE 12 [IpaBui BeACHUS TOCYAapCTBEHHOTO peecTpa MpelelbHbIX
OTIIyCKHBIX II€H INPOU3BOAUTENICH Ha JIEKApCTBEHHBIE IPENapaThl, BKIIOYEHHBIE B IEPEUECHb XU3HEHHO
HEOOXOIUMBIX U BaXHEHIINX JICKAPCTBEHHBIX NPENapaToB A MEIULHMHCKOIO IIPUMEHEHUS, YTBEPKICHHbIX
noctaHoBneHnem IlpasutensctBa Poccuiickoit @enepannn ot 8 anpenst 2025 r. N 462 "O rocynapcTBEHHOM
pEeryIMpOBaHUM 1IEH Ha JIEKapCTBEHHBIC MPenaparhl, BKIIOYEHHbIE B NEpEUeHb >KU3HEHHO HEOOXOOMMBIX U
BaXHEHIINX JIEKAPCTBEHHBIX IPENapaToB Il MEIULIMHCKOTO IPUMEHEHUs "

44. 3asgButens 0053aH MPEJICTaBUTH 3ASBIIEHVE O MEPEePErucTPaly B LENsSX CHIDKCHHS NpeAeIbHOU
OTITyCKHOM IIEHBI B CAEAYIOLINX CIIydasx:

a) CHIKEHHE LIEeHbl B HMHOCTPAaHHOW BaJlOTE Ha JIEKAPCTBEHHBIM MpemapaT B WHOCTPAHHBIX
rocy/apcTBax, yka3aHHBIX B METOOVKE;
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0) cHWXEHHE 1IeH Ha ped)epeHTHBIE JICKApCTBEHHbBIC MpEnapaThl B COOTBETCTBUU C MOAMYHKTOM "a"
HACTOSIIIETO TIyHKTa (AJI1 COOTBETCTBYIOIIUX BOCIPOW3BEIACHHBIX, OHWOAHAIOTOBBIX (OMOTOMIOOHBIX)
JIeKapCTBEHHBIX MPENapaToB);

B) TPEBBIIICHHE TNPEACNbHOW OTIYCKHOW IIEHBl Ha TEPBBI BOCHPOW3BEICHHBIN, OHOAaHAIOTOBBIH
(6romon00HBIN) JTeKapCTBEHHBIN MperapaT HHOCTPAHHOTO MPOU3BOJCTBA HAJ MPEAETbHONW OTIMYCKHOHN IEeHON
MIPOM3BOAUTENS Ha BTOPOH BOCIIPOW3BENICHHBIN, OMOAaHAIOTOBBIA (OMOMOMOOHEIN) JIEKapCTBEHHBIH Ipermapar,
paccYrTaHHO# B COOTBETCTBHU C METOUKOW;

I') TPEBBINICHUE MPENEIbHON OTIMYCKHON IICHBI Ha TEPBbI BOCHPOU3BEIACHHBIN, OMOAaHAIOTOBBIH

(Ouomono0HBIM)  JIEKApCTBEHHBIH Mpenapar NpOM3BOAMTENS TocyAapcTBa - wWieHa EBpasuiickoro
SKOHOMHUYECKOI'0 CO03a HAJ NPEACIBHON OTIYCKHOM LIEHOM NMPOU3BOAMTENS HA BTOPOM BOCIIPOM3BEICHHBIM,
OnoaHanoroBblii  (OMOMOMOOHBIN) JIEKAPCTBEHHBIM TpenmapaT NPOU3BOAWTENS] TOCYJapcTBa - 4JIeHa

EBpasuiickoro 3KOHOMHUYECKOTO COI03a, PACCYUTAHHON B COOTBETCTBHU C METOLMKOMN.

45. Tpu HacTYIUIGHUH CITydasi, IpeayCMOTPEHHOro NoAnMyHKTOM "a" nyHkTa 44 nacrosmmx [IpaBmi,
3asiBUTENh 0053aH MPEJCTaBUTh 3aABIIEHME O MepeperucTpaIiiy B IeNAX CHIDKEHHS MpeAeTbHON OTITyCKHOW
IIEHBI B Te€YCHHE 25 pabounx JHEHW cOo JAHS BCTYIUICHUS B CHJIy PEUICHUH YIIOTHOMOYECHHBIX OPTaHOB B cdepe
3paBOOXPAHEHUs] HHOCTPAHHBIX T[OCYJApCTB, YKa3aHHBIX B METOAUKE, O CHI)KEHHHU OTIIyCKHOM LEHBI
MIPOU3BOAUTENS Ha JEKapCTBEHHBIN Mpenapar B HHOCTPAHHOM BaJIOTE, €CIM B PE3YJIbTaTe TAKOTO CHUKEHHS
IpenenbHas OTIYCKHAs 1IeHa B pyOJIsX, pacCUMTaHHAs B COOTBETCTBUH C METOAMKOM (C y4eTOM PacxoloB IO
ymjiaTe TaMO>KEHHBIX COOPOB 3a COBEPIICHHE TAMOKEHHBIX OIEpaluii, CBI3aHHBIX C BBIITYCKOM TOBapOB), HUXKE
3apEruCTPUPOBAHHON NPeIENbHOM OTIYCKHOM LIEHBI Ha JIEKAPCTBEHHBIH Npenapar.

46. Ilpn HACTYIUICHUH CITy4asi, IPEIyCMOTPEHHOTr0 MOAMYHKTOM "6" nyHkTa 44 nacrosmux [Ipasui,
3asgBUTENb 00s3aH MPEACTaBUTH 3ASBIIEHVE O MEepeperucTpaluy B LEISIX CHIKCHUS MPEAETbHON OTITYCKHOM
[EHbl Ha BOCIPOU3BEACHHBIN, OMOAaHAIOTOBBIN (OMOIMOMOOHEIN) JIEKapCTBEHHBI INpemapaT B TeueHHe 25
pabounx mHell co aHSA mpuHATHS MUHHCTEpPCTBOM 3/apaBooxpaHeHus Poccuiickoit dexepanuu pemieHust o
CHIDKEHUH 3aperHCTPUPOBAHHON MPEIEIbHON OTIYCKHOW IIeHBI Ha pe)epeHTHBIN JIEKapCTBEHHBIM Mperapar,
eCJIM TIpe/ieNibHasI OTITyCKHAs I[eHAa Ha BOCIIPOW3BEICHHBIN, OMOAHATOTOBEIN (OMOMOA00HBIN) JIeKapCTBEHHBIN
TIpemnapar BBIIIE MPEACTEHON OTITYCKHON IIEHBI Ha COOTBETCTBYIOIIHMA pe(epeHTHBIN JIeKapCTBECHHBIN Mpenapar
B CBfI3W CO CHHKCHUEM MpEJCIbHON OTIyCKHOM IEHBI, MPEeIyCMOTPEHHBIM MOAMNYHKTOM "a" nyHkra 44
HacTtosnux IIpasni.

B cnyuae ecnu npeznenbHas OTIIYCKHAas LIeHA HA BOCIIPOU3BEICHHBIN, OMOaHANIOTOBBIN (OMOMOI00HBII)
JIeKapCTBEHHBIH NperapaT He MPEBBIIIACT IPEIyCMOTPEHHYIO NMOANYHKTOM "a" nyHkTa 44 nactosmux [Ipasun
CHIDKCHHYI0O B MHOCTPaHHOH BaiiOTE OTIYCKHYIO LIEHY NMPOU3BOIUTENSI HA COOTBETCTBYIOIIMI pedepeHTHBIH
JIeKapCTBEHHBIH Mpenapar B pyOJsiX, paCCYMTAHHYIO B COOTBETCTBHM C METOVKOWN (C y4eTOM PacxoloB IO
yIjiaTe TaMOKEHHBIX COOpOB 3a COBEpIICHHE TAMOKCHHBIX OINepalui, CBSI3aHHBIX C BBITYCKOM TOBapoOB), B
OTHOLICHWHU TaKOH MpeAeTbHOM OTHMYCKHOW LEHBI Ha BOCHPOHM3BEICHHBIN, OMOaHAJIOTOBBIH (OHMOMOMTOOHBI)
JIEKapCTBEHHBIN TpernapaT He TpeOyeTcss MPeACTaBACHHE B COOTBETCTBHHM € MOAMNYyHKTOM "0" nyHkTa 44
HacToAumx llpaBuin 3a9BNEHNS 0 IepeperucTpaliy B HEIsX CHIDKEHUS PeAeTbHON OTITyCKHON IICHBI.

47. llpu HacTYIUIGHUH CITydasi, MPEAYCMOTPEHHOTO MOAMYHKTOM "B" nyHKTa 44 nacrosumx [IpaBwmi,
3asiBUTENh 0053aH MPEJCTaBUTh 3aABIIEHME O TePeperucTpaIiii B IeNAX CHIDKEHHS MpPEeAeTbHON OTITYyCKHOW
IICHBl Ha TMEpPBBEI  BOCIPOM3BEIACHHBIM, OWOAHAIOTOBBIH (OMOMOAOOHBIN) JIEKAPCTBEHHBIH Ipemapar
HHOCTPAaHHOTO MPOM3BOACTBA B TedeHHe 25 palbouux [HEH co [HA [pHHATHS MHHHCTEPCTBOM
3apaBooxpaHeHus: Poccuiickoit @epepauuy pemieHuss O TOCYAAapCTBEHHOM perucTpauuu mOpeaeibHOU
OTITYCKHOM IIEHBI Ha BTOPOH BOCIIPOM3BEICHHBIHN, OM0aHanoroBblid (0MONOA00HKIH) JeKapCTBEHHBIHN Mpenapar,
€CITM 3aperuCTpUpPOBaHHAs TpE/AeNbHAs OTIYCKHas IIeHa Ha IEPBBIM BOCIPOW3BEICHHBINH, OMOAaHAIOTOBBIH
(Onomono0HEIM) JIeKapCTBEHHBIH Mpenapar BBIIIE NpPEACIbHOW OTIMYCKHOW IIEHBI, PACCUUTaHHOH C Y4YETOM
YKa3aHHOTO B METOJUKE MOHMKAIOMIET0 KO GHUIKNEHTa K 3apeTUCTPUPOBAHHON MPEIeIbHONW OTITYCKHOH LieHe
32 TOTPEOHTENLCKYIO VYIAaKOBKY pe(epeHTHOro JIEKapCTBEHHOTO TMpenapara IOocie TOCyAapCTBEHHOM
PETUCTpAlMK TaKOW IICHBI Ha BTOPOW BOCIPOM3BEACHHBIN, OMOAHAIOrOBBIH (OMOMOIO0HBIN) JIEKAPCTBEHHBIH
Iperapar, OTHECEHHBIH K OJHOMY MEXAyHapOJHOMY HENAaTeHTOBAHHOMY HaWMEHOBAHUIO (IIPHU €r0 OTCYTCTBHH
- K XMMAYECKOMY WJIM TPYNIIMPOBOYHOMY HaWMEHOBAHHIO) B TAKOH e JIeKapCTBEHHON (opme, B TOM YHCIE C
y4eToM MH(OPMALIUH O B3aMMO3aMEHAEMbIX JIEKAPCTBEHHBIX Mpenaparax A1 MEAULIUHCKOTO IPUMEHEHNU .

48. Tlpu HacTyIJIeHUW ciydas, TIpeayCcMOTpeHHOro NMoAnyHKTOM "r" nyHkTa 44 wacrosmmx [IpaBmi,
3agBUTENb 00s3aH MPEACTaBUTH 3ASBIIEHVE O MEPEePEerucTpaluy B LESIX CHUKCHUS NPEACIbHONW OTITyCKHOM
LEHbl Ha TMEpBBI BOCIPOU3BEACHHBIH, OHOaHATIOroBBIA (OMONOAOOHBIN) JIEKAPCTBEHHBIM Mpenapar
MIPOM3BOJUTENS FOCYJapCcTBa - WwieHa EBpa3suiickoro SKOHOMHYECKOI0 cO103a B TeUeHUe 25 pabouyux AHEH co
JIHS TpUHATHS MuUHHCTEpCTBOM 37ApaBooxpaHeHMs Poccuiickoil @enepannn pemieHUs O ToCyIapCTBEHHOM
pEeTUCTpALMU NPEJCIILHOM OTITYCKHOW IIEHBI HAa BTOPOW BOCHPOU3BEACHHBIN, OMOaHAIOTOBBIN (OMOTIOJ00HBIN)
JIEKapCTBEHHBIN Ipernapar MPOU3BOANTENS rOCyAapcTBa - ujieHa EBpasuiickoro s5KOHOMHYECKOTO CO03a, €CIH
3aperucTpUpOBaHHAs TMpeJieNlbHas OTIyCKHAas I[leHa Ha TepBBId BOCHPOM3BEACHHBIN, OHOaHAIOTrOBBIH
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(Ouomo00HBINH)  JICKAPCTBEHHBIM  Ipermapar MPOU3BOJMTENS TocyldapcTBa - wieHa EBpa3uiickoro
S3KOHOMHYECKOr0 COI03a BBIIIE NPEACIBHON OTITYCKHOM LIEHBI, PACCUUTAHHOM C YYETOM YKa3aHHOTO B METOJUKE
MOHMKAOUIET0 KO3((UIMEHTa K 3aperUCTPUPOBAHHOI INpPENeNbHON OTIYCKHOM II€HE NPOM3BOAUTENS 3a
MOTPEOUTENBCKYIO YIAKOBKY pe()epEeHTHOTO JIEKapCTBEHHOI'0 Mpernapara Imocie rocy1apCTBEHHOW PEerucTpaiu
TaKoOi IeHH Ha BTOPOW BOCIPOW3BENEHHBIH, OMOAHAJIOTOBEIN (OMOMOMOOHBIN) IJIEKAPCTBEHHBIN Iperapar
MPOU3BOAUTENS. TOCyJapcTBa -ujieHa EBpasuilckoro SKOHOMHYECKOTO COI03a, OTHECEHHBIH K OJHOMY
MEXIYHapOIHOMY HENAaTeHTOBAHHOMY HAaMMEHOBAaHHIO (IIPM €ro OTCYTCTBMH - K XHUMHYECKOMY HJIH
IpyNITUPOBOYHOMY HAUMEHOBAHMIO) B TAKOH )K€ JIEKapCTBEHHOH GopmMe, B TOM YHUCIIE C YUeTOM HHPOPMAIIH O
B3alMO3aMEHAEMBIX JIEKAPCTBEHHBIX MpenapaTax A MEAULUHCKOTO MPUMEHEHUS.

49. B cnydae mepeperucTpaldy B LENSX CHIDKEHHUS IpeNelbHON OTIYCKHOW IIEHbI HAa OCHOBaHHUU
3aABIIEHNA O TepeperucTpanuy, MPeACTaBICHHOIO B COOTBETCTBHM C MYHKTOM 44 nactosmumx [IpaBmi,
npezesbHas OTITyCKHAs IeHa He MOXET OBITh 3asBJICHA B TE€UCHHE KaJCHIAPHOTO Tojla Ha MEepPEeperucTPaIuio B
COOTBETCTBHU C MYHKTaMn 34 u 36 Hactosmux [IpaBui B meisix ee yBEeTHYCHUSI.

50. denepanpHas aHTHMOHOIOJBHAS CIyk0a yBEeZOMIISIET 3asBUTENS, B TOM YHCIE IOCPEACTBOM
eIMHONH MH(OPMAIIMOHHON CHCTEMbI, 0 HEOOXOIMMOCTH NEPEPerucTpalMy B LENAX CHIKEHUS IpPeAeTIbHOU
OTIyCKHOW IICHBI, €CIIM 3asABUTENIb HE IPEACTABWI 3aAABIIEHWE O NEpeperucTpaluuyl B ILENAX CHIDKEHUS
Mpe/IeTbHOM OTITYCKHOI IIEHBI B COOTBETCTBUH C MYHKTOM 44 Hactosmux [IpaBn.

3asButens B TeueHne 20 pabounmx [gHEH Tocie TONydeHHs yBeaomuieHus —(DenepanbHOM
AQHTUMOHOTIIOJIFHOH CITy>KOBI IPUBOIUT 3aPETHCTPUPOBAHHYIO HPEACIbHYIO OTIYCKHYIO IICHYy B COOTBETCTBHE C
LICHOW, PacCUMTaHHOH B COOTBETCTBUM ¢ Hacrtosummu [IpaBuinamMu u METOOUKOW, ¢ y4eTOM HMH(pOpMAaNuH,
yKa3aHHOU B yBeqomiieHnH DenepaibHON aHTUMOHOIOIBHOM CITY>KOBI.

OdenepanbHas aHTUMOHOMONBHAS CIyx0a B TEYeHHE 5 pabdouMx IHEH Mocie HCTEYCHHUS! CpOKa,
yka3aHHoro B ab3alle BTOPOM HACTOSIIEr0 IyHKTa, OTMEHSCT pEIICHHE O COTJacOBaHHU TPEICTbHON
OTIIyCKHOM LIEHBI B CIy4Yae HENPUBEACHUS 3asIBUTEJIEM 3apErUCTPUPOBAHHOU MPEJEIBHON OTIIYCKHOW ILIEHBI B
COOTBETCTBHE C HAacTOSIMUMHU [IpaBuiaMu M METOIMKOM C ydeToM HWH(pOpMaIiy, YKa3aHHON B YBEIOMJICHHUU
QenepanbHOW AHTUMOHOIOJIBHOW CITY’KOBI, W yBemoMJIIeT 00 3TOM MMHHCTEPCTBO 3/IPaBOOXPAHEHUS
Poccuiickoit @enepanuu.

MuHucTepcTBO 3apaBooxpaHeHus Poccuiickoit ®enepannm B TedeHme 3 pabodymx mHEH €O AHS
noiy4deHus: ysegomseHus denepanbHONl aHTUMOHOIOIBHOM CIyX OBl MPUHUMAET PELICHHE 00 HCKIYECHUH
MpeeNbHON OTIYCKHOM LIEHBI W3 PEeecTpa MpelesIbHBIX OTIYCKHBIX LEH W YBEAOMIIIET 00 3TOM 3asBUTENA
MOCPEACTBOM EMHOTO rnopTarna win einHoH HH(POPMAaLlMOHHONW CHCTEMBI.

51. B cnyuae HanpaBieHHs 3asBUTENEM B MHMHHCTEPCTBO 3/paBooxpaHeHus Poccuiickoil @enepanuu,
B TOM YHCJE TOCPEACTBOM €JMHOM HH()OPMALMOHHOW CHUCTEMBI, MUCbMa O NPEKPAIICHUH MPOU3BOJICTBA
JIeKapCTBEHHOTO Tpenapata W (WJIM) ero BBo3a Ha Tteppuropuio Poccuiickoit ®enepaunn MuHHCTEPCTBO
3apaBooxpaHeHus Poccuiickoil deaepanuu B J€Hb MOJYYEHUS TAaKOro MHUCbMa BHOCUT B COJEpKAaUIyIOCAd B
peecTpe NpeAeNbHBIX OTIMYCKHBIX IIeH WHQOPMAIMIO COOTBETCTBYIONIME HW3MEHEHHUS O 3aperuCTPUPOBaHHOMN
NpEACIIbHOM OTIIyCKHOM I1I€HE YKa3aHHOI'O JIEKAPCTBEHHOIO Ipernapara B 4YacTH 3aMEHbl €€ CcTraTyca
" [leticTBytomue 1eHbl" Ha cratyc "V3MeHeHHbIe IIeHB" ¢ YKa3aHWeM JaThl U HoMepa perieHuss MuHuCTepCTBa
3apaBooxpaHeHust Poccuiickoit denepannn 0 3aMeHE CTaTyca 3aperduCTPUPOBAHHON MPENEIbHON OTIYCKHOMN
ueHsl "JleiicTByronye HeHsl" Ha ctaTyc "VI3MeHEeHHbIE 1IeHbI".

B cnydae npencrasieHns 3asBUTeNeM 3asABINEHNSA 0 TOCYIapCTBEHHOM PEeTrUCTpalii Ha yKa3aHHBIN B
ab3ale NepBOM HACTOSIIEro MyHKTa JEKAPCTBEHHBIH Mpernapar OO HMCTEYeHUs] 3 JIeT CO [HsS BHECCHHs
yKa3aHHBIX M3MEHEHUN IpeAenbHass OTICKHAas I[IeHa HE MOXKET IPEBBIIATh MOCIEAHION MPEACIbHYIO
OTIYCKHYIO LIEHY Ha TaKOW JIeKapCTBEHHBIM IpenapaT, UMeromyo craryc "M3meneHHble neHbl" (6e3 yuera
MIPOM3BOJACTBEHHON IUIOIIAIKK), MCXOAS M3 CTOMMOCTH OJHOH JIEKapCTBEHHOH (OPMBI COOTBETCTBYIOLIEH
JIO3UPOBKU JIEKAPCTBEHHOI'O IIpernapara.
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NMPUNOXEHUE N 1
K lMpaBunam rocyaapcTBEeHHOW perncrpauum
M nepeperucTpaumm npeaenbHbIX OTNYCKHbIX LieH
npousBoAauTenen Ha NnekapcTBeHHble Npenaparhbl,

BKIMIOYEHHbIE B NepeyYeHb XXU3HEHHO
Heo6Xo0AUMbIX U BaXXHEWULLMX JIeKapCTBEHHbIX
npenapaToB AN MeAULUHCKOro NpuMeHeHus

(cbopma)
3AABJIEHVE
o] I‘OCY,HapCTBeHHOﬁ permucrpaurm IrnperneJibHBIX OTIIYCKHBIX ILI€H HpOMBBOHMTeHeﬁ Ha JIeKapCTBEHHEIE IIpellapaTtl,
BKJIIOUEHHBIE B II€pPeYeHb XM3HEHHO HeO@XOHMMbIX U BaXHEeMIMX JIEKAPCTBEHHEIX IIperiapaToB
OIS MEOMUMHCKOTO IIPUMEHEeHUS
(HamMeHOBaHMe 3aseutTensd(l), amgpec, agpec BJIEKTPOHHOM IOUTH)
(HaMMeHOBaHME OepXaTesisd WMIM BJjalejiblla PeTMCTPALMOHHOTO YyLOCTOBEPEeHMS JIeKapCTBEHHOTO
npemnapara (2), anpec, aIpec D3JIEKTPOHHOWM IIOUTH)
N /o Cragus [IpousBoau- | Aapec | Ctpana st poccuiicKuX IOPUANYECKUX JIUII - HaunmenoBanue PeructpaunonHsbrit
MIPOU3BOJICTBA TeJb UICHTU(DUKAIIMOHHBIN HOMED PETUCTPUPYIOIIETO HOMEp
(HauMeHOBaHKE HaJIOTOIIATENbIINKA, 111 HHOCTPAHHBIX IOPUANYECKUX oOpraHa
) JIUIT -KOJI HAJIOTOTUIATEIIBIINKA B CTPAHE PETUCTPAITIT
(MHKOPITOpAIIVH ) WJIH €TO aHAJIOT
1 2 3 4 5 6 7 8
N n/n Howmep MexnyHapon- Toprosoe JlekapcTBeH- Oo6mee [IpenenpHas [ITpuxoBoii Kon Konx eanHon
perucTpanu- HOE HaWMEHOBa- | Has ¢popMa, | KOIUYECTBO BO OTITyCKHas KO, aHATOMO-TEpa- ToBapHou
OHHOT'O HeNaTeHTOBaH- HUE JIO3UPOBKa, BTOPHUYHOH LIeHa HaHECEHHBIN Ha | MEBTUYECKO-XU- | HOMEHKNaTypbl
yAOCTOBEpE- HoOe (Wn KOMIUIEKT- | (TIOTpeOUTENbC- | TPOU3BOIUTE- BTOPUYHYIO MHYECKOH BHEIIIHEAKOHO-
HUs XUMUYECKOE, HOCTb KOH) yIaKkoBKe I 32 (moTpedbuTenne- | Knaccudukaumn MHYECKON
JIEKapCTBEH- iR05 MOTPEOUTENB- | KYIO) YITAKOBKY JIeATeNIbHOCTU
HOTO TPpyHIHUPOBOY- CKYIO EBpasuiickoro
24.09.2025
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HOE) 3KOHOMHUYECKO-

YIIAKOBKY

HanMEHOBaHHE 0e3 yuera ro coro3a’
‘ Hajora Ha

n00aBICHHYIO
CTOUMOCTH

(pyOuneit)

3
npenapara

1 2 3 4 5 6 7 8 9 10

BagaBUTEIb

(DOJIXKHOCTE ) (rmognmuce) (bammnmsa, mMMda, OTUECTBO (NPpM HAJIMUMU)

KoHTakTHBEIE IOaHHHE

(HoMep TesiedoHa) (ampecCc »JIEeKTPOHHOM IIOYTEH)

' Tlox 3asBUTENEM MOHMMAETCS AEpKaTelb WIN BIafeNell PEriCTPAMOHHOrO YIOCTOBEPEHHs JIGKAPCTBEHHOTO MpernapaTa MM YIOoJTHOMOYEHHOE HM JIHIIO,
MpeACTaBIAOIIME B MUHUCTEPCTBO 3paBooXxpaneHus Poccuiickoit denepaniii HaCTOSIIEE 3asIBJICHUE.

ITox nexkapcTBEHHBIM NpeNapaToM IMOHMMAETCS JICKAPCTBCHHBIM IpernapaT, BKIIOUEHHBIH B MNEepPeYeHb JKU3HEHHO HEOOXOIMMBIX W BaKHEUIIMX
JIEKapCTBEHHBIX PENapaToB I MEAUIIMHCKOTO IPUMEHEHHS.

? VKa3bIBAlOTCS CBENEHHS O PETHCTPAIlMOHHOM YIOCTOBEPEHHH JIEKAPCTBEHHOTO MPENapaTa, BELIAHHOM B COOTBETCTBHHM C 3aKOHONATENECTBOM Poccmiickoit
®enepanuu, U (WIM) O PErHCTPALMOHHOM YJIOCTOBEPEHHHM, BBITAHHOM B COOTBETCTBHHU C [1paBMIIaMV perucTpaliy M SKCIEPTH3bI JIEKAPCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO MIPUMEHEHUs, yTBepKIeHHbIMU pPeLlieHnemM Coseta EBpasuiickoil 3xoHoMHUYecKoi koMuccuu oT 3 Hosi0ops 2016 r. N 78 "O [IpaBunax peructpauuu u
9KCIIEPTH3HI JIEKAPCTBEHHBIX CPEACTB I MEAUIIMHCKOTO MPUMEHEHNS".

4

B cnyuyae oTCyTCTBHS MEXAYHapOJHOTO HEMATEHTOBAHHOTO HAMMEHOBAHHS B PETHCTPAIMOHHOM YAOCTOBEPEHHH JEKapCTBEHHOTO Iperapara yKa3bIBaeTCs
HauMEHOBaHHWE JIEKApPCTBEHHOTO Iperapara, MperyCMOTPEHHOE MepeuyHeM KU3HEHHO HEeOOXOJWMBIX W BKHEHIINX JIEKAPCTBEHHBIX IPENapaToB IS MEIUITMHCKOTO
MIPUMEHCHUSI.

> B ciIyuasx, mpeaycMOTPEHHBIX MyHKTOM 28 TIpaBu rocy1apcTBEHHOI PErMCTPALMU U TIEPEPErHCTPAINHI IIPEIEIbHBIX OTITYCKHBIX 1IEH IPOM3BOIUTENEH Ha
JICKapCTBEHHbBIE Ipenaparhl, BKIIOUCHHbIE B MEpeYeHb JKU3HEHHO HEOOXOIMMBIX W BAKHEHINHNX JIEKAPCTBEHHBIX NPENapaTtoB Ui MEAUIIMHCKOTO MPUMEHEHUS,
YTBEPKIEHHBIX NOCTaHoBreHneM [lpaBurensctBa Poccuiickoit @enepanuu ot 8 ampesns 2025 r. N 462 "O rocyaapCTBEHHOM PETYJIMPOBAHUU LIEH HA JEKAPCTBEHHBIE
mpenapaTsl, BKIIOUYECHHBIE B MEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEUIIMX JIEKapCTBEHHBIX IMPENapaToB AJs MEIUIMHCKOTO NPUMEHEHHA", JOTOIHUTEILHO
yKa3biBaeTcs opMa BhITycKa JIEKAPCTBEHHOTO Tpenapara, ¢ Y4eTOM KOTOPOH pacCUUTHIBAETCS MpeAebHas OTITyCKHas LieHa MPOWU3BOAUTENS 3a MOTPEOHTENbCKYIO
YIIaKOBKY JIEKapCTBEHHOI'O Iperapara.

6 Vrepxnena pelieHnem Copera EBpasuiickoil skoHOMHuYeckoii komuccuu oT 14 centsiops 2021 r. N 80 "OG yrBepiaeHun eauHoi ToBapHOIA
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HOMEHKJIaTyphl BHEUTHEIKOHOMHYECKOW JesiTenbHoCcTH EBpasmiickoro skoHoMudeckoro coioza u EgmHoro TamoxenHoro tapuda EBpasmiickoro 3KOHOMHUYECKOTO
CO103a, a Tak)Ke 00 M3MEHEHNH 1 PU3HAHWHU YTPATUBIINMH CHITY HEKOTOPHIX perrennii CoBera EBpasuiickoit 3KOHOMHYECKOH KOMUCCHH'".

NMPUNOXEHUE N 2

K [paBunam rocyaapcTBeHHOW perucTpaumm

M NepeperucTpauum npegenbHbIX OTNYCKHbIX LeH
npousBoauTesrie Ha NieKapcTBeHHbIe Npenaparhbl,
BKJTIOYEHHbIE B NepeyeHb XXU3HEHHO
Heo6Xo0AMMbIX U BaXXHEMLUUX JIeKapCTBEeHHbIX
npenapaToB AN MeAULMHCKOro NpMMeHeHus

(popma)
3AARJIEHVE
O TIiepepermcrpalumm IMnpenejibHBIX OTIIYCKHEIX LIEH HpOMBBO,HMTeJ‘[eﬁ Ha JIEKAPCTBEHHEIE IIpeliapaThl, BKJIIOYEHHEIE
B [I€pPEeUEeHb XU3HEHHO HEOOXOIOMMEIX M BaXHEMIIMX JIEKAPCTBEHHBEIX IpernapaToB mIJid MEeIMLUMHCKOTO IPUMMEHEHMUS
(HamMeHOBaHMe 3BaseuTensd(l), ampec, ampec BJIEKTPOHHOM IOUTH)
(HaMMeHOBaHMeE OepXaTesid MM BJaneliblla PerMCTPAallMOHHOTO YIOCTOBEPEHMUS JIeKAPCTBEHHOTO Mpernaparta (2),
ampec, aImpec BJIEKTPOHHOM I[IOYTH)
N /o Cragus IIpousBoau- An- Crpa- st poccuiicKuxX IOpUANYECKUX JIULI - HaumenoBanue PeructpaunonHslit
MPOU3BOJICT- TCNb pec Ha UACHTU()MKAIMOHHBIN HOMED HAJIOTOILIATEIbIIHNKA, JJIs PErUCTPUPYIONIETO HOMED
Ba (HamMeHOBaHME MHOCTPAHHBIX IOPUINIECKUX JIUIT - KOJT oprana
) HaJIOTOIUIaTENbIIUKA B CTPAHE PErUCcTpaIiuu
(MHKOPITOpaNKN) WK €T0 aHAJIOT
1 2 3 4 5 6 7 8
N /i Howmep MexayHnapo- Toprogroe JlexapcTBeH- Ob6mee IIpenenbHas LItpuxoBoit Kon Kox eguHon
perucTpanuo- JTHOE HaMEHOBaHWe | Hasg (opMa, | KOIUYECTBO BO | OTIIYCKHAs IieHa Ko1, aHaTOMO-Tepa- ToBapHoM
HHOT'0 HenaTeHTO- JIO3UPOBKA, BTOPUYHOMI MPOU3BOAUTENSI | HAHECEHHBIN IIEBTHYECKO- HOMEHKNnaTypsbl
yaocToBepe- | BaHHOE (WiH KOMIUIEKT- | (TOTpeOuTense- 3a Ha XEMHYECKOM BHEITHEAKOHOMH-
24.09.2025 Cuctema FrAPAHT 15
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HUS XMMHYECKOE, HOCTh KOM) yITaKOBKe MTOTPEOUTENTHC- BTOPUYHYIO | KiIaccu(UKALUU YEeCKOH
JIEKApCTBEHHO- W KYIO YIIAKOBKY’ (motpebure- ges{Tem:Hocm
ro mpenapara TpyHIIUpOBO- 6e3 yuera JBECKYIO) BPa3uCKOro
3 9HOE) Haora Ha YIaKOBKY 3KOHOMHYECKOT'O
HanMEHOBa- J0GABIICHHYO coro3a’
4
HHUE CTOMMOCTB
(pyOueit)
1 2 3 4 5 6 7 8 9 10
3agaBUTEJIb
(DOJIXHOCTH) (momnmce) (bammnmsa, mMMma, OTUECTBO (NpPM HaAJIMUMU)
KoHTakTHBEIE IOaHHEE
(HoMep TesedoHa) (ampecCc »JIEeKTPOHHOM IIOYUTH)

' Tox 3asBHTENEM IOHUMAETCS JAEPXKATENb MM BIAJC/ICI PETHCTPAMOHHOIO YIOCTOBEPEHHUS JICKAPCTBEHHOTO HPENapaTa MM YHOIHOMOYEHHOE MM JIMIIO,
IIpeNCTaBIAOMKE B MUHUCTEPCTBO 3paBooxpaHenus Poccuiickoil @enepanuy HacTOsIIEE 3asIBICHUE.

> Tloxg NeKapCTBEHHBIM TPENapaToM MOHUMACTCS JIEKAPCTBEHHBINH Mperapar, BKIIOYCHHBI B MNEPEYEHb HKM3HECHHO HEOOXOIMMBIX M BAKHEHIINX
JIEKapCTBEHHBIX NPENapaToB Il MEAUIIMHCKOTO IPUMEHEHHS.

3 VKa3bIBAIOTCS CBENEHHS O PErHCTPAMOHHOM YIOCTOBEPEHHH JIEKAPCTBEHHOTO MPENapaTa, BELIAHHOM B COOTBETCTBHHU C 3aKOHONATENECTBOM Poccumiickoit
denepanyu, U (WIM) O PErUCTPALMOHHOM YJOCTOBEPEHHHM, BBIIAHHOM B COOTBETCTBHHU C [1paBMIIaMy perucTpaliy M SKCIEPTH3bI JIEKAPCTBEHHBIX CPEICTB IS
MEIMLIMHCKOTO MPUMEHEHH, YTBEpKIeHHbIMH pelleHiem Cosera EBpasuiickoii skoHOMuYeckoi komuccuu ot 3 HostOpst 2016 r. N 78 "O IlpaBunax perucrpauuu u
9KCIEPTU3bI JICKAPCTBEHHBIX CPEICTB AJISI MEAULIMHCKOTO IPUMEHEHNUs "

* B ciydae OTCYTCTBHS MEKIYHAPOJHOTO HEMAaTeHTOBAHHOTO HANMEHOBAHMS B PErHCTPAIIOHHOM yIOCTOBEPEHHH JIGKAPCTBEHHOTO NPENapaTa yKa3hIBaeTcs

HAMMCHOBAHHUEC JICKAPCTBCHHOI'O IIp€napara, NpeayCMOTPECHHOE MNEPEYHEM XU3HCHHO HCO6XO,Z[I/IMBIX ¥ BaKHCHIINX JICKAPCTBCHHLIX IpeNapaToB A MCAUITMHCKOI'O
OPpUMCHCHHUS.

> B ciIyuasx, mpeaycMOTPEHHBIX MyHKTOM 28 TIpaBu rocy1apcTBEHHOM PErHCTPALMU U TIEPEPErHCTPAINT TIPEIEIbHBIX OTITYCKHBIX 1IeH IPOM3BOIUTENEH Ha
JIEKapCTBEHHBIC IIpenaparhl, BKIIOUCHHbIE B IEPEUYEHb >KU3HCHHO HEOOXOIMMBIX U BaKHEHMIIMX JIEKAPCTBEHHBIX IPENApaToOB Ul MEAUIMHCKOTO NPUMEHEHN,
yYTBEpKIEHHBIX NOCTaHoBreHneM I[lpaBurensctBa Poccuiickoit @enepanuu ot 8 ampens 2025 r. N 462 "O rocyaapCTBEHHOM PETYJIMPOBAHUU LIEH HA JEKAPCTBEHHBIE
mpemnapaTsl, BKIIOUYEHHBIE B MEPEYCHb >KU3HEHHO HEOOXOAMMBIX W BaXHEHWIIMX JIEKapPCTBEHHBIX IMPENapaToB AJs MEIUIMHCKOTO TNPUMEHEHHA", JOTONHUTEIHHO

yKaspIBaeTcs (opma BBIITyCKa JIEKAPCTBEHHOTO Tpenapara, ¢ y4eTOM KOTOPOHl pacCUMTHIBAeTCA MpeAesbHas OTIyCKHAs IeHa MPOM3BOAUTENS 32 MOTPEOUTENHCKYIO
YIIaKOBKY JIEKapCTBEHHOI'O Mperapara.
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® Vrepxnena pelueHvem Copera EBpasuiickoil skoHOMHuYeckoii komuccuu oT 14 centsaGps 2021 r. N 80 "OG yrBepiaeHuu eauHoii ToBapHOIi
HOMEHKJIATYpbl BHEUTHEAKOHOMHUYECKOH JesiTeIbHOCTH EBpasuiickoro skoHOMHUecKoro coto3a u ExmHoro tamoskeHHoro tapuda EBpasuiickoro 3KOHOMHYECKOTO
COI033, a TaKke 00 N3MEHEHUH M IPU3HAHUN YTPATUBIIUMHU CHITy HEKOTOPBIX perrenuit CoBera EBpasuiickoil skoHOMHYECKOI KoMucCHH'".
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YTBepxaeHbl

nocrtaHosneHvem MNpaButenbcTBa
Poccuickon ®egepaumnu

ot 8 anpens 2025 r. N 462

IIpaBuia
Be/ICHUS TOCYJAPCTBEHHOI'0 peecTpa NnpeaesbHbIX OTIIyCKHBIX LIeH NPOM3BOAUTE/ICH Ha JIEKAPCTBEHHbIE
npenaparbl, BKJIKYEHHbIC B lIepeYeHb JKU3HEHHO HE00X0AUMBIX U BaKHEHIMX JIEKAPCTBEHHbIX
Npenaparos AJsi MeIMIMHCKOI0 PUMEeHEHHUS

1. Hactosmmue IIpaBuna ycTaHaBIMBAIOT MOPSIOK BEACHHS T'OCYJApCTBEHHOI'O peecTpa MpeaesIbHbIX
OTITYCKHBIX IIEH MPOU3BOAMTENEH Ha JIEKAPCTBEHHbIE IpemnapaTsl, BKIIOYEHHbIE B MEPEYEHb KUIHEHHO
HEOOXOMUMBIX ¥ BaKHEHIIMX JIEKAPCTBEHHBIX MPEMapaTroB JJisi MEAMIMHCKOTO TpHMEHEeHus (Jaiee
COOTBETCTBEHHO - JIEKAPCTBEHHBIC MIPETaparhl, MpeAebHbIe OTITyCKHBIE IIEHBI, PEECTP MPENeTbHBIX OTITYCKHBIX
IICH).

2. PeecTp npenenbHbIX OTIIYCKHBIX LIEH, COAEPKallUil CBEIECHHUS O TOCYJApCTBEHHOW pPErUCTpaluu
MIpeNeNbHBIX OTIIYCKHBIX IIEH W IEepeperucTpanyu 3aperucTpUPOBaHHBIX IPEAENbHBIX OTIYCKHBIX LieH (Jajee
COOTBETCTBEHHO - T'OCYIAapCTBEHHAs pErucTpanys, IHepeperucTpanus), BeIeTcs B €IUHOM rocynapCTBEHHOU
nHGOPMAIMOHHOM cucTeMe B cepe 3ApaBoOXpaHeHHUs (Jaee - equHas HH)OPMAaOHHAS CUCTEMA).

3. PeecTp mpenenbHBIX OTIMYCKHBIX IIEH BeAETCd MMHUCTEPCTBOM 31paBooxpaHeHus Poccuiickoi
®denepanyu B ANEKTPOHHOH QopMe myTeM POpPMUPOBaHHMS, U3MEHEHUS! MM UCKIIOUEHUS PEeCTPOBBIX 3aruceil,
COJIEpIKaIllMX CBEIEHUS O FOCYIapCTBEHHOM PEruCTpalliy WIN NepeperucTpaluy (Jajiee - peecTpoBbIe 3allUCH),
B TOM 4YHCIE C HCIIONb30BaHUEM HHMPACTPYKTYpPBI, obecreunBamomel HHOOPMAINOHHO-TEXHOIOTHIECKOE
B3aUMOJICHCTBHE WH(POPMALMOHHBIX CHUCTEM, HCIIONB3yEeMBIX JUIsl TPEOCTABICHHUS TOCYJAPCTBCHHBIX H
MYHHUIUIATBHBIX YCIYT U UCTIONHEHUS TOCYAaPCTBEHHBIX U MYHUIIMIIAILHBIX QYHKIMHA B AJIEKTPOHHOU (opme,
C HICTIONIb30BaHNEM €TMHON CUCTEMBI MEXKBETOMCTBEHHOTO 3JIEKTPOHHOT'O B3aNMO/ICHCTBHSI.

Benenne peectpa mnpenenbHbIX OTIYCKHBIX LIEH OCYLIECTBIAETCS B COOTBETCTBHM C €IUHBIMU
OpPTraHU3allMOHHBIMU, METOJOJIOTHYECKUMH U MPOrPAMMHO-TEXHUYECKUMH NPUHLUIAMHU, 00€CIEUYUBAIOIUMU
COBMECTHMOCTh W B3aUMOJACHCTBHE peecTpa NpPEeAeTbHBIX OTIYCKHBIX II€H C HHBIMH (enepaabHbIMU
roCyJapCTBEHHBIMH HH(GOPMALMOHHBIMHU CUCTEMaMHU U CETSIMHU, C UCIIOJIb30BAaHUEM TEXHOJIOTHH, II03BOJISIOIINX
obecrieunTh cOOp M BHECEHHE B PEECTP NPEAENbHBIX OTIYCKHBIX LIEH PEECTPOBBIX 3alHced, UX XpaHEHHeE,
CHCTEMAaTU3aIHIO, aKTYJIN3aIHIO, 3aIIUTy 1 OOHOBJICHHUE.

Hoctyn nepxatens Wid BiajAeiblla PErMCTPAllMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOTO Iperapara
(YNOJIHOMOYEHHOTO MM JUIa) (Aajee - 3asBUTENb) K JUYHOMY KaOMHETY 3asiBUTENISI B PEEeCTpe MpelesibHBIX
OTIYCKHBIX II€H OCYHICCTBIACTCS  TMOCPEICTBOM  TPOXOXKICHHS  3asBUTENEM  UACHTH(QHUKALUN |
ayTeHTU(UKAIIMK C UCIIOJIb30BaHUEM (ellepalbHOW ToCyJapcTBeHHOW WHQOpManuoHHO#H cuctembl "EnnHas
cucrema UACHTU(UKALTIT u ayTeHTU(UKAIAN B nH(ppacTPyKType, oOecniednBaromneit
MH(OPMAITMOHHO-TEXHOJIOTHYECKOE  B3aMMOJCUCTBHE HH()POPMALMOHHBIX CHUCTEM, WCIOIB3YyeMBIX IS
IIPENOCTABICHUSI TOCYAAPCTBEHHBIX M MYHUIMIIANBHBIX YCIYI B JIEKTPOHHOM (hopMme" B COOTBETCTBHH C
[MpaBunamun ucnons3oBanus (heaepanbHOl TocyIapcTBEHHON MHGDOpMAIMOHHOW cucTeMbl "EnunHas cucrema
AIeHTA()UKAIAN u ayTeHTU(PUKAIIH B nH(ppaCTPyKTypE, obecnieunBaromieit
HHPOPMALIMOHHO-TEXHOJIOTHUECKOE  B3aUMOJEHCTBUE HMH(MOPMALMOHHBIX CHCTEM, HCIIOJIB3YEMbIX UL
MPENOCTABICHNSI TOCYJAPCTBEHHBIX M MYHHUIMIIAIBHBIX YCIYI B JJIEKTPOHHOW (opme", yTBEp)KICHHBIMU
noctaHoBneHnem IlpasurensctBa Poccuiickort ®eaepaunu ot 10 urons 2013 r. N 584 "O06 ucnons3oBaHuU
(denepanbHO rocygapcTBEeHHOW HWHQOpPMAnMoOHHON cuctemMbl "EnuHas cucreMa WICHTU(QHUKALWU |
ayTeHTU(UKauU B MHQpacTpyKType, obecneunBaromeil HHHOpManOHHO-TEXHOIOTHIECKOE B3aUMOJICHCTBHIE
MH(QOPMAIIMOHHBIX CHCTEM, HCIIOIB3yEMBIX JUIS IPEAOCTABICHUS TOCYIAPCTBECHHBIX 1 MyHHIUAIBHBIX YCIYT B
3NIEKTPOHHOH popme".

4. PeecTp mpeaenbHBIX OTITYCKHBIX HEH COACPIKUT CIEAYIONINE Pa3/elbl:

"JleficTBYIOIIME CBENCHHUS PEeCTPOBBIX 3amucell” - TeKyIue NEHCTBYIOIIUE CBENEHHUS PEeCTPOBBIX
3aIlMCe C 3aperuCTPUPOBAHHBIMY WM IIEPEPETUCTPUPOBAHHBIMU IIPEEIbHBIMH OTILyCKHBIMU IEHAMU;

"M3MeHeHHbIE CBEJICHUS PEECTPOBBIX 3amuced’ - paHee JEMCTBOBABIIME CBEICHHUS PEECTPOBBIX
3aluceld, KOTOpble INPHUMEHSIOTCA A Lesiell peanu3aluy JICKapCTBEHHBIX IPENapaToB OpraHU3aLUsIMU
OINITOBOM M PO3HWYHOW TOProBiM. JIeKapCTBEHHBIE MpenapaThl, CBEACHUS O KOTOPBHIX pasMELICHbl B paszese
"VI3MeHEeHHBIE CBENEHHS PEECTPOBBIX 3alMCEH", MOTYT HAaXOAWUTHCS B OOpAaIlEHHMM OO HCTEYCHHS CPOKa HX
TOAHOCTH C Yy4YeTOoM (aKTHYECKOH OTMYyCKHOM ILIeHBbl NPOM3BOAWTENS, HE IPEBBIMIAIONICH NpeACTbHYIO
OTITyCKHYIO LIEHY, IPUMEHABIIYIOCS Ha ATy UX peaau3aliy;

"HcKITIOueHHBIC PEeCcTPOBbIC 3amucu” - HUCKIIOYEHHBIE B COOTBETCTBHM ¢ MYHKTOM 10 HacTosmux
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[IpaBuit cBeieHUS PEECTPOBBIX 3AMHCEH.

5. O6paboTKa MepCOHATBHBIX JTaHHBIX, COAEPIKALINXCSA B PeecTpe MPeAeTbHBIX OTHYCKHBIX IEH, H UX
3alllUTa OCYIIECTBIISIOTCS B COOTBETCTBMH C 3aKOHOLAaTerbCTBOM Poccuiickoit denepanmu B oOmactu
[IEPCOHAIBHBIX TaHHBIX.

6. PeecTpoBas 3anMcCh CONEPIKUT CIECAYIOIINE CBEACHHUS:

a) HAaUMCHOBAaHHUE JAEpKaTels WM BIAAENbLA PErHCTPALMOHHOTO YAOCTOBEPEHMS JIEKapCTBEHHOI'O
Ipernapara, HAMMEHOBAaHUE MPOU3BOIUTENS JIEKAPCTBEHHOTO Ipenapara, CBEACHUS O PETUCTPallu AepKaTels
WM BIAJENbla PErHCTPALMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara, CBEICHHS O pPErHCTpaliu
MIPOM3BOAUTENS JIEKAPCTBEHHOTO IpenapaTa B KauyeCcTBE HAJIOrOIUIaTeNbIIMKa B CTpaHE perucTpanuu (i
POCCHIMCKHX IOPHUIMYECKUX JHL - HIACHTU(QHUKALWOHHBIA HOMEp HAaJOroIUIaTeNbIIUKa, Ui HHOCTPAHHBIX
IOPUINYECKUX JIUI] - CTpaHa pEerucTpallii, HaluMEHOBAHHE pPErHCTPHPYIOIIEr0 OpraHa, perucTparMoHHBIN
HOMeEp, KOJ] HaJIOTOTJIaTeNbIIKKA B CTPaHe PETUCTPAINH (MHKOPIIOPAIMH) WIIM €70 aHAJIOT), MECTO HaXO0XKIECHUS
IIPOM3BOJICTBEHHBIX IUIOIMIAJOK, YYacTBYIOIIMX B IPOILECCE MPOM3BOJCTBA JIEKAPCTBEHHOTO IIpemapara, c
yKa3zaHWEeM CTaJHH IIpoliecca MPOnU3BOICTBA;

0) HaWMEHOBaHHWE JIEKAPCTBEHHOTO Tpermapara (MEXIyHApOTHOE  HEMATEHTOBaHHOE, WA
IPYNIIUPOBOYHOE, MM XMMUIECKOE U TOPIrOBOE€ HAMMEHOBAHMUS);

B) HOMEpP PETUCTPALOHHOTO YJOCTOBEPEHHS JIEKApCTBEHHOI'O TIpenapara;

I') JeKapcTBeHHas (opMa ¢ yKa3aHHEM JO3MPOBKU JIEKAPCTBEHHOTO MpenapaTra M €ro KOJIWYecTBa BO
BTOPUYHOH (ITOTPEOUTENBCKOM) YIIAaKOBKE, a TAK)KE KOMILIEKTHOCTH;

) 3aperuCTPUPOBaHHAs MpeesibHas OTIyCKHAs 1IeHa B PyOJIsX;

€) JnJata W HOMep TMpukaza MuHHcTepcTBa 3ApaBooxpaHeHust Poccuiickoit ®epepanuu o
roCy/IapCTBEHHON PErucTpalui Uild epeperucTpamnnm;

) JaTa BCTYIUIGHHMS B CHJIy NpuKaza MuHucCTepcTBa 37paBooxpaHeHust Poccuiickoit deneparuun o
roCyIapCTBEHHOM PErUCTpalluil WU TEepePerucTpalnm;

3) IITPUXOBOW KO, HAHECEHHbI Ha BTOPUYHYIO (TMOTPEOHTENHCKYI0) YIMAKOBKY JIEKapCTBEHHOIO
rpernapara;

1) KO JIEKapCTBEHHOIO IIpemapara II0 aHAaTOMO-TEPaleBTUYECKO-XMMUYECKOM KiIaccu(pUKaLuy,
pexomeHI0BaHHOM BceMupHO# opranuzaliven 3paBooXpaHeHuUs.

7. BHeceHue B peecTp MNpEAENbHBIX OTIYCKHBIX II€H pEECTPOBOM 3alHCH OCYLIECTBIAETCS Ha
OCHOBaHUM CBEJIEHUH, MOJYYEHHBIX IPH TOCYAApCTBEHHOM pErucTpallid WM TNEepEeperucTpalud B JIE€Hb
npuHATHA MuHHCTEpCTBOM 3ApaBooxpanenust Poccuiickoit denepanuy pemexHus:

0 rOCy/IapCTBEHHOM pEruCTpaluy;

0 NepeperucTpaLuy;

00 yCTAaHOBJCHHWH TMpEACTBHOM OTIMYCKHOW IIEHBI B COOTBETCTBHH ¢ YacTtblo 9 craTtbu 61
®denepanbHoOro 3akoHa "O0 0OpalleHUH JIEKAPCTBEHHBIX CPEACTB.

IIpn mepepeructpanu peecTpoBas 3alKCh JIOMONHAETCS HOMEPOM M JaTOW peleHus o
MIepepernucTpaLny.

Ilppu npunaTMM MuHHCTEPCTBOM  3lApaBooxpaHeHus Poccuiickol @eaepauuu pemeHus o
MEPEePEerucTpayu COOTBETCTBYIOIAs MH(OpManUs BHOCHICS B PEECTPOBYIO 3allUCh C YKa3aHHEM HOMeEpa U
JIaThl IPUHATHS PEIIEHUS O IEPEPETUCTPALIUH.

8. BHeceHne N3MEHEHH B PEECTPOBYIO 3aITUCh OCYLIECTBIISIETCS B YACTH:

M3MEHEHUS CBEJCHUHM O PErHCTPALMU JeprKaTes WM BlaAenblia PErHCTPALlMOHHOTO YAOCTOBEPEHHS
JICKapCTBEHHOT'0 TMpernapara B KauyeCTBE HAJOrOIUIATeNbIINKA (11 POCCHUMCKHUX IOPHAMYECKUX JIUI -
WACHTU(QHUKALMOHHBIA HOMEp HAJNOrOMJaTeNbIINKa, s WHOCTPAHHBIX IOPUAMYECKUX JIMI - CTpaHa
perucTpanyy, HAMMEHOBAHNE PETHCTPUPYIOLIETO OpraHa, PeruCTPaliiOHHBIN HOMED, KOJl HAJOTOMIaTebIIHKa
B CTpaHe perucTpanuy (MHKOPIOPALKH) UK €ro aHajor);

U3MEHEHUs CBEICHWH O pEerucTpallid MPOU3BOAMUTENS JIEKapCTBEHHOIO IperapaTa B KadecTBe
HAJIOTOTUIATENBIINKA B CTpaHEe perucTpainuu (IUIsi POCCHUHCKUX IOPUAMYECKHUX JHIl - UASHTHU(OUKAIMOHHBIA
HOMEp HAaJOTOIIATeNbINNKA, IJIS WHOCTPAHHBIX IOPHIWYECKHX JIUI[ - CTpaHa PETHUCTpAINH, HAaNMEHOBAaHHE
PETHCTPHUPYIOMIETO OpraHa, PETHCTPALMOHHBIM HOMEp, KOJI HAJOTOIUIATeNbIIMKa B CTpaHEe pPETHUCTpaIiH
(MHKOPITOpAITIH ) WK €T0 aHAJIOT);

HW3MEHEHUS MEXIYHapOIHOI'O HENAaTEHTOBAaHHOTO HAaMMEHOBaHMs (B Cllyyae €ro OTCYTCTBHA -
XMMUYECKOT0 WM TPYHIIMPOBOYHOIO HAMMEHOBAHNS) JIEKAPCTBEHHOT'O IIperapara;

HM3MEHEHUs TOProBOro HaMEHOBaHMsI IEKAPCTBEHHOTO MIpenapara;

HaANMCAHUS JEKapCTBEHHOH (GOpMBI;

HaIMCaHNA JO3UPOBKH JIEKAPCTBEHHOTO NPENapaTa;

W3MEHEHUS  KoJa JIEKapCTBEHHOTO  TMpermapaTa IO  aHATOMO-TEpPaneBTHUYECKO-XMMHUYECKOH
KJaccu(UKaluy, peKOMeHI0BaHHON BceMupHOii opranu3zanmeii 31paBooXpaHeHus;

U3MEHEHUs JiepXaTelsl WIM BiaJieNblla PErucTpPalliOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOI'O
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Iperapara, ero OpraHiu3aoOHHO-TTPaBOBOI (POPMEI;

W3MEHEHHUS TPOM3BOJIUTENS, €ro OpPraHMW3alMOHHO-TIPAaBOBOW (OpPMBI, ajpeca MPOU3BOAUTEINS
JIEKapCTBEHHOTO IIpernapaTra IpH YCIOBUU COXPAaHEHWs €ro MPHHAUIEKHOCTH K TOCYJapCTBY - WIEHY
EBpa3suiickoro 5k0OHOMHU4ECKOT0 COI03a MM HHOCTPAaHHOMY ITPOU3BOAMUTEINIO;

W3MEHEHUS HMHOCTPAaHHOTO TPOHU3BOJUTENSA JIEKAPCTBEHHOIO IIpernapara Ha POU3BOAUTEINSA
rocynapcTsa - wieHa EBpa3uiickoro 3KOHOMHUYECKOTO COH03a;

M3MEHEHUS] HAaUMEHOBAaHUI NPOU3BOACTBEHHBIX IUIOIIAJOK, YIACTBYIOIIMX B MPOLECCE MPOU3BOACTBA
JIEKapCTBEHHOTO TIpenapara, MX MECT HaxXOXKJIEHUs IPH YCIOBUM COXPAHEHUS UX TNPUHAAICKHOCTH
rocynapcTBy - wieHy EBpasuiickoro 3kOHOMHYECKOT0 COI03a WM HHOCTPAHHOMY IIPOU3BOUTEINIO;

M3MEHEHUS HOMEpa PETUCTPAL[MIOHHOTO yI0CTOBEPEHNS JIEKAPCTBEHHOT'O TIpenapara;

U3MEHEHHUs IITPUXOBOTO KOJa, HAHECEHHOTO Ha BTOPUYHYIO (TOTPEOMUTENHCKYI0) YTaKOBKY
JIEKapCTBEHHOTO Tpernapara;

M3MEHEHUS! KOMIUIEKTHOCTH JIEKAPCTBEHHOTO IIperapara (MpH yCIOBHHM OTCYTCTBHS M3MEHEHHUS €ro
KOJIMYECTBA BO BTOPUYHOM (MMOTPEOUTEIHCKOM) YIIAaKOBKE);

n3MeHeHus (opMbl BBITYCKa JIEKAPCTBEHHOI'O Iperapara B ClIyyae €€ CONOCTaBMMOCTU IO crocobam
BBEJICHUS M IIPUMEHEHUS C JIEKapCTBEHHOH (hOpMOH JIeKapCTBEHHOrO Ipenapara, CoAepsKalleiics B peecTpe
Npe/IeNbHBIX OTIYCKHBIX [EH (32 HCKIIOYEHHEM CIy4aeB, MNpPETyCMOTPEHHBIX [MYHKTOM 28 IlpaBun
TrOCyapCTBEHHOM pPETUCTpallid W IEpPEeperucTpaluy TNpEAcTHbHBIX OTIYCKHBIX L€H TNPOHU3BOJUTENCH Ha
JICKapCTBEHHBIE MPENapaThl, BKIIOYCHHBIE B IIepeUeHb KU3HEHHO HEOOXOIMMbIX M BaKHEHUIINX JIEKAPCTBEHHBIX
MIpenapaToB Uil MEIUIMHCKOTO MPUMEHEHNS, YTBEPKIAEHHBIX NOcTaHoBleHeM [lpaBurenscTBa Poccuiickoi
@enepaunn ot 8 ampens 2025 r. N 462 "O rocynapCTBEHHOM pETyJHPOBAHUU LEH Ha JEKapCTBEHHbIE
mpemnapaTsl, BKIIOYEHHBIE B MEpeYeHb KU3HEHHO HEOOXOMMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX MpENaparoB
JUIS MEIUIMHCKOTO TpUMEHEeHMs"), MpHU YCIOBHUM OTCYTCTBUS M3MEHEHHH B J03MPOBKE (KOHIEHTpAIWH,
AaKTUBHOCTH B EAMHUIIAX JCWUCTBHS) JICKAPCTBEHHOIO Iperapara W oOmeM KOJMYECTBE BO BTOPHUYHOM
(mOTpeOUTENBCKOM) YITaKOBKE JIEKAPCTBEHHOTO Mpenapara;

A3MEHEHUSI TPENEIbHOM OTIYCKHOM LIEHbI Ha JIEKAPCTBEHHBI Mpenapar, NpPOU3BEICHHBIM B
COOTBETCTBHH C PETHCTPAlIMOHHBIM YJOCTOBEPEHHEM, BBIIAHHBIM B COOTBETCTBHHM C 3aKOHOAATEIHCTBOM
Poccuiickoii @enepaiivu, B cliydae HaJIWYMS PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS TaKOro JIEKapCTBEHHOrO
npernapara, BBIIaHHOTO B COOTBETCTBHU C [1paBMamy perucTpanuy U SKCIEpTH3bl JEKapCTBEHHBIX CPENICTB
JUIE MEIWLUHCKOTrO MpPHMEHEHUs, YTBEpKIEHHbIMH pelleHneM Coseta EBpasuiickoll 3KOHOMHYECKOH
komuccun ot 3 Hos0ps 2016 r. N 78 "O IlpaBuiax perucTpaluy U SKCHEPTH3BI JIEKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO IPUMEHEHHA", U 3apETUCTPHUPOBAHHON Ha HETO MPEENbHOM OTIMYCKHO LIEHBI B yCTaHOBJIEHHOM
TIOpAIKE.

Brecenue ykazaHHBIX U3MEHEHHMH B PEECTPOBYIO 3aMKCh C YKa3aHWEM HOMEpa U JaThbl BHECEHUS TaKUX
M3MEHEHUH ocyiecTBisercs MUHUCTEPCTBOM 3/1paBooxpaHeHns Poccuiickoit denepaiuu 6e3 coriacoBaHUs €
QenepanbHOW aHTUMOHOIOJBHOW CIIy’)KOOW C COXpaHEHHWEM TIOCIIEIHEeH 3aperucCTpUPOBAHHOW WK
MePEePEruCTPUPOBAHHON TPENENbHON OTITYCKHOHM II€HBI Ha JIeKapCTBEHHBIN mpernapar B TedeHue 10 paboumx
JTHEW cO JHS MOJTYYeHUS MOAMUCAHHOTO SMEKTPOHHON MOAMMCHLIO 3assBUTENS, BUJIBI KOTOPOH MPEAYCMOTPEHBI
depepanbHblM 3akoHOM "OO6 oOpallleHur JICKAPCTBEHHBIX CPEeACTB”, 3asABJACHHS O BHECCHHMHM H3MCHCHHH B
PEECTPOBYIO 3allMCh O TOCYJApPCTBEHHOW PETHUCTPAllU WIM MEPEPETUCTPAalliU IPEIENBHBIX OTIYCKHBIX IICH
MIPOM3BOJNUTENEH HA JIEKAPCTBEHHBIE IIpENapaThl, BKIIOUYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOIUMBIX H
BAXHEWINX JIEKAPCTBEHHBIX MPENapaToB A MEAULUHCKOTO MPUMEHEHUs, IPEACTABISIEMOTO B 3JIEKTPOHHOM
Bujie 1o opme cornacHo npunoxerHno N 1 mocpeacTsoM ¢enepainbHO rocy1apcTBEHHOH HH)OPMATOHHON
cucteMbl "EZIMHBIN NMOPTarn rocyJapcTBEHHBIX M MYHHUIMIAIBHBIX yciyr (pyHKuwmil)" (manee - eXUHBINA
MOpTaj) WIK €JUHON HHPOPMAIHOHHON CUCTEMBI.

B cnyyae HemonHOTBI W (WJIM) HEJOCTOBEPHOCTH MPEACTABICHHBIX 3asBHTENEM CBEACHUH,
coJiepKallliXcsl B 3asBJICHMM, YKa3aHHOM B HAcTOSIIEM IIYHKTE, 3asBUTENb IPEACTaBIsIeT MO 3ampocy
MunuctepcTBa 31paBooxpaHenusi Poccuiickoit ®enepanyy, HampaBlieHHOMY B €IUHON WH()OPMAIIMOHHOM
cHCTeMe, COOTBETCTBYIOIIYI0 HH(popMmanuio. CpoK MpelCTaBICHUs] OTBETa HA YKa3aHHBIM 3alpoc HE MOXKET
MPeBBIIATh 5 pabounx THEH co THS HApaBJICHUS TAKOTO 3arpoca.

MunucTepcTBO 31paBooxpaneHuss Poccuiickoit ®denepanvu 1mo pe3yjbTaTaM BHECEHHMS U3MEHEHUU B
PEECTPOBYIO 3aIllUCh YBEAOMIISIET 00 3TOM 3asBUTENS IIOCPEICTBOM €IMHOIO IOpTaja WIM €XUHON
HHGOPMALIMOHHON CHCTEMBI.

9. Ilpn BHECEHUH N3MEHEHHH B PEECTPOBYIO 3aIUCh B COOTBETCTBUH € MYHKTOM 8 HacTosmux [IpaBun
B CIyyae, €CIM B paMKaXx OJHOIO PpEruCTPallMOHHOIO YyJOCTOBEPEHHUs JEKapCTBEHHOIO IIpernapara
3apErHCTPUPOBAHO HECKOJIBKO MPEENBHBIX OTIYCKHBIX IIEH HA 3TOT JIEKAPCTBEHHBIN MpemnapaT ¢ TaKUMH ke
JIeKapCTBEHHOH (OPMOMA, JO3UPOBKON M KOJIMYECTBOM BO BTOPHYHOH (MMOTPEOUTENHCKOI) YIIAKOBKE, MOCIETHSIS
3aperucTpUpPOBaHHAs TpeNebHAs OTIYCKHAs IIEHa ONPENENAETCs ¢ Y4eTOM KOMIUIEKTHOCTH JIEKapCTBEHHOIO
npenapara, (GOpMbl BBIIYCKa JIEKaPCTBEHHOTO IpenapaTa M CTpPaHbl - MPOM3BOAMTENS JICKAPCTBEHHOTO
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mperapara (MPOU3BOJACTBEHHBIX IUIOMIAAO0K, YYAaCTBYIOIMIMX B IIPOIECCE INPOM3BOJICTBA JIEKAPCTBEHHOTO
rpemnapara).

10. CBenenus o rocylapCTBEHHOW PETHCTPALMM WM NEPEPErucTpaliy IOJUIeKAT UCKIIOYCHUIO U3
peecTpa npeAenbHbIX OTIYCKHBIX IIEH B CIIydae:

OTCYTCTBHS JIEKAPCTBEHHOTO IIperiapaTta B o0pamieHun Ha Teppuropun Poccuiickoit ®enepanum;

HCKIIIOYEHH JEKapCTBEHHOIO Mpenapara U3 rocyJapCTBEHHOIO peecTpa JEKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO IPUMEHEHHS;

HCKITIOYCHHSI JIEKapCTBEHHOTO TMpenapara W3 MepedyHs >XU3HEHHO HEOOXOAMMBIX M BaKHEHIINX
JIEKapCTBEHHBIX MPENapaToB Il MEAULMHCKOTO IPUMEHEHNUS;

OTMEHBI PEeLIEHHs 0 TOCYAapCTBEHHON perucTpalyy Win IepeperucTpaiumy;

UCTEYECHMsI CpOKa TOJHOCTH 3aperucTpupoBaHHOro B Poccuiickoil ®Pepepanuu JIEKapCTBEHHOI'O
npernapara, Cpok JIeHCTBHUS PETHCTPALMOHHOTO YOCTOBEPEHHS KOTOPOTO UCTEK;

HACTEUYCHUS CPOKA TOAHOCTH MOCJIEIHEH BBEICHHON B IrpaknaHcKkuil 000poT B Poccuiickoit demeparmm
MapTUM JIEKapCTBEHHOTO TMperapara Ha OCHOBAaHWHU CBeJeHHH, pa3MerniaeMbix denepanpHOil cimyx00i 1O
HaI30py B cepe 3apaBooXpaHeHHsT Ha OPULMANbHOM CanTe B MH(OPMAIIMOHHO-TEIEKOMMYHHKAIIHOHHON
cetu "NHTepHet".

Hckimoyenne cBeeHNN peecTpOBON 3allUCH U3 pEECTpa MPEAEIbHBIX OTITYCKHBIX IIEH B COOTBETCTBHH C
ab3auamn BTOPbIM, LWECTbIM U CeAbMbIM HACTOSIIEr0 IYHKTAa OCYLIECTBIsETCS MHHHCTEPCTBOM
3npaBooxpanenus Poccuiickoit ®@enepanuu B TeueHune 10 pabouux AHEW CO JIHS MONYYEHHUs TOIIHCAHHOTO
SMNEKTPOHHOM TMOAMNUCHIO 3asiBUTENs, BHUIBI KOTOpOH mpexycMoTpensl PefepalnbHbiM  3akoHOM "OO0
oOpallleHNH JIeKapCTBEHHBIX CPEICTB", 3asBICHUSI 00 MCKIIOYEHUHM CBEIEHHMH M3 TOCYJapCTBEHHOTO peecTpa
MIpeleNbHbIX OTIYCKHBIX ILI€H MpPOM3BOAWTENENH Ha JIEKapCTBEHHBbIE IpENaparhbl, BKIIOYEHHBIE B MEpPEYEeHb
KU3HEHHO HEOOXOMMBIX M BXXHEHIINX JIEKAPCTBEHHBIX MPENapaToB AJsl MEAUIUHCKOTO IPUMEHEHHUS, B CBSI3H
C OTCYTCTBHEM JIEKApCTBEHHOT'O INpemnapaTa B oOpaiieHnyu Ha Tepputopun Poccuiickoit deneparuu, u (1im)
HACTEYEHUEM CPOKa I'OJHOCTH 3aperucTpupoBaHHOro B Poccuiickoil ®enepanny JeKapCTBEHHOIO Ipernapara,
CPOK JIEHCTBHSI PETUCTPAIIOHHOTO YJOCTOBEPEHHS KOTOPOTO HMCTEK, W (MJIM) HCTEYEHHWEM CPOKa TOTHOCTH
TIOCIIeTHEH BBEICHHOW B TpakKIaHCKH 000poT B Poccuiickoit denepariuy mapTuu JISKapCTBEHHOTO TMpernapara
Ha OCHOBaHWU CBEICHHH, pazMmemmaeMbix DenepanbHON CITy:KO0H 1Mo HaA30py B cdepe 3ApaBOOXpaHEHHs Ha
oduLmManeHOM canTe B HH)OPMAIIMOHHO-TEICKOMMYHUKAIIMOHHON ceTn "MHTepHeT", MpeacTaBiseMoro B
ANIEKTPOHHOM BHJIE IO (hopMe corntacHo NPunoxeHuto N 2 ¢ ncrons3oBanueM €VHOIO nopTaria Wik equHON
WHGOPMALTMOHHON CHCTEMBI.

Hckmouenne cBeieHNHN peecTpOBON 3allUCH U3 peecTpa NMPEAEIbHBIX OTITYCKHBIX IIEH B COOTBETCTBHH C
ab3auamu TpeTbMM - MSATbIM HACTOSILErO IMYHKTa OCYIIECTBISICTCS MMHHCTEPCTBOM 3paBOOXpPaHEHHS
Poccuiickoii denepanuu B Teuenue 10 pabouyunx aHEH co JHS HACTYIUICHHS CIIy4acB, YKa3aHHBIX B a03ariax
TPETHEM - MIATOM HACTOSIIETO MyHKTA.

HcxnroueHne cBeleHUI peecTpOBOM 3alIUCH U3 peecTpa NPEAENbHBIX OTIYCKHBIX LIEH B COOTBETCTBHH C
ab3auamu LWecTbIM u Ce[bMbIM HACTOSIIEr0 MyHKTa MHHHCTEPCTBO 3/paBOOXpaHeHus Poccuiickoi
Qenepanyy BIpaBe OCYIIECTBIATH 0e3 3asBICHNUS 3asBUTENS 00 UCKITIOUEHUN COOTBETCTBYIOIINX CBEACHHUH U3
peecTpa NpenenbHBIX OTITYCKHBIX LIEH.

11. YomHOMOYEHHOE JINLO 3asiBUTENS MPEICTABIAET JOKYMEHT, TOATBEPKIAIOIINN €r0 MOJTHOMOYHS,
B TOM YHCIIE C y4ETOM TpeOOBaHHMH, NPETyCMOTPEHHBIX MYHKTOM 9 IIpaBuir rocyaapcTBEHHON PEerucTpayy u
MIEpPEePETUCTPALNU IPEAEIBHBIX OTIYCKHBIX LIEH IPOM3BOAUTENEH Ha JIEKapCTBEHHBIE MTPENapaThl, BKIOYEHHBIE
B MEpeueHb >KU3HEHHO HEOOXOOUMBIX M BaXHEHIIMX JICKAPCTBEHHBIX NpENapaToB sl MEAUIUHCKOTO
NIPUMEHEHUS, YTBEPKIACHHBIX MOCTaHoBNeHneM IlpasurenscrBa Poccuiickoit @enepannn ot 8 anpens 2025 r.
N 462 "O rocynapCTBEHHOM pETyJHpPOBAHUHU LIEH Ha JIEKAPCTBEHHBIE NpENaparhl, BKIIOYEHHbIE B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MPENApaToB AJISl MEAULIMHCKOTO IPUMEHEHHUS".

12. Ilpn npunatuM MuHuCTepcTBOM 37apaBooxpaHeHus Poccuiickoit ®exepanum penieHus o0
UCKJIIOYEHWH CBEJACHUH O TOCYJapCTBEHHOW pErucTpalid WIH TEepeperucTpalii COOTBETCTBYIOIIAS
peecTpoBast 3aITUCh IPOM3BOANUTCS B PEECTPe MPEIeNbHBIX OTIYCKHBIX IIEH B T€YEHHE OJHOTO pabodero IHS CO
TTHS IPUHATHS pEIeHus] 00 UCKITFOUEHUH CBEACHUN O TOCYAapCTBEHHOM PETHUCTpAIH WIIN TEePEePerucTpaini ¢
yKa3aHWEM OCHOBAHHSA U JaThl IPUHATHUSA TAKOTO PEIICHMUSL.

13. HomxHocTHBIE nlia MuHKCTEpCTBA 3apaBooxpaneHus Poccuiickoit @enepanny, ynoJHOMOYEHHbBIE
Ha BHECEHHE CBEIEHUI B pPEECTp MpPENCNbHBIX OTHYCKHBIX I€H, M JTOJDKHOCTHbIE nuia PeneparbHON
AQHTUMOHOTIOJIFHOM CIIY’>KOBI, YIIOJTHOMOYEHHBIE Ha MPOBEICHHE SKOHOMHYECKOrO aHajlu3a NpeAeIbHOU
OTITYCKHOH IIEHBI B COOTBETCTBHUH C METOMKONM pacyera HpeNelbHBIX OTIYCKHBIX LEH IMPOU3BOAMTENCH Ha
JIeKapCTBEHHBIE MPENapaThl, BKIIOYCHHBIE B IepeUeHb KU3HEHHO HEOOXOJMMbIX M BaXKHEHUIINX JIEKApCTBEHHBIX
NpenapaToB Ul MEMLIHCKOTO IPUMEHEHHS, YTBEPXKICHHOU B coOTBeTCcTBHU ¢ PejeparnbHbiM 3akoHoM "O0
oOpalleHUH JIeKapCTBEHHBIX CPEICTB", MOMY4YalOT COOTBETCTBYIOIIMHA MJOCTYIl K peecTpy MNpeaelbHBIX
OTITYCKHBIX IIEH MOCPEICTBOM (eliepalbHON TOCYAapcTBEHHON MHPOPMAIMOHHON cucTeMbl "Enunas cucrema
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WACHTUQHKAIMKN ©  ayTeHTHQUKAMU B UHPpacTpykType, obecrneunBaronieli  HWHGOPMAIMOHHO
-TEXHOJIOTHYECKOE B3aUMOJICHCTBHEC WH(MOPMAIMOHHBIX CHUCTEM, HCIONB3yEeMBbIX JIJIsI TPEIOCTABICHUS
TOCY/IapCTBEHHBIX W MYHHIUIAJIBHBIX YCIYr B 3JIEKTPOHHOH ¢opme" B coorBercTBUM ¢ [lpasunamu
WCTIONB30BaHUs  (pelepalbHOH  TOCymapCTBEHHON — mHGOpManmWOHHOW  cuctemsl "EmmHas  cucrema
nIeHTH(OUKAIAN u ayTeHTU(PUKAIIH B nH(ppaCTPYKTypE, obecnieunBaromieit
HHPOPMALIMOHHO-TEXHOJIOTHUECKOE  B3aUMOJEHCTBUE HMH(POPMALMOHHBIX CHCTEM, HCIIOJIB3YEMbIX UL
MPENOCTABICHUSI TOCYJApCTBEHHBIX M MYHHUIMIIAIBHBIX YCIYI B JJIEKTPOHHOW (opme", yTBEp)KICHHBIMU
noctaHoBneHnem IlpasurensctBa Poccuiickoit ®enepaunu ot 10 urons 2013 r. N 584 "O06 ucnons3oBaHuU
(denepanbHO rocygapcTBEeHHOW HWHQOpPManuoHHON cuctemMbl "EnuHas cucreMa WICHTU(QHUKALWU |
ayTeHTU(UKauK B MHQpacTpyKType, obecneunBaromeil HHHOpManOHHO-TEXHOIOTHIECKOE B3aUMOJICHCTBHIE
MH(QOPMAIIMOHHBIX CHCTEM, CIIOIB3yEMBIX JUISl IPEAOCTABICHUS TOCYIAPCTBECHHBIX U MyHHIUAIBHBIX YCIYT B
3IeKTPOHHOH popme".

14. CBenenus, copepkaliuecss B peecTpe MPEACIbHBIX OTIYCKHBIX IEH, SBISIOTCS OTKPBITBIMH IS
BCEOOIETO O3HAKOMJICHUS, pa3MelIaloTcss Ha OgULMarbHOM canTe MUHHCTepCTBa 3paBOOXPAaHCHUS
Poccuiickoii @enepanmu B WH(DOPMAITMOHHO-TEIIEKOMMYHHUKAIMMOHHON ceTn "MHTepHeT" M OOHOBIAIOTCA
©KEIHEBHO C COXPaHEHHUEM BCEX MPEbIAYIINX PENAKIIUN peecTpa NpeAeIbHbIX OTIIYCKHBIX IIEH.

15. Undopmanus 0 3aperucTpUpOBaHHBIX WM EPEPEruCTPUPOBAHHBIX NIPEACIBHBIX OTIIYCKHBIX IIEHAX
pa3MelaeTcsl B anTeuHbIX OPraHM3alMAX B IOCTYIHOW AJS BCEX 3aMHTEPECOBAHHBIX JHUIL (GopMme C yueToMm
TPYNITUPOBKH 110 MEXIYHAPOIHBIM HEIATEHTOBAaHHBIM HAMMEHOBAHHSIM JICKAPCTBEHHBIX IIPEMapaToB.
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MpunoxeHne N 1
K [paBunam BeaeHUsi rocyaapCTBEHHOro peecTpa

npeaenbHbLIX OTNYCKHbIX LUEeH npousaonvnenel?l

Ha NeKapCcTBeHHbIe NpenapaTbl, BKINKO4YeHHbIe B Nepe4vYeHb
XXN3HEHHO HeoOXOAUMbIX N BaXXKHEMLLNX JIeKapCTBeHHbIX
npenapartoB AnAa MeaunUMHCKOro npumMmeHeHus

(cbopma)
SAABIIEHVE
O BHECEHUM M3MEHEHUM B PEeeCTPOBYK 3alMCb O I'OCYHAapPCTBEHHOM perucTpaluM MM HepeperucTpalum
npenesyibHEIX OTIIYCKHBEIX 1eH IIPOM3BOAMTEJIeM Ha JIeKaPCTBEHHHE IpelapaTH, BKJIOUEHHBEE B [IepeudeHb
XM3HEHHO HEOOXOOMUMHX M BaXHEMIMX JIEKAPCTBEHHHX IPEeNapaToB IOJiS MEOUUMHCKOT'O IIPUMEHEHUS
(HamMeHOBaHMe 3aseutTensd(l), amgpec, agpecC BJIEKTPOHHOM IOUTH)
(HaMMeHOBaHMe IepXaTesyd WM BJjallelblla PeTMCTPaLMOHHOTO yIOCTOBEPEHMS JIEKapPCTBEHHOTO
npenaparTa (2), ampec, alpec DJIEKTPOHHOWM ITOYUTH)
N /i Cranus IIpousBoau- An- | Crpa- Jnst poccuiickux RPUANIECKUX JTHI] - HaumenoBanue PerucrpanroHHbIN
MIPOU3BOACT- Teb pec Ha UACHTH(PUKALUOHHBI HOMEP HAJIOTOIJIaTEeNbIINKA, IS PETUCTPUPYIOLLIETO HOMEp
Ba (HanMeHoOBaHUE WHOCTPAHHBIX IOPUIUYECKUX JIUI] - KO/ oprana
) HaJIOTOIUIATENbIIMKA B CTPAHE PETUCTPALIUU
(MHKOPTIOpAINHY ) WITH €TO aHAJIOT
1 2 3 4 5 6 7 8
N /it Howmep Mexnynapon- Toprogroe JlexapcTBenHas O61ee IIpenenbuas IrpuxoBoit Kon Kon eguHonm
perucrpanu- HOE HarVMEHOBa- thopma, KOJIMYECTBO | OTIIYCKHas LICHA KO[, aHaTOMO-Tepa- ToBapHown
OHHOTO HENaTeHTOBAH- HUe JIO3UPOBKA, BO MPOU3BOAUTENS | HAHECEHHBIN Ha MEBTUYECKO- | HOMEHKNaTyphl
yA0CTOBEpE- Hoe (W1n KOMIUIEKTHOCTh | BTOPUYHOMH 3a BTOPUYHYIO XIUMIYECKOI BHEIITHEKOHO-
HUS XHMHYECKOE, (motpebute- | morpebuTenbe- | (MOTPEOHTENBC- | naccuduranuu MHUYECKOI

JIEKapCTBEH- W JILCKO) KYIO YITAKOBKY KYI0) YIIAaKOBKY NeSTeNbHOCTH

HOTO TPyIIUPOBOY- yHaKOBKe Ge3 yuera EBpasmiickoro
npenapara’ HOE) Hajora Ha 9KOHOMHYECKO-
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6
HAaVMEHOBAHUE JI00aBICHHYIO ro cor3a’
4 CTOMMOCTb
(pyOuteit)
1 2 3 4 5 6 7 8 9 10
YIIOJIHOMOUEHHOEe JIUIIO
(DOJIXKHOCTHE ) (rmopnmuce) (bamMmnmsa, wmMsa, OTUECTRBRO (OpM HaAJIMUMUM)
KoHTakTHBEIE IOaHHHE
(HoMep TesnedoHa) (ampecCc BJIEKTPOHHOM IIOYTH)

' Tlox 3asBUTENEM MOHMMAETCS AEpPKaTeTb WIN BIaAeNell PEriCTPAIMOHHOrO YIOCTOBEPEHHs JIGKAPCTBEHHOTO MperapaTa MM YIOJTHOMOYEHHOE MM JIHIIO,
MpeACTaBIsAOIIME B MUHUCTEPCTBO 3paBooXxpaneHus Poccuiickoit denepaniii HaCTOSIIEE 3asIBJICHUE.

> Tloxg NeKapCTBEHHBIM IPENAapaToOM MOHUMAETCS JIEKAPCTBEHHBINH MpErapar, BKIIOYCHHBI B NEPEYEHb HKM3HCHHO HEOOXOIMMBIX M BAKHEHIINX

JICKaPCTBCHHBIX MPEIapaToB 11 MEAUIMHCKOTO IIPUMEHEHN .

? VKa3bIBAIOTCS CBEIEHHS O PETHCTPAIlMOHHOM YIOCTOBEPEHHH JIEKAPCTBEHHOTO MPENapaTa, BELIAHHOM B COOTBETCTBHHM C 3aKOHONATENECTBOM Poccmiickoit
denepanuu, U (WIM) O PErHCTPALMOHHOM YJIOCTOBEPEHHHM, BBITAHHOM B COOTBETCTBHHU C [1paBMIIaMyV perucTpamiy M SKCIEPTH3bI JIEKAPCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO NMIPUMEHEHUs, yTBepKIeHHbIMU pPeLlieHneM Coseta EBpasuiickoiil axoHoMHuYecKoi komuccuu oT 3 HosiOops 2016 r. N 78 "O [lpaBunax perucrpauuu u
9KCIIEPTH3HI JIEKAPCTBEHHBIX CPEACTB I MEAUIIMHCKOTO MMPUMEHEHNS".

* B ciydae OTCYTCTBHS MEKIYHAPOJHOTO HEIAaTEHTOBAHHOTO HAHMEHOBAHMS B PErHCTPALIOHHOM yIOCTOBEPEHHMH JIGKAPCTBEHHOTO IIPENapaTa yKa3hIBaeTCs

HAMMCHOBAHHUEC JICKAPCTBCHHOI'O IIp€napara, NpeayCMOTPEHHOE MNEPEYHEM XU3HCHHO HeO6XO,I[I/IMI>IX 1 BaXKHEHIIHIX JICKAPCTBCHHBIX IpENapaToB A MCAUITUHCKOI'O
OPpUMCHCHHUS.

> B ciIyuasx, mpeaycMOTPEHHBIX MyHKTOM 28 TIpaBu rocy1apcTBEHHOI PErHCTPALMU U TIEPEPErHCTPAINHI IIPEEIbHBIX OTITYCKHBIX 1IEH IPOM3BOIUTENEH Ha
JICKapCTBEHHBIE Ipenaparhl, BKIIOUCHHbIE B MEpeYeHb JKU3HEHHO HEOOXOIMMBIX W BAKHEHINHNX JIEKAPCTBEHHBIX NPENapaTtoB Ui MEAUIMHCKOTO MPUMEHEHUS,
YTBEPKIEHHBIX NOCTaHoBreHneM [lpaBurensctBa Poccuiickoit @enepanuu ot 8 ampesns 2025 r. N 462 "O rocyaapCTBEHHOM PETYJIMPOBAHUU LIEH HA JEKAPCTBEHHBIE
mpenapaTsl, BKIIOUYECHHBIE B MEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M BaXXHEUIIMX JIEKapCTBEHHBIX IMPENapaToB AJs MEIUIMHCKOTO NPUMEHEHHA", JOTOIHUTEILHO
yKa3biBaeTcs opMa BhITycKa JIEKAPCTBEHHOTO Tpenapara, ¢ Y4eTOM KOTOPOH pacCUUTHIBAETCS MpeAesbHas OTITyCKHAas LieHa MPOWU3BOAUTENS 3a MOTPEOUTENbCKYIO
YIIaKOBKY JIEKapCTBEHHOI'O Iperapara.

6 Vreepxnena pelieHnem Copera EBpasuiickoil skoHOMHuYeckoii komuccuu oT 14 centsiops 2021 r. N 80 "OG yrBepxaeHuH eauHoi ToBapHOIA
HOMEHKJIaTypbl BHEITHESKOHOMHYECKOH AesATeNbHOCTH EBpa3niicKoro 3KOHOMHYECKOro coro3a u EamnHoro tamokenHoro Tapuda EBpa3uiickoro 3KOHOMHYECKOTO
COI03a, a TaKke 00 N3MEHEHNH M IPU3HAHUN YTPATUBIIUMHU CHITy HEKOTOPBIX perrenuii CoBera EBpasuiickoil skoHOMHYECKOI KoMucCcHu'".
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MpunoxeHwne N 2

K [NpaBunam BegeHus rocyaapcTBEHHOro peecTpa
npeAenbHbIX OTNYCKHbIX LieH NpousBoauTenen

Ha NeKapcTBeHHbIe npenapartbl, BKIIFOYEHHbIE B NepeyYeHb
XXM3HEHHO HEOOXOAUMbIX U BaXXHENLLUNX NIEKapPCTBEHHbIX
npenaparToB ANA MeAULIMHCKOro NPUMeHEeHUA

(cbopma)

SAABIIEHVE
00 MCKJIOUEHMUM CBEeIeHUN M3 I'OCYyHapCTBEHHOTO peecTpa MNPeleJibHEIX OTIIYCKHBEIX lLeH IPpOoM3BOAUTeJIeM
Ha JIeKapCTBEHHBEe IIpellapaThl, BKJIOUEHHEE B II€PEUYEeHb XM3HEHHO HEOOXOOMMBIX M BaXHEMIMX JIeKapCTBEHHEIX
npenapaTor Ojd MEeIOMUMHCKOTO NPMMEHEHMs, B CBA3M C OTCYTCTBMEM JIEKAPCTBEHHOTO IpelapaTa B oOOpalleHUMn
Ha TeppuTopum PoccumckoM Odenepaumum, M (MIM) MCTEeUYEeHMEM CpPokKa I'OINHOCTM 3apeTlMCTPUMPOBAHHOTIO
B Poccwurickom demepalumy JIEKAPCTBEHHOTO IpernapaTa, CPOK IEeMCTBUA PEerMCTPAlMOHHOTO YyIOCTOBEPEHMS
KOTOPOTO MCTEK, M (MIM) MCTEeUYEeHMEM CPpOoKa TI'OOHOCTM MOCJIeIHEM BBEINEHHOM B IPaXOaHCKMM ODOpPOT
B Poccuiickoy demepaluyt NapTUM JIeKAPCTBEHHOI'O IpelapaTa Ha OCHOBAHMM CBeIeHUM, pa3MellaeMBIX
demepanibHOM CJIykOOM IO HAO30pPy B Cchepe 3OpaBOOXPaHeHMA Ha oQuUMaJIbHOM calTe B MHOOPMaLMOHHO-—
TeJIEKOMMYHUKALMOHHOM ceTu "MHTepHeT"

(HamMeHOBaHMe 3agaBuUTenda(l) , ampec, aZpec DJIEKTPOHHOM I[IOYTH)

(HaMMeHOBaHMEe IepxaTesid MM Bjlaleliblla PEerMCTPalMOHHOTO YyIOOCTOBEPEHMUA JIEKAPCTBEHHOI'O
npemnapara (2), ampec, alpec DJIEKTPOHHOWM ITOYUTH)

(ocHOBaHME, B COOTBETCTBUM C KOTOPEIM OCYUWECTBJISETCS MCKJIIOUeHMEe CBeIeHUM
13 TOCYyHAapCTBEHHOT'O peecTpa INpellelIbHBIX OTIIYCKHBIX lLieH NPOM3BOIMTEJIEM Ha JIeKapCTBEHHbE
IpernapaTs, BKJIOUEHHBE B [IepedueHb XM3HEHHO HEOOXOIMMEIX M BaXHEMIMX JieKapCTBEHHHX
npenapaToB IJjig MeIMLMHCKOI'O IIPMMEHEHMS, B COOTBETCTBMM C abszalaMy BTOPBEIM, IIeCTEM
n cenmbMeM NyHkTa 10 IlpaBuil BeleHMsS TOCYyHapCTBEHHOI'O peecTpa MNpPeneJbHEX OTIIYCKHBX leH
[IPOM3BONUTEJIEN Ha JIEKAPCTBEHHHE I[IPEeNnapaTH, BKJIOUEHHBEE B II€PEeUYeHb XMB3HEHHO HeOOXOIVMEIX WU
BaXHEeMMX JIEKAPCTBEHHLBIX [IpelapaToB IJiS MeIMLMHCKOTI'O IIPMMEHEHUS, YTBEePXIeHHBIX
rnocraHoeJyieHreM lIlpaBuTenbcTBa PoccuyckoM denepaumm oT 8 amnpens 2025 r. N 462
"O rocynapCTBEHHOM PeTryJMPOBAaHMM lLIeH Ha JIEKapCTBEHHEIE IIpelapaThl, BKJIOUEHHHE B IepedeHb
XMBHEHHO HEOOXOIMMBEIX M BaXHEMMX JIEKapPCTBEHHEIX [pelapaToB IJIg MeOMUMHCKOI'O IpuMeHeHus")

N /o Cranus IIpouzBoau- Anpec Crpana s poccuiicKuX IOPUANYECKUX JIHII - HanmenoBanue PeructpaunoHHbIit
MPOU3BOACT- TeJb UICHTU(DUKAIIMOHHBIN HOMED PErUCTPUPYIOIIETO HOMEp
Ba (HamMeHOBaHME HaJIOTOTUIATENBINNKA, TSI HHOCTPAHHBIX opraHa
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) FOPUIUIECKUX JTUIT - KOJT HAJIOTOIIATEIBIAKA B
CTpaHe perucTpann (HHKOPIIOPALIMHN) UITH €T0
aHayuor
1 2 3 4 5 6 7 8
N n/mt Homep MexnyHapona- Toprosoe JlekapcTBeHHas Ooee [IpenenvHas IITpuxoBoii Kon Konx eauHon
perucrpanu- HOE HaMEHOBa- dopma, KOJIMYECTBO | OTITyCKHAas IIeHa KOJI, aHaToMO-Tepa- ToBapHon
OHHOTO HENaTeHTOBAaH- HUE JTIO3UPOBKA, BO MPOU3BOAMUTENS | HAHECEHHBIN Ha | MEBTHYECKO-XHM- | HOMEHKIaTypbl
YIAOCTOBEPE- Hoe (Wn KOMIIJIEKTHOCTb | BTOPHUYHOMU 3a BTOPHUYHYIO MHYECKON BHEIIHEKOHO-
HUS XUMHYECKOE, (motpeburte- | morpeduTennbc- | (MOTpeOUTETBC- | KiTacCHpHUKAITIN MUYECKOM
JI€KapCTBEH- WU JBCKOM) KYIO YITAKOBKY KyI0) YIaKOBKY JEeATeTLHOCTH
HOTO rpyHIMPOBOY- YIAKOBKE 6e3 yuera EBpasmiickoro
3
rpemnapara HOE) Hajora Ha 9KOHOMHYECKO-
HavMEHOBaHUE TI00aBJICHHYIO ro coro3a’
N CTOMMOCTh
(py©meit)
1 2 3 4 5 6 7 8 9 10
YIIOJIHOMOUEHHOE JIMILIO
(DOJIXHOCTH ) (momnuce) (baMmnmsa, wmMda, OTUECTBO (IpM HaJM4UM)

KoHTakTHEIE IOaHHEE

(HoMep TesedoHa)

(ampec »JIeKTPOHHOM IIOYTH)

1
[lon 3asBUTENEM MOHUMAeETCs JepKaTellb WM BiajieNiel] PeruCTPallMOHHOIO YAOCTOBEPEHMS JIEKApCTBEHHOTO Mpernapara Wik YIOJIHOMOYEHHOE UM JIMIIO,
npeacTapisiione B MUHUCTEPCTBO 3/ipaBooxpaneHus: Poccuiickoit deaepalun HacToslIIee 3asBICHUE.

> Tlom 7eKapCTBEHHBIM IIPENApaTOM I[OHMMAETCS JICKAPCTBEHHBIH Mpenapar, BKIIOYCHHBIH B MEPEYEHb JKH3HEHHO HEOOXOMMMBIX H BaKHEHIIMX
JIEKapCTBEHHBIX MPENapaToB I MEAUIUHCKOTO IPUMEHEHUSI.

3 YKa3bIBAKOTCS CBENEHHS O PETHCTPALMOHHOM YIOCTOBEPEHHH JIEKAPCTBEHHOTO MPENapaTa, BELIAHHOM B COOTBETCTBUHU C 3aKOHONATENECTBOM Poccuiickoit
depepanyu, U (WIKM) O PETUCTPALMOHHOM YJOCTOBEPEHHH, BBITAHHOM B COOTBETCTBHHU C [1paBMIIaMy perucTpaiii M SKCIEPTH3bI JCKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO MPUMEHEHUSs, yTBep KIeHHBIMU PeLlieHnemM Cosera EBpasuiickoii 3koHOMHYECKOH KoMHCCHH OT 3 HOsi0ps 2016 r. N 78 "O IlpaBunax perucrpanuu u
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MoctaHoBneHue lMNMpaButenscrtBa Poccuiickon ®enepaumm ot 8 anpens 2025 r. N 462 "O rocyaapCTBEHHOM perynMpoBaHun LIeH Ha fiekapCTBEHHbIE Npenaparhl,

OKCIIEPTU3BI JICKAPCTBECHHBIX CPEACTB 11 MEAUITUHCKOT'O HpI/IMeHeHI/IH".

4
B ClIyda€ OTCYTCTBUA MCKIAYHAPOJHOTO HECIMATCHTOBAHHOI'0O HAMMCHOBAHHNA B PETUCTPALIMOHHOM YIOCTOBCPCHHUHU JICKAPCTBCHHOI'O IpCrapaTra YKa3bIBaA€TCA

HAaNMMECHOBAHHUEC JICKAPCTBCHHOI'O Iperapara, IpeaAyCMOTPEHHOE NEePEYHEM XKU3HCHHO HGO6XOI[I/IMI)IX U BaXXHEHIITNX JICKaAPCTBCHHLIX IIpE€NapaToB AJIA MCIUIIMHCKOT'O
IPUMCHCHHS.

> B ciryuasix, mpeayCMOTPEHHBIX MYHKTOM 28 TIpaBHil rocy1apcTBEHHOM PErHCTPALHH H TIepeperkuCTPaIiy IPeaeIbHBIX OTIYCKHBIX LIEH IPOU3BOANTEIICH Ha
JICKApCTBEHHBIC MPENaparhl, BKIIOUEHHBIC B IEPEUCHb JKU3HCHHO HEOOXOMUMBIX M Ba)KHEHIIMX JIGKAPCTBCHHBIX IPEMapaToB IS MEIUIIMHCKOTO MPUMEHEHMUS,
YTBEp)KIIEHHBIX NOCTaHoBreHneM [lpasurenscTBa Poccuiickoit @eneparuu ot 8 ampens 2025 1. N 462 "O rocyaapCTBEHHOM PETYIHPOBAHUH 11EH Ha JICKAPCTBEHHBIC
Tpenaparel, BKIIOYCHHBIC B TEPEUEHb JKM3HEHHO HEOOXOMMMBIX W BaXKHEHIHMX JICKAPCTBCHHBIX IPENapaToB JUISI METUITMHCKOTO NPUMEHEHUs'', JOMOJHUTEIHHO

yKaspiBaeTcs (opMma BBIITyCKa JIEKAPCTBEHHOTO Tpernapara, ¢ y9eTOM KOTOPOH PacCUUTHIBAeTCS MpeAeNbHas OTITyCKHAs IeHa NMPOM3BOAUTENS 32 MOTPEOUTETHCKYIO
YIaKOBKY JIEKapCTBEHHOTO TIperapara.

% Vrepxnena pelueHnem Copera EBpasuiickoil skoHOMHueckoil komuccuu oT 14 centsops 2021 r. N 80 "OG yTBepxkueHuu eauHoii ToBapHOIL
HOMEHKJIATyphl BHENTHEAIKOHOMHUYECKOH NesATeNhbHOCTH EBpasmiickoro 3KOHOMHYECKOTO coto3a W EmmHOro tamoskeHHOTO Tapuda EBpaswiickoro 3KOHOMHUYECKOTO
COI03a, a Takke 00 N3MEHEHNH 1 IPU3HAHWHU YTPATUBIINMH CHITY HEKOTOPHIX pernennii CoBera EBpasuiickoil 53KOHOMHYECKON KOMUCCHH'".
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MoctaHoBneHue lMNMpaButensctea Poccuinckon ®enepaumm ot 8 anpens 2025 r. N 462 "O rocyaapCTBEHHOM

YTBEPXOEHbI

noctaHosneHnem MpaButenbcTea
Poccuickon ®egepaumnu

ot 8 anpens 2025 r. N 462

IIpaBunia ycTaHoBJIeHMS HCIOJHUTEIbHBIMU OpraHaMu cy0bekToB Poccniickoii ®@enepanuu
npeaeabHbIX Pa3MepoOB ONTOBLIX HAI0ABOK U NMpeAeIbHbIX Pa3MepPOB POZHUYHBIX HAZ0ABOK K
(pakTHYECKUM OTIMYCKHBIM LIEHAM, YCTAHOBJIEHHBIM POM3BOIMTEISIMH JIeKAPCTBEHHBIX NMPenapaToB, Ha
JIeKapCcTBeHHbIE MpenapaThl, BKIKYEHHbIE B epeYyeHb KU3HEHHO He00X0AUMBIX M BasKHeHIInX
JIEKAPCTBEHHBIX NPeNnapaToB /sl MeJULMHCKOI0 NPUMeHeHHUsI

1. HcnonnutenbHble opraHbl cyObekToB Poccuiickoit ®exeparuu NPUHUMAIOT peIICHUS 00
YCTaHOBJIEHWH W (WIM) W3MEHEHWHW IIPENeNbHBIX pPa3MEpOB OINTOBBIX HaI0aBOK M IMpPENENbHBIX pPa3MEpOB
PO3HUYHBIX HaT0aBOK K (PaKTHYECKMM OTITyCKHBIM IIeHaM (0e3 ydera Hajora Ha J00aBIEHHYIO CTOMMOCTB),
YCTaHOBJICHHBIM IIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IIPENApaToB, Ha JIEKAPCTBEHHBIE MIPENapaThl, BKIOYCHHBIC
B MEpPEeYeHb >XKU3HEHHO HEOOXOAMMBIX M BaKHEHMIIMX JIEKapCTBEHHBIX IIPENapaToB Ui MEAULUHCKOTO
IIPUMEHEHUsI (Janee COOTBETCTBEHHO - JIEKAPCTBEHHBIE Ipenaparbl, (aKTUYECKUE OTIYCKHbIC IICHBI
MIPOM3BOJUTENEH, PELIeHNUs), TOCHIe COIIaCOBAaHUS MPOEKTOB peleHuid ¢ PenepanbHOH aHTUMOHOMOIBHOM
CIIy>k00i1.

[IpenenvHble pa3Mepsl ONTOBBIX HAA0AaBOK M MpeAeibHBIE pa3Mepbl PO3HUYHBIX Hag0aBOK K
(aKTHYECKHM OTIYCKHBIM LI€HaM MPOW3BOAWTENICH, BBHIpOKEHHBIE B MPOLEHTaX W TU(PPepeHINPOBAHHBIC B
3aBUCHUMOCTH OT CTOMMOCTH JIEKApCTBEHHBIX IPENapaToB, yCTAHABIMBAIOTCS B OTHOILIEHHUH OpraHU3alui
ONTOBOW  TOPTrOBIM  JIEKAPCTBEHHBIMH  CpEACTBAMH,  aNTEYHbIX  OpraHM3alui, HMHIUBUAYAIbHBIX
npeArnpUHAMATENeH, IMEIOINX JIUIIEH3UI0 Ha (apMaleBTHYECKYIO JeITeIbHOCTh, MEAUIIMHCKHX OpraHu3allunii,
AMEIOIUX JIMIEH3UI0 Ha (apMaleBTHYECKYIO JIEATENBHOCTh, M HUX 000COONEHHBIX MOJpa3/eleHNH,
PAacTOJOXKEHHBIX B CEIBCKUX HACENEHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT anTeuHbIe OpTaHU3aIlnH,
OCYILIECTBILIIOIMX PeaM3alfi0 JIEKAPCTBEHHBIX IIPEMapaToB Ha TEPPUTOPUSIX CyOBeKToB Poccuiickoii
®denepanuu.

2. HWcnomautensHbie opraHbl cyOBekToB Poccuiickoit denepanuil ycTaHaBIMBAIOT TpeAETbHBIE
pa3Mepsl ONITOBBIX Ha0ABOK U MPEAEIbHBIE pa3Mephbl POZHUYHBIX HAA0aBOK K (PaKTHUECKUM OTITYCKHBIM LICHAM
MPOU3BOJUTEINICH B COOTBETCTBHU ¢ METOAMKON, yTBepkaaemoil denepanbHOi aHTUMOHOIOIBHON CITyKOOH
(manee - MeTOIMKA), UCXOAS U3 CASAYIOLINX MPUHIUIIOB:

a) BO3MEUIEHWE OpraHM3alusAM OINTOBOM TOProOBIM JIEKAPCTBEHHBIMH IpenapaTaMH, amnTeyHbIM
OpraHu3alnysM, WHAWBUAYAIbHBIM MNPEANPUHAMATESIM, HMMEIOMIMM JIUIEH3UWI0 Ha (apMamneBTHUECKYIO
JESITeNbHOCTD, H MEAUIIMHCKUM OpPTaHU3alUsAM, HMEIOIINM JIMICH3HIO Ha (hapMalleBTUUECKYIO JESITEIbHOCTD, H
uX 000COOJICHHBIM TOJPA3/ICICHHSIM, PACIIOJIOKEHHBIM B CEIIbCKUX HACEIEHHBIX MYHKTaX, B KOTOPBIX
OTCYTCTBYIOT AamnTeYHbIE OpPraHHW3allH, SKOHOMHUYECKH OOOCHOBAHHBIX 3aTpaT, CBS3aHHBIX C 3aKyNKOH,
XpaHEeHHEM U peaH3alliell JeKapCTBEHHBIX MPETapaToB;

0) yder pasMmepa TPHUOBUIM, HEOOXOAUMOW I oOeCIedeHHUs OpTraHu3aIldii ONTOBOW TOPTOBIIH
JIEKapCTBEHHBIMU IIpENapaTaMy, alNTeYHBbIX OpraHW3alMi, WHAWBHIYAIBHBIX NPEIIpUHUMATENCH, MMEIOIUX
JHMLEH3UI0 Ha (DapMaleBTUYECKYIO ACATEIBHOCTb, M MEIUIMHCKUX OpraHW3aluil, UMEIOIINX JIMLICH3HI0 Ha
(hapMaleBTUUECKYI0 AEATENBHOCTb, M HMX OOOCOOJEHHBIX MOAPA3JCICHUN, PACHOJIOKEHHBIX B CEJIbCKUX
HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT anTEYHbIC OpPraHU3allMM, CPEIACTBAMH Ha OOCIyXHBaHHUE
MIPUBJICYCHHOTO KanuTaia U prHaHCHPOBaHME IPYTHX 000CHOBAHHBIX PACXO/0B;

B) y4YeT B CTPYKType Hal0aBOK BCEX HAJIOTOB M MHBIX 00S3aTENbHBIX IUIATEKEH B COOTBETCTBUH C
3aKkoHojarenbcTBoM Poccuiickoit @enepanuu.

3. UcnonuutenwHblii opran cyObekra Poccuiickoit denepanuy HampaBisieT NPOEKT pPELICHUS B
denepanbHYI0 aHTUMOHOIIONBHYIO CITYkKOY.

4. K mpoekTy pelleHds NPHIAraioTcs CIeAyIOIne TOKYMEHTHI, 3aBEpEHHBIE PYKOBOJIWTEIIEM WIIH
3aMecTUTeNIeM PyKOBOJHUTENS HCIIOJIHUTENLHOTO oprana cyOnsekTa Poccuiickoit denepanmu:

a) TOSICHUTEJNIbHAS 3aIlMCKa, COJAepXKalasi B TOM 4uciie 00OCHOBAHHE HEOOXOJUMOCTH YCTaHOBIICHHUS
WK TIEPECMOTpa MPeesIbHBIX Pa3MEPOB ONTOBBIX HAaJ0ABOK U IIPEIENbHBIX Pa3MEPOB PO3HUUYHBIX HAaJ0aBOK K
(haKTHUECKUM OTITyCKHBIM IIEHAM ITPOU3BOIUTEIICH;

0) pacdeTsl MpeaenbHBIX Pa3MEPOB ONTOBBIX HAaA0AaBOK M MPENCIbHBIX Pa3MEPOB PO3ZHUYHBIX Hal0aBOK
K (paKTHUECKUM OTIIYCKHBIM LIEHAM HPOM3BOAMTEIICH, OCYILECTBICHHBIC UCTIONHUTEIBHBIM OPTaHOM CYOBEKTa
Poccuiickoit denepanuy B COOTBETCTBUU ¢ METOAMKOM 1O GopMaM, YTBEPKICHHBIM METOJUKOHN, B (hopMare
JNEKTPOHHBIX  MIa0NIOHOB  (efepalbHOM  TocyAapcTBeHHOM  mH(opmaunoHHOW  cuctembl "EnnHas
nHPOPMaIMOHHO-aHANUTHYECKast cucteMa "denepalbHBIi OpraH peryjJupoBaHUs - PETrHOHAJbHBIC OpPTaHbI
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PEryJIUPOBaHUs - CyOBEKThI PETYJIUPOBAHUS".

5. TIpoekT pemieHnsi ¢ puIaraéMbIMH K HEMY JOKYMEHTaMH, YKa3aHHBIMH B MYyHKTE 4 HacTOSAIIHX
[IpaBun, npencraBnsercs B DepepalbHyl0 aHTUMOHONONBHYIO CIyxk0y B OyMaXHOM BHIE WIH B BHUJE
JJIEKTPOHHOTO JOKYMEHTA, IMOJIHCAHHOIO YCHJICHHOW KBaJM(QHUIMPOBAHHOW ONIEKTPOHHOW MOAMNUCHIO, a
TaKKe Ha aJIpec dJIEKTPOHHOH mouThl DefepanbHOil aHTUMOHOTIOIBHOHN CITYKOBI.

[Ipoekt pemenust peructpupyercs B DenepanbHON aHTHMOHOIOJIBHOW CIY)KOE B yCTaHOBICHHOM
MOPSIAKE.

6. @enepanbHas aHTUMOHOIIONBHAS CiTy>k0a B TedeHue 30 pabounx qHEH o THS perucTpanyy NpoeKTa
pelIeHHs HampaBisieT B HCIIOJHUTENbHBINA oprad cyObekta Poccuiickolt deaepaunyu NpUHATOE €10 PELICHUE O
COTJIACOBAaHHMH MPOEKTA pelieHus JTU00 00 0TKa3e B €ro COrIacOBaHHH.

7. B cnydyae HEOOXOMWMOCTH YTOYHEHHsS U (WJIH) JOTOJNHEHHUS CBEICHUM, COACpXKAIIMXCA B
JNOKYMEHTaX, yYKa3aHHBIX B MYyHKTe 4 Hactosiux [IpaBui, MCIOTHUTENBHBIH opraH cyObekTa Poccuiickoit
Oenepany  npeacTaBisieT 1Mo 3anpocy DenepanbHOW  aHTHMOHOIOJNBHOW  CIIY>KOBI  COOTBETCTBYIOIIYIO
JIOKYMEHTAJIbHO 0(OPMIIEHHYIO HH()OPMAIIHIO.

Cpox mpencTaBiIcHUS WCIOJHUTEILHBIM OpraHoM cyOnekra Poccmiickoit demepaltiu 3ampoIeHHON
nH(pOpMaIM HE MOXET TpeBhmaTh 15 pabounmx mHEH co AHA momydeHHs 3ampoca DemepanbHON
AHTHIMOHOTIOJIEHOH CITYKOBI.

[Ipu aToM 0OmIMit Cpok paccMOTpeHus: NokyMeHToB (DenepanbHON aHTHMOHOIIONBEHOW CITy:KOOW He
MOXKET MPEBBIIIATh CPOK, MPEIYyCMOTPEHHBIH MYHKTOM 6 Hacrosmux IlpaBun u absauem BTOPbIM
HACTOALIETO MTyHKTA.

[Ipu HemocTyruieHMH OT HWCIOJHUTENIBHOTO opraHa cyOwsekTa Poccuiickoit @enepauuun B
YCTAHOBJICHHBIH CPOK  3alpOLICHHOW JOKyMEHTaJbHO odopmieHHOW uHPopManuu DenepanbHas
AHTUMOHOTIONIFHASA cIy*k0a B TedeHue 5 pabounx IHEH co JHs MCTeUeHHs OOIIET0 CpoKa MPUHUMAET pellieHHe
00 OTKa3e B COTJIACOBAHMH MPOCKTa PEIICHHS.

8. OCHOBaHUSAMH JUTSI OTKAa3a B COTJIACOBAHWH MPOEKTA PEIIECHUS SBIAIOTCA:

a) HECOOTBETCTBHE DPACUETOB MPEACIBHBIX pa3MEpOB ONTOBBIX HAJ0ABOK M TPEAETHHBIX PazMepoB
PO3HMYHBIX HaA0aBOK K (PAKTHYECKHM OTIYCKHBIM II€HaM IIPOM3BOIHTENEH pacdeTaM, MpeayCMOTPEHHBIM
METOANKOMN;

0) mpencrasicHue B DeiepanbHYI0 aHTHMOHOIMOJBHYIO CIYX0y YKa3aHHBIX B MYHKTE 4 HaCTOSIIUX
IIpaBun 1OKYMEHTOB, COAEPKALIUX HEJOCTOBEPHBIE CBEICHNUS;

B) OTCYTCTBHUE B IIPEJCTABICHHBIX JOKYMEHTAaX CBEICHHH, TPEOyEeMBbIX B COOTBETCTBUH C METOMKOMN;

T') IPEJCTaBIICHUE HETIOJHOTO KOMIUIEKTA JJOKYMEHTOB, yKa3aHHbIX B MYHKTE 4 HacTosumx [Ipasu;

I) HENOCTyIJIEHHE OT WCIOJHUTENBHOTO opraHa cyowsekta Poccuiickoii ®Penmepamym B CpoK,
yCTaHOBJICHHBII ab3auem BTOpbIM MyHKTa 7 Hacrosmux I[IpaBui, 3ampoOLICHHOH JIOKYMEHTAJIbHO
odopmiteHHOH HHpOpMALINH.

9. Undopmanus o coriacoBaHuu b0 00 OoTKa3e B corjiacoBaHuu denepaiibHOW aHTUMOHONOIBHON
ciy)x00# IpOeKTa pelICHUs He Mo3aHee 3 padodux JHEH CO JHSA NPUHATHS PEIICHUS pa3MeliaeTcs
denepanbHOMI AHTUMOHOITOJIBHON CITY KOO0 Ha odmumanbHoM cante B
nH(POPMAITMOHHO-TEIICKOMMYHHUKAMOHHOM cetr "uTepHeT".

10. UcnonmanTenbHbIM opraH cyObekra Poccuiickoit denepanun mpuHUMAeT pelieHHE B CPOK, HE
npeBsimarmui 10 pabounx nHEH co MHS moimydeHHUs pemeHuss DenepaabHONH aHTUMOHOIIONBHOHN CITyKOBI O
COTJIACOBAHUM MPOEKTA PELICHUS.

11. UcnomuuTensHblil opran cyobekra Poccuiickoit ®denepanuu B TedeHne 3 pabouyux JHEH cO IHS
MPUHATHA pelieHus npeacraBisieT B DeaepalbHyl0 aHTUMOHOIOJIBHYIO CIIY)KOY KOIMIO PEIICHHS, a TaKKe
HanpaBJIsIeT KONHIO pemenus B PeepaibHy0 aHTUMOHOTIONBHYIO CITY>K0Y Ha aipec 3EKTPOHHOU TOYTHI.

12. UcnonnutenbHbIl opran cyobekra Poccuiickort Deneparu He MeHee yeM 3a 10 pabouux JHEH 10
IHSI BCTYIUICHUSI B CHJIy PEUICHHUS pa3MeniaeT MHPOPMAIHMIO O MPHUHSATOM PEUICHWH Ha CBOeM O(HUIMaIbHOM
caiite B ”H(OPMAIIMOHHO-TEIEKOMMYHHUKAaMOHHOU ceTH "MHTepHeT".

13. 3a mpencraBnenne B DepepalbHYyI0 aHTUMOHOIONBHYIO CIyX0y JOKYMEHTOB, COJAEPKaIIIX
HEZOCTOBEpPHBIE CBEIEHUS, PYKOBOAMUTENh (3aMECTHTENIh PYKOBOAMTENS) MCIOIHUTEIHHOTO OpraHa cyObeKTa
Poccuiickoii ®Dexnepaiiii  HECET OTBETCTBEHHOCTh, MPEIyCMOTPEHHYIO 3aKOHOJATeNbCTBOM Poccuiickoit
®denepanuu.

YTBEPXOEHbDI

nocraHoeneHnem NpaButenbcTBa
Poccunckon ®egepaumu

ot 8 anpens 2025 r. N 462

IIpaBuia popmMupoBanus OTHYCKHBIX I[eH HA JIeKapPCTBEHHbIE MPeNapaThl, BKJIIYEHHbIE B MlepeYeHb
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SKM3HEHHO HEOOXOAMMBIX U BaKHEHIIMNX JIEKAPCTBEHHBIX MPENapaToB AJsl MeIUIMHCKOr0 pUMeHeHus],
OPraHU3aIlUsIMH ONITOBOI TOProOBJIH JIEKAPCTBEHHBIMHU CPEACTBAMU, ANTEYHBIMH OPraHU3AIUSIMU,
HHIMBUIYAJIbHBIMH NPeINPUHAMATEISIMU, HMEIOIIMMH JTUIEH3UI0 HA (hapMalleBTHYECKYIO
JesITeIbHOCTh, METUIMHCKIMHU OPTaHU3aIUsIMH, MMEIOIIMMH JIUIIeH3HI0 HA (papMaleBTHIECKYI0
AesITeIbHOCTD, H HX 000C00JJeHHBIMU MOAPA3AeTeHHIMI, PACTOJI0KeHHBIMH B CeJILCKUX HACETeHHbIX
MYHKTAX, B KOTOPbIX OTCYTCTBYIOT aniTeYHbIe OPraHU3aIUH

1. OpraHn3anyuy ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMU CPENCTBAMH (Hajee - OpraHM3aliil ONTOBON
TOPTOBJIM) OCYIIECTBIIIOT PEAIN3ALMIO JICKAPCTBEHHBIX IPEMNapaToB, BKIIOYEHHBIX B MNEPEYEHb >KU3HEHHO
HEOOXOIUMBIX M BaXHEHIINX JICKAPCTBEHHBIX IPENapaToB Aisl MEIUIMHCKOrO IpUMEHeHus (nmamee -
JIeKapCTBEHHBIC IIPENaparsl), 0 LIEHaM, YPOBEHb KOTOPHIX (0e3 yueTa Hajora Ha 100aBJICHHYIO CTOUMOCTD) He
JOJDKEH MPEBBIIATh CYyMMY (DaKTHUECKON OTIIYCKHOH IIEHBI IPOM3BOJUTEINS JEKapCTBEHHOI 0 penapara (ganee
- dakTuueckas OTIyCKHas [€HAa [POU3BOOUTENSI), HE MPEBHILAIOMICH 3aperMCTPUPOBAHHON MM
MepeperucTpUPOBAaHHON NPEACTbHON OTIYCKHOW IIEHBI IPOU3BOANTENS (Ha AaTy peanu3aliy JeKapCTBEHHOTO
mpemnapaTa MPOM3BOJMTENEM), M pa3Mepa ONTOBOW Haa0aBKM, HE NPEBBILIAIOUIETO pa3Mepa NpeAeIbHOU
OINITOBOH Hag0aBKW, YCTAaHOBJIEHHOTO B cyObekTe Poccuiickoit denepaunu. Opranuzanuy OnToBOM TOPrOBIH
YUUTHIBAIOT HAJIOT Ha J0OABICHHYIO CTOMMOCThH B IIEHE pealn3alliyl JIEKAPCTBEHHOTO Mpernapara B MOpPSIKE,
YCTaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit denepanuu.

2. CymMmapHBI pa3Mep ONTOBBIX HAJ0aBOK, IMOJCKAIIUX MPUMEHEHHIO BCEMH OpraHH3alUsMH
ONITOBOW TOPTOBIIM, YYAaCTBYIOIIMMH B pean3alliél JIEKapCTBEHHOTO Tperapara, PacCYUTaHHBIA HCXOAS U3
(hakTHMIeCKOW OTITYCKHON IIEHBI MPOM3BOIUTEINSA, HE IOJDKEH IPEBHINIATh COOTBETCTBYIONIUH IPEICITbHBIN
pa3Mep onToBOI Ha/I0ABKH, YCTAHOBJICHHBIN HCIIOHUTENFHBIM OpraHoM cyOnekTa Poccuiickoit @enepannu, Ha
TEPPUTOPHIO KOTOPOTO OCYIIECTBIISIETCS MMOCTABKA JIEKAPCTBEHHOTO Npemnapara.

3. Opranu3anyy ONTOBON TOPrOBIIH, UMEIOLINE CTPYKTYpPHBIE MOAPA3JECICHUS] PO3HUYHOW TOPTOBIIH,
MOTryT ()OPMHPOBaTH PO3HUYHBIC IICHBI Ha JICKAPCTBEHHBIC IpenapaTthl C MNPUMEHEHHEM OJHOBPEMEHHO
ONITOBOM M PO3HUYHOW HaA0aBOK K (PAKTUYECKOM OTIMYCKHOW LieHe mpom3BoauTessi (Oe3 yuyera Hajora Ha
NO0aBIEHHYI0 CTOMMOCTB), CYMMapHBId pa3Mep KOTOpBIX HE JOJDKEH MPEBBIATh NPENENbHBIX Pa3MepoB
OIITOBOM W PO3HMYHOH HaJ0aBOK COOTBETCTBEHHO, YCTaHOBIECHHBIX B cyObekTe Poccuiickoit denepanmu, npu
YCIIOBUM BEJIEHUS pa3JieIbHOTO y4yeTa ONTOBON M POZHUYHON TOPTOBIIH.

4. OpraHuzailu ONTOBOIM TOPTOBIHM, pPEANM3YIOIINE JEKapCTBEHHBIE MpenapaThl MOTPeOUTENsIM IO
JIOTOBOPY KOMHCCHH (KOMHUTEHTBI) OT MMEHH OpraHU3allii PO3HWYHON TOPTOBIHM (KOMHCCHOHEPOB), MOTYT
(hopMupoBaTh OTHYCKHYIO IIEHY Ha JIEKAPCTBEHHBIM Mpemapar ¢ NMPUMEHEHHEM OIHOBPEMEHHO ONTOBOM W
PO3HUYHONW HAA0ABOK K (DaKTHUECKOW OTIMYCKHOW IIEHE IPOM3BOAMTENS, CYMMApHBEIH pa3Mep KOTOPHIX HE
JOJDKEH IIPEBBIIATh IPeAEIbHBIX Pa3MEPOB ONTOBOM M PO3HUYHON HaJ0aBOK COOTBETCTBEHHO, yCTAaHOBJIEHHBIX
B cyOBekTe Poccuiickoii @enepanun.

5. AnreuHble OpraHu3alyy, HWHIWBUAYaIbHbIE MPEINPHHUMATENN, HMEIONINE JHMIEH3HI0 Ha
(apMaleBTHUECKyI0  JEATEIbHOCTh (Jajiee - WHAMBUAYaJbHbIC MPEANPUHUMATEIH), MEIULHUHCKHE
OpraHu3alyy, HWMEIOUIMe JHUICH3WI0 Ha (apMaleBTUUECKYI0 JAEATeNbHOCTh, W HX 000COOJICHHBIE
Mo/ipa3fefiCHHs], PacHoOOKEHHBIE B CEJIbCKMX HACEJNEHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT aIlTEUHBIE
OpraHM3aluu (Jajee - MEAUIMHCKUE OpTraHu3alit), OCYLIECTBIAIOT pPealn3allio JeKapCTBEHHBIX MPernapaToB
10 IIeHaM, YpOBEHb KOTOPBIX (0e3 ydeTa Haymora Ha JOOaBICHHYIO CTOMMOCTbD) HE JIOJKEH MPEBHIIATH CYyMMY
(dakTHUECKOH  OTIyCKHOM UEHBl MPOW3BOJUTENS, HE IPEBBINIAIONICH  3apETUCTPUPOBAHHON MM
[IePEepPETUCTPUPOBAHHON MPEACIBHON OTITYCKHOW IIEHBI IPOU3BOIUTENS (HA ATy peau3aliyl JeKapCTBEHHOTO
mpenapara MmpoON3BOAUTEIIEM), W pa3Mepa ONTOBOW HamOaBkW M (WJIM) pa3Mepa PO3HUYHON HanOaBKH, HE
TIPEBHIMIAIONIAX COOTBETCTBEHHO pa3Mepa MpeaeIbHON ONTOBON HamI0aBKH U pa3Mepa MpeaeTbHON pO3HUIHON
Haa0aBKW, YCTAaHOBJICHHBIX B cyObekTe Poccuiickoit Penepanmu. ANTEUHbIE OpraHU3AINH, HHIUBUIYAIbHbIE
MPEeONPUHAMATEIN U MEAMLMHCKHE OPraHW3allii YYUTHIBAIOT HAJIOT Ha J00ABJIEHHYIO CTOMMOCTH B LIEHE
pealn3aliy JIEKapCTBEHHOIO IIpernapara B TOPsAKE, YCTAaHOBJIEHHOM 3aKOHOAATEIbCTBOM Poccuiickon
depepanuu.

6. Pasmep po3HMYHON Ham0aBKH, PACCUMTAHHBIA HCXOAs U3 (AKTHYECKOHW OTIYCKHOH ILIEHBI
NPOU3BOAUTENS],  MOAJISKANMN  NPUMEHEHHWIO  aNTE€YHBIMM  OpraHU3alusIMH,  HMHIUBUAYAIbHBIMH
MpEeANPUHUMATENSIMA U MEAMLIMHCKAMHU OPraHU3alUsAMH, OCYIIECTBISIIOIIMMHU pealIn3alliio JIEKapCTBEHHBIX
mpernapaToB Ha TeppuTopuu cyobekTa Poccuiickoit denepanuu, He MOIDKEH IPEBBIIIATH COOTBETCTBYIONIUH
npeAesbHbIN pa3Mep pO3HUYHON Haa0aBKH, YCTaHOBJICHHBIN UCTIOIHUTEIBHBIM OpraHoM cyObekTa Poccuiickoit
denepanuu.

7. Ilpu ¢opMupOBaHMHM OpraHM3AlMAMU OINTOBOW TOPTOBIIM, AaNTEYHBIMH OpPTaHHU3AIHIMU,
MHIVBUAYAIbHBIMA TNPEANPUHUMATEISIME M MEIUIHMHCKAMH  OpraHU3alusMH  OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIC MPEnapaTsl ¢ NIPUMEHECHUEM MPENENbHBIX Pa3MEPOB ONTOBBIX HAl0aBOK U (WIN) MpelNesIbHBIX
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pa3MepoB pO3HHYHBIX HAJA0AaBOK TaKWE OTIYCKHBIE LEHBI OKPYINIAIOTCA IO MaTeMaTUYeCKHM IpaBUiIaM
OKpYTJIEHHSI [0 COTBIX dYacted pyoOnsa. llpum pacdere mnpHMeHEHHBIX YKa3aHHBIMH OpPTaHM3AIHUSIMH U
WHAMBUAYAIbHBIMHU NPENNPUHIMATEIIMI HaJ0aBOK AOIYCKAeTCsl MOTPEIIHOCTh, HE INPEBBILAIOIAs pa3Mep
OKPYTJICHHUSL.

8. Ilox dakTudeckoit OTIYCKHOM IIEHOI MPOU3BOIUTENS Ha JIEKAPCTBEHHBIN IIperapar, Mponu3BeIeHHBIH
Ha TEPPUTOPUM TOCyIapcTBa - wieHa EBpa3niicKoro 3KOHOMHYECKOTO COI03a, MOHMMaercs 1eHa (0e3 ydera
HaJiora Ha J00aBJICHHYIO CTOMMOCTH), YKa3blBaeMasi IPOU3BOAMUTEIIEM B CONPOBOANTEIHHON JOKyMEHTALUN Ha
TOBap U HE NMPEBBILIAIONIAS 3apPETUCTPUPOBAHHYIO WIH NMEPEPETUCTPHUPOBAHHYIO NTPENEIBHYIO OTIIYCKHYIO LIEHY
MPOM3BOAUTENS. Ha JIEKAPCTBEHHBIM IMpemapar Ha JaTy €ero mepefadyd pPOCCHUHCKOMY IOKYIATelto
(ynonnomoueHHOMYy uM Juny). Ilpu sTom ¢dakThueckas OTIMyCKHAs IEHAa NPOHM3BOAMTEINS, YKa3aHHas B
MHOCTPAHHOW BaJIIOTE, MEpPecUUTHIBaeTCs B pyonu mo Kypcy Llenrpanbroro 6anka Poccutickoit @enepanyn Ha
JaTy Tepefadd JIeKapCTBEHHOTO TIperapara IPOM3BOJAUTENEM TrocynapctBa - wieHa EBpasmiickoro
SKOHOMHYECKOT0 COI03a POCCHHCKOMY MOKyHaTemio (YyHOJIHOMOYEHHOMY WM JIMILy) TIO TEPEeJaTOYHOMY akTy
WM HHOMY aHAJIOTHYHOMY JOKYMEHTY.

ITon daxTudaeckoi OTIYCKHOM IIEHOM Ha JIEKapCTBEHHBIN IpermapaT HHOCTPAHHOTO TTPOU3BOIUTENS (3a
HCKITIOYCHHEM HIPOU3BOAMTENIEH I'OCYAapcTB - wWieHOB EBpasniicKOro SKOHOMHMYECKOTO COI03a) HOHHUMAETCS
neHa (0e3 yuera Hajmora Ha [0OaBJICHHYIO CTOMMOCTB), YKa3blBacMasi HHOCTPAHHBIM IPOU3BOAUTEIIEM
JIEKapCTBEHHOT0 TIIpernapaTa B CONPOBOAWUTENBHOM NOKYMEHTallUM Ha TOBAap, Ha OCHOBAHUHM KOTOPOM
odopmisieTcst Aeknapanus Ha TOBap, C YYETOM pacxoOB IO YIUIaTe TaMOXKEHHBIX NOLUIMH W cOOpOB 3a
COBEpIICHHE TaMOXEHHBIX  OINEpalui, CBA3aHHBIX C  BBIIYCKOM TOBapoOB, HE  IPEBBIIIAIONMIASA
3apEruCTPUPOBAHHYIO WM MEPEPErUCTPUPOBAHHYIO MPENEIBbHYIO OTIIYCKHYIO LIEHY NMPOU3BOAUTENS Ha TaKoW
JIEKapCTBEHHBIM TpenapaT Ha JaTy BBITycKa TOBapa, yKa3aHHYI0 B JieKJapaluu Ha ToBapbl. [Ipum sToMm
(akTruecKast OTIyCKHAs [IEHa MTPON3BOJUTEINS, 3aCKIapUPOBaHHAs B MHOCTPAHHOW BaIOTE, IIEPECUNTHIBACTCS
B pybnu mo kypcy llentpansHoro Oanka Poccuiickoit ®enepanyum Ha naty opopMieHHs JAEKIapanud Ha
TOBAapHI.

9. Peanmmzanys JEKapCTBEHHBIX MIPENApaToOB OPraHU3AIMSMH ONTOBOM TOPTOBIH, aNTEYHBIMU
OpraHU3alXsIMH, HHANBUAYAIbHBIMY IPEAIPUHUMATEISIMA U MEJUIUHCKIMH OPTaHU3alUsAMH OCYIIECTBIIACTCS
IIPpM HaJU4YUM TPOTOKONA, COCTaBJIEHHOIo 10 ¢opMe COrjgacHo TMPUITOXKEHMIO, 3a HCKIIOYEHUEM
JICKapCTBEHHBIX IPENapaToB, KOTOpble HE OBUIM BKIIOYEHBI B MEPEYEeHb >KU3HEHHO HEOOXOOUMBIX H
BOKHEHIINX JIEKAPCTBEHHBIX MPENapaToB A MEAWLIUHCKOTO IPHMEHEHUS Ha JaTy HX NPHOOpEeTeHHS
yKa3aHHBIMH OPTaHU3ALMAMHU U HHIUBUAYAIBHBIMH IPEIPUHUMATEIAMHE.

10. IMporokou, yka3auHslil B MyHKTE 9 Hactosimmx [IpaBuil, MOKeT OBITh CO31aH B BHIE JICKTPOHHOTO
JOKYMEHTa, TOAMUCAHHOTO YCHJICHHON KBaTM(ULIUPOBAHHOH SIEKTPOHHOM MOAMUCHIO YHOJIHOMOYEHHBIX
JIUII TOCTABIIUKA U TTOKYTATEs.
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COTIJIaCOBaAHMA LE€H IIOCTAaBKM JIEKAPCTBEHHEIX IIpelnapaToB,

[TPOTOKOJI

JIEKAPCTBEHHEIX IIpelapaTOoBR MOJId MEOVMIVMHCKOTI'O IIPVMIMEHEHWMA

BKJIOUEHHBIX B TI€PEYE€eHb XM3HEHHO HeOOXOIOVMBIX U BakHEeMIMX

MpunoxeHue
K [MpaBvnam doopMmmpoBaHUA OTMYCKHbLIX LIeH Ha fleKapCTBEHHbIe
npenaparbl, BKITIOYeHHbIe B NepeyeHb KM3HEHHO HeEOOX0ANMbIX

M BaXXHEMLUNX NleKapCTBEHHbIX NpenapaTtoB ANns MeAULUHCKOro
NnpUMeHeHUsl, opraHn3auusimm onToBOM TOProBU
fiekapcTBEeHHbIMU cpeacTBaMU, anTeYHbIMU OpraHU3auusaMum,

mnHanBuayanbHbIMU NpeanpnHnMmartTenaMmm, MMerowinmmn

JINUEeH3U Ha (bapmaueBTquCKylo AeATeNIbHOCTDb,

MeanuUHCKNMMU opraHunaumamum, nmerollimMmmn NIMLEeH3nro

Ha (bapmaueBTquCKylo OeATeNbHOCTb, U UX 060CO6NEeHHbIMU
nogpasgeneHndamMun, pacnosyioXkeHHbIMU B CeJNIbCKUX HaCceJieHHbIX
NYHKTaX, B KOTOPbIX OTCYTCTBYHT anTe4yHble opraHn3auuun

(mocraBmMK (opraHM3aLUg OITOBOM TOPI'OBJIM)
(monyyaTesp (opraHMs3aluMsa ONTOBOM TOPTOBJIM MM OpTaHM3alLMsa POSHUUHOM TOpToBIM (1))
Mexnay- | ToproBoe | Cepus IIpoms- | 3aperuc- dakTHueckas Hata OTnyckHas 1ieHa OpraHu3aIiu Pasmep onroBoii OTnyckHas 11eHa OpraHu3aIii CyMMapHBIif IIpenenbHas
- - - o 4 o
HapoJHOE | Haume BOJUTEINb | TPUPOBA OTIIyCKHAsl LIEHa, peanusa OITOBOI TOProBIIH Haa0aBKH OTITOBOI TOproBH’ pasmep OTIyCKHas 1ieHa
HeTaTeH- | HOBAaHHUE, HHas yCTaHOBIICHHAA uuu OopraHu3anuu OTITOBBIX OpraHu3aluu
TOBAaHHOE | JIEKapCT- peaeib- MIPOU3BOUTEIIEM JIeKapCT- OITOBOH TOProBIH HaJ0aBOK PO3HHYHOI TOPrOBIH
413 5 8
(nmm BEHHad Has (pyGueii) BEHHOI'O 5 opraHI/I3aIiI/H/I
xummue- | (opma, OTIIYCK- npenapa- ONTOBOM
CKOE, WIH | JTO3UPOB- Has I[eHa Ta Toprosmu’
rpyImu- Ka, IIPOU3BO- IIPOU3BO-
POBOYHOE | KOJTHUEC- TS 0e3 yuera | € y4eToM qmTemem | YTpoule- 0e3 yuera | ¢ ydeToM | mpome- | pyOsieit | ymporneH- | 6e3 ydera | ¢ yIeToM po- pyo6- | ympoie- | ¢ y4eToM
) TBO B e Hajora | Hajora Ha Ha HHas Hajora Hajora HTOB Has Hajora | Hajora Ha | IEHTOB | Jei HHas Hajora Ha
nen
HauMe- | MoTpedu- (py 5 ) Ha nobasie- Tepputo- | CHCTEMA Ha Ha cucTeMa Ha nobasie- cucreMa | moOasie-
HOBaHME | TelhcKoi nobasire- HHYIO pHH Hajoroo- | mobasine- | mobaBie- Hajoroo0- | gobasie- HHYIO HaJIOT00- HHYTO
yIIaKOBKe HHYIO CTOU- Poccuiic- | 0710%Ke- HHYIO HHYIO JIOXKEHUS HHYIO CTOHU- Omosxe- CTOHU-
CTOU- MOCTh Koil HUSA CTOHU- CTOHU- (pyOmneit) CTOU- MOCTh HUA MOCTh
b
ITPHXO- MOCTh (pyOnett) | e nepa- (pyOuieit) MOCTh MOCTh MOCTh (pyOueit) (pyOuneit) | (pyOieit)
BOH KOJ (py0ureit) 197071 (pyOueit) | (pyOueii) (pyOureit)
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20
(momgnmche YIOJHOMOUEHHOTO JMila (paMmnmsa, wmMsa, OTUECTBO (IpHU (momnmMchb yYHNOJIHOMOUEHHOTO JIMila (pammams, wmMs, OTUECTBO
IoCTaBUMKa — OpraHM3alumn HaIu4dum) nojiydyaTessa — OpraHMs3aluy ONTOBOM (mpr HaIMuUM)

OITOBOM TOPTOBJIN)

20
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! AnTedHpie OopraHu3anu, HWHIAWBUAYAJIBHBIC MPCANPHUHUMATCIN, HWMCIONIUC JIMICH3UIO Ha

(I)apMaI_IeBTI/ILIeCKYIO ACATCIIBHOCTD, MCIUITUHCKHUE OpraHu3anuii, UMCHOIHUC JIULCH3UIO Ha (l)apMaHeBTI/I‘IeCKYIO
JACATCIBHOCTh, U HUX 000c00IeHHEIE noapasacjCHrd, pacCllOJIOKCHHBIC B CCIIbCKUX HACCIICHHBIX MYHKTaX, B
KOTOPBIX OTCYTCTBYIOT allTCYHBLIC OpraHru3alu.

* 3aperucTpUpOBaHHas TpeebHAs OTIYCKHas LieHa MPOM3BOIMTENS HA JIGKApPCTBEHHbI IHpenapar,
BKJIIOYEHHBI B MEpPEeYeHb >KU3HEHHO HEOOXOIMMBIX W BAKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB UL
MEJIULUHCKOIO IPUMEHEHUs, HAa JaTy pealu3aluu JIEKapCTBEHHOIO IIpernapara IIPOU3BOJUTENEM Ha
teppuropun Poccuiickoit @eaepanuu.

[Ipu ycTaHOBIICHUHM II€HBI MHOCTPAHHBIM TMPOM3BOJUTENIEM (paKTHUECKash OTIYCKHAas IICHA Ha
JIEKapCTBEHHBIA IIpermapar yKa3blBaeTCsl C Y4YeTOM TaMOXKEHHOW MONUIMHBI M CcOOpOB 3a COBEpIICHHE
TaMO>KEHHBIX OIepalliii, CBI3aHHBIX C BBIITYCKOM TOBapOB.

* TIpu 3amoNHEHMH HACTOSIIEro MPOTOKOJA OPTaHM3AIMell ONTOBOI TOPrOBIH, KOTOpas mpHoGpena
JICKapCTBEHHBIN Mpemnapar y MPOU3BOAMUTENS, YKAa3bIBACTCS II€HA peald3ally JIEKapCTBEHHOTO Ipernapara
opranu3ainuer onToBoi Toproeiu. [Ipu 3amnoaHeHHH yKa3aHHOTO TPOTOKOJIa OpTaHU3allkeil ONTOBOW TOPTOBIIH,
KOTOpasi mpuodpena JeKapCTBEHHBIN Tpernapar y Apyroil OpraHu3aliy ONTOBOW TOPTOBIIH, YKa3bIBaeTCs IeHA
MIPUOOPETEHHUS JICKAPCTBEHHOTO Tperapara.

> BamosHseTCs OpraHM3alueil ONTOBOH TOProBIH, KOTOpas MPHOOpENa JeKapCTBEHHBIH Hpenapar y
JIpyro opraHu3aluyd ONTOBOM TOproiu. B ciydae peanu3anuM opraHu3aluell ONTOBOM TOPrOBIIH
JIEKapCTBEHHOT'O Iperapara 1o LeHe HIDKE LIEHb! ero NPUoOPETEHUS CTABUTCS IPOUYEPK.

6 -~ -~ 9
3aronHsAeTCS OpraHu3alueil ONTOBON TOProBIIM, KOTOpas MpHOOpena JeKapCTBEHHBIH Mpernapar y
JIPYroi OpraHu3aiyy ONTOBOM TOPTOBIIH.

7 3amonHsercs KaxOi OpraHM3alliell ONTOBOM TOPTOBIM, KOTOpAs pEATH3yeT JeKapCTBEHHBI
npemnapar. B ciydae peannsanuu opraHusanied ONTOBOM TOPTOBIH JIEKAPCTBEHHOTO MIPENapara 1o LEHE HUXKE
(haKTHUECKOH OTITYCKHOH LIEHBI IPON3BOAUTENS CTABUTCS IPOUYEPK.

% MudopMamms HOCHT CHPaBOYHBIA XapakTep, 3alOHSAETCS TOIBKO OpraHM3aLUeill PO3HHYHOM
TOPrOBJIM, peaTn3yIoLIel JICKapCTBEHHBIC Tpenaparhl KOHeYHOMY mnotpeburemto. [padpa 19 samonusercs
OpraHu3anyeil po3HHYHOM TOPTOBIH, MPHUMEHSIONIEH YHPOIIEHHYIO CHUCTeMy HajloroobioxkeHus, rpada 20
3aI0THACTCS OpTraHU3alNeH PO3HUIHOW TOPTOBIIH, IPUMEHSIONICH OOIIYI0 CHCTEMY HaJoroo0IoxkeHus. Pacuer
MpenenbHON OTIMYCKHOW IIEHBl OPraHM3alidd PO3HUYHONH TOProOBIM NPOHM3BOAMTCS B COOTBETCTBUH C
[MpaBunamun QopMupoBaHusi OTMYCKHBIX IIEH Ha JIEKAPCTBEHHBIC IperapaThl, BKIOYCHHBIE B IEPEYCHb
XKU3HEHHO HEOOXOIMMBIX M BaKHEHMIIMX JIEKAPCTBEHHBIX IIPENapaToB JUIl MEIULMHCKOIO IIPUMEHEHUS,
OpraHu3alMsSMH  ONTOBOM TOPIOBIM  JIEKAPCTBEHHBIMH  CPEICTBAMH, aNTEYHBIMH  OPTraHU3aLUsAMH,
WHAWBUAYATBHBIME TIPEANPUHUMATENAMHI, HMMEIOMIMMHU JIMICH3UI0O Ha (apMaleBTHYECKYIO esTEIbHOCTS,
MEJIUIIUHCKUMHU OpTraHU3alMsIMH, WMCIONIMMHU JIMICH3WI0 Ha (apMaleBTHYECKYIO JeSTEIbHOCTh, U UX
000COONEHHBIMH TIOPA3JEIICHUSIMU, PACIIOJIOKEHHBIMH B CEJIBCKUX HACENICHHBIX IIyHKTaX, B KOTOPBIX
OTCYTCTBYIOT aNTEYHbIE OpraHW3alluH, YTBEPKICHHbBIMU MOCTaHOBMNeHnem IlpaButenscTBa Poccuiickoit
@®enepaunn ot 8 ampens 2025 1. N 462 "O rocynapCTBEHHOM pETYJIHPOBAHUU IE€H Ha JIEKapCTBEHHBIE
IpenapaTsl, BKIOYEHHbIE B [E€PEYEHb >KU3HEHHO HEOOXOOMMBIX M BaKHEHIINX JIEKAPCTBEHHBIX IPEMapaToB
JUTSE METUITUHCKOTO TIPUMEHEeHH"', Ha OCHOBAaHMH MH(pOpMaIny, ykazanHoi B rpadax 1 - 18, u uapopmarmm o
COOTBETCTBYIOIIEM MpEAETbHOM pa3Mepe pPO3HMUYHOW Haa0aBKM K YCTaHOBICHHOW MPOWU3BOAUTEIIEM
(akTHyecKkol OTIMyCKHOMW IieHe (0e3 ydeTa Hajora Ha J00aBJICHHYIO CTOMMOCTB) JICKAPCTBEHHOIO Iperapara,
YCTQHOBJICHHOM HCIIOJHUTENbHBIM OpraHoM cyonekrta Poccuiickoit ®depepauuy, Ha TEPPUTOPHUH KOTOPOTO
OCYILECTBIISIETCS peai3alys JIEKAPCTBEHHOTO Mpernapara.

MpumeyaHue. padbl 1 - 8 3amodHSAIOTCS OpraHU3aIKedl ONTOBOM TOPrOBJIM, KOTOpas mpuodpena
JIEKapCTBEHHBIN MMpenapaT y MPOU3BOIUTEIS.

Wudpopmarus, ykazanHas B rpadax 1 - 8 opraHusaiuei onToBOH TOPIoOBiIM, KOTOpas IpHoOpena
JIEKapCTBEHHBIM TpenapaT y MPOU3BOIMTENS, YKa3bIBacTCs 0€3 W3MEHEHHUI BCEMU ONTOBBIMH OpPTraHH3aI[HSIMHU,
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YYaCTBYIOIIMMHE B pean3alliy JeKapCTBEHHOTO Mperapara, B 0053aTeIbHOM MOPSIIKE.

YTBEPXXOEHbI

nocraHoeneHnem NpaButenbcTBa
Poccuiickon ®epgepauum

ot 8 anpens 2025 r. N 462

HN3meHenus, koTopbie BHOcSATCS B akThl IIpaBuTtenncrBa Poccuiickoii @enepanun

1. B nocraHoBneHun IlpaButensctBa Poccuiickoit @epepaumn ot 31 gekadbps 2010 r. N 1221 "O
MOPSAJIKE BBIIAYM OpraHaM HCHOJHUTENBHONH BiacTu cyOnekToB Poccuiickoit demepanuu mpeanucaHnuii o
IPUBEJIEHIUN B COOTBETCTBHE C 3aKOHOHATeNbcTBOM Poccuiickoit denepanuu perieHnit 00 yCTaHOBJICHUU
MpeJeNbHBIX Pa3MEPOB ONTOBBIX HAN0ABOK M IMPEJCIbHBIX Pa3MEPOB PO3HUYHBIX HaA0aBOK K (DaKTHUECKHM
OTITyCKHBIM II€HaM IMPOM3BOJUTENICH Ha JIEKapCTBEHHBIE IpernapaTsl, BKIIOYCHHbIE B TEPEYEHb KUIHEHHO
HEOOXOAMMBIX W BAKHEWINIUX JeKapCTBEHHBIX mpemnapatoB”" (CoOpaHme 3aKOHOMATENhCTBA PoccHiicKoi
®enepannu, 2011, N 2, ct. 384; 2013, N 24, c1. 2999; 2015, N 37, c1. 5153; 2020, N 40, cT. 6271):

a) B HaMMeHOBaHWM u MNyHKTe 1 crmoBa "opraHam HCIONHUTEIbHON BIacTH" 3aMEHUTH CIIOBAMU
"HCTIONHUTENBHBIM OpraHam';

0) B NyHKTE 2:

10 TEKCTYy CJIOBAa "OpraH MCIOJHHUTENBHON BIAcTH" B COOTBETCTBYIOLIUX YHCIE U MaJeKe 3aMEHUTH
CJIOBaMH "MCHOJIHUTEIBHBIN OpraH" B COOTBETCTBYIOLINX YHCIIE U Ma/IEXKeE;

cimoBa "ot 29 okraOps 2010 r. N 865," 3amenuts cioBamu "ot 8 ampens 2025 r. N 462 "O
roCy/IapCTBEHHOM pPETYJIIMPOBAaHMU I1IEH Ha JIEKapCTBEHHBIE IpenapaTthl, BKIIOYEHHbIE B NEepeyeHb >KU3HEHHO
HEOOXOJMMBIX M BaYKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB il MEIUIIMHCKOTO TpUMeHeHus",";

B) MO TEKCTy MYHKTOB 3 - 5 cioBa "opraH UCIOJHHUTEIBHOW BIACTH" B COOTBETCTBYIOIIUX YHCIE U
ajie’ke 3aMEHUTh CIIOBaMH "MCTIOTHUTENBHBIN Oprad" B COOTBETCTBYIONINX YHCIIC U MAJIEKeE.

2. B noctaHoBneHun IlpasutenbcrBa Poccuiickoit denepanmu ot 28 aprycra 2014 r. N 871 "O6
yTrBepxaeHnu lpaBun ¢popmupoBaHus mepedHei JIeKapCTBEHHBIX MPEnapaToB A MEAUIIMHCKOTO TPUMEHEHHS
¥ MUHHMaJIFHOTO acCOPTHMEHTAa JIEKapCTBEHHBIX MpEeNaparoB, HEOOXOMUMBIX IS OKa3aHUS MeIUIITHCKOW
nomoniu”" (Cobpanue 3akoHOAarenbcTBa Poccuiickoit deneparum, 2014, N 36, cT. 4855):

a) MYHKT 4 npu3HaTh YTPATUBIINM CHITY;

0) TOTIOJTHUTE MYHKTOM 4! CIIEYFOIIETO COJCPKAHUS:

"4'. MunucrepcTBy 3apaBooxpaneHus Poccuiickoit denepamii Mo COrIacoBaHmo ¢ MUHHCTEPCTBOM
sKoHOMHYEecKoro pasButus Poccuiickoit deneparuu, MunncrepcTBoM (uHancoB Poccuiickoit denepamnmm,
MuHHCTEPCTBOM NPOMBIIIEHHOCTH M ToproBiu Poccuiickoir ®enepanun, MuHHCTEpCTBOM Tpylna H
conuanbHOU 3amuThl Poccuiickoit @epepanyn, MUHHCTEPCTBOM HAayKH M BHICIIETO oOpa3zoBaHus Poccuiickoit
Oenepannu, denepasbHON aHTHUMOHONOJIBHON ciykO00i nm DenepanbHoi ciayx00i Mo Hag3opy B cdepe
3alIUTHI TIpaB MOTpeOUTENeH 1 OIaromnoayyus 4eJoBeKa He peke OJHOTO pasa B Tof, He mo3aHee 15 okTsaops,
npencrasiate B [lpaBurensctBo Poccuiickoit denepauny NpOEKT MepedyHS >KU3HEHHO HEOOXOAWMBIX H
BaKHEHIIIMX JIEKapCTBEHHBIX MPETapaToB AJIs MEAULMHCKOTO IPUMEHEHUS." .

3. B 0COBEHHOCTSX TrOCYZapCTBEHHOTO  PEryJHpOBAaHMS  MPEACIbHBIX  OTIYCKHBIX  IIEH
NPOM3BOAMTENIEH Ha JIEKApCTBEHHBIE Npenaparbl, BKIOYEHHbIE B MEpEUYeHb J>KU3HEHHO HEOOXOAUMBIX H
BaKHEHIIMX JICKAPCTBEHHBIX IIPENAapaToOB, YTBEPXKACHHBIX MOCTaHoOBIeHMeM IlpaBurensctBa Pocculickoit
Qenepanmn ot 31 okTabps 2020 r. N 1771 "OO yTBepkIeHHH OCOOEHHOCTEH TrOCyAapCTBEHHOTO
peryInupoBaHus MpeNeNbHBIX OTIYCKHBIX IIEH MPOU3BOIUTENEH Ha JeKapCTBEHHBIE MPemapaTsl, BKIFOUSHHBIE B
repedeHb )XKU3HEHHO HeOOXOAWMBIX W BaKHEWIMX JIEKaPCTBEHHBIX IMPENapaToB, U BHECEHWH H3MEHEHUH B
ornenbHble akThl IlpaButensctBa Poccuiickoit ®epepamuu” (CoOpanme 3akoHOmarenbcTBa Poccuiickoit
®enepanuu, 2020, N 45, ct. 7124; 2022, N 13, c1. 2105; 2024, N 21, ct. 2765):

a) B absaue nepBoM MyHKTa 2 cioBa "CyOBEKTOB OOpAIEHHS JIEKAPCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO TNPUMEHEHHA" 3aMEHHTh CIOBaMM '"ZIepikaTelled WM  BIAJENBLEB PErHCTPAllMOHHBIX
yIIOCTOBEPEHUH JIEKAPCTBEHHBIX MpenapaToB (YIOJIHOMOUYEHHBIX HMU JIUIT) (ayiee - 3asBUTENb)";

0) NYHKT 5 U3N0XHUTH B cAeAYyIOUICH peAaKINU:

"5. MunuctepcTBO 31paBooxpaneHus Poccuiickoii denepanuu He mo3nHee 2 paboumMx JIHEH CO JTHS
MOCTYIUIEHUS] 3aK/IIOUEHHUS pa3MellaeT B JIMYHOM KaOMHETe 3asBUTENs, YKa3aHHOTO B 3aKIIOYEHHH, B
(denepanbHOil rocymapcTBeHHON uH(OpMalMOHHON cucTtemMe "EnuHbIA HOpPTal TOCYIapCTBEHHBIX U
MYHHIHANATBHBIX ycuyT (QyHKIui)" (mamee - eAWHBIA MOpTal) W JIUYHOM KaOWHETe 3asBUTENS B €IWHOW
rOCyIapCTBEHHON WH(OPMAITMOHHONW cHcTeMe B cdepe 37apaBooXpaHeHus (manee - eauHas WHOOpPMAIOHHAS
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cucremMa) B (hopMe 3JICKTPOHHOIO JOKYMEHTa, IMOAMUCAHHOIO 3JICKTPOHHOW TMOIMKMCHIO 3asBUTENIS, BUIbI
KOTOpoO#i mpeaycMoTpenbl denepanbHpIM 3akoHOM "O06 oOparieHnu JIEKapCTBEeHHBIX CPEICTB", MPEeAIoKEeHNE O
MIepPEePETUCTPALINU TPEeTFHON OTITYCKHOW IIEHBI Ha JIEKApCTBEHHBIN Mpenapar B COOTBETCTBHH C HACTOSIINM
JIOKyMEHTOM.";

B) B NYHKTE 6:

ab3al, nepBbIv mocie ciaoBa "kabuHeTe" JTOMOJHUTH CIIOBAMH "3asSBHTEINS HA €IWHOM MOpTalie WK B
eanHoN MH(OPMAaLMOHHOMH cucTeme";

B noAanyHkTe "B":

B ab3ale nepsoM cioa "¢ npunokenreM N 3 kK MeTo/iMKe" 3aMEHUTD CIIOBaMH "¢ METOHKOM", CITOBA
"mocranoBnenneM IlIpasBurensctBa Poccuiickoit ®enepaunu ot 15 centsiops 2015 r. N 979 "O BHeceHun
u3MeHeHui B mocraHoBieHue [IpaButensctBa Poccuiickoit deaeparuu ot 29 okrsaops 2010 r. N 865 u 00
YTBEP)KIIEHUH METOJUKHA pacueTa TMpeAeTbHBIX OTIYCKHBIX II€H TPOU3BOAUTENICH Ha JEKapCTBEHHBIC
Ipernaparbl, BKIOYCHHbBIC B MEPEUCHb KMU3HCHHO HECOOXOAMMBIX M Ba)KHEHIIMX JICKAPCTBEHHBIX IpernaparoB”
3aMEHUTH CIIOBaMH "B cOOTBETCTBUH ¢ PenepanbHbiM 3akoHOM "OO0 o0pamieHnn JeKapCTBEHHBIX CPeNICTB";

B ab3ale BTOpoM cnoBa "npumoxkenreM N 3 K MeTOauKe" 3aMEHHUTH CJIOBOM ""METOIMKOM";

r) B MyHKTE 8:

ab3aubl NepBbI ¥ BTOPOW IOMOJHUTH CIOBaMH "3asBUTENS HA CIHHOM IOPTANC WIH B EIHHOM
nH()OPMAITMOHHOM cucTeme";

ab3al, YeTBepTbI  JOMOJHHUTH CIIOBaMH "3asBUTENIA HA €IMHOM I[OpTAE W B EIUHOM
nHPOPMALTMOHHOH cucTeme";

1) B NyHKTE 9:

B ab3aLe nepBom:

cioBa "B mpuiiokeHuu N 2 K METOIMKe" 3aMEHHUTH CIIOBaMU "B MeTOAMKE";

JIOTIOJIHUTH CJIOBaMHM ""Ha €MHOM IMOPTaJe U B €IMHON HHGOPMAIIMOHHON cucTeMe";

B ab3aue TpeTbeM ciosa "B mpmioskeHun N 2 K MeTOMKe" 3aMEHUTH CIIOBaMHK "B MeTOAMKE";

e) B NyHKTe 13:

noanyHKT "a" mocie cjioB "B TUYHOM KaOMHETE 3assBUTE/IS" MTOMOIHUTE CJI0BaMHU "HAa eIMHOM IOPTajIe
1 B eIUHOW HH(POPMAITMOHHON cucTeme";

noanyHKT "6" mocie cinoB "B muYHOM KabuHeTe" HOMOMHHUTE CIOBAaMHU "3assBUTENSI HA SIUHOM MOPTAJe
U B €IMHOW WH(OPMAITMOHHOM cucTeMe";

k) noanyHktbl "B" u "r" nyHkTa 14 mocie cioB "B JUYHOM KaOuHeTe" JOMOJHUTH CIOBAMH
"3asiBUTENS HA SAMHOM MOpTaje WK B AUHON HHPOPMAIIMOHHOM cucTeme';

3) B absaue nepsom nyHkta 15 crmosa "B mpunoxenud N 2 K MeTOAWKE" 3aMEHHUTH ClIOBaMHu "B
METOJIUKE";

u) B NyHKTE 16:

B ab3aLe nepBom cioBa "B npunokeHnn N 2 K METOMKe" 3aMEHUTD CIIOBaMH "B MeTOIUKE";

B ab3aue BTopoM ciora "¢ pasaenom VII MeToauKu" 3aMEHUTH CIIOBaMHM "¢ METOTUKOMN";

B ab3aue yeTBepTOM cioBa "B nipritokeHnn N 2 K METOAMKE" 3aMEHUTh CIIOBaMH "B METOIHKE";

K) B NMyHKTE 17 cioBa "B npunokenun N 2 K MeToAMKe" 3aMEHHUThH CJI0BaMu "B MeToIuKe";

a) B NyHkTe 19 cnoBa "c mynkroM 30" 3amenuth cioBamu "c myHkToM 33", cnoBa "oT 29 okTOps
2010 r. N 865 "O rocyaapCTBEHHOM pEryJUPOBAHMM LIEH HA JIEKAPCTBEHHBIC IpenapaThl, BKIIOUYEHHBIE B
repeueHb KU3HEHHO HEOOXOAMMBIX M BaKHEUIIHMX JIEKApCTBEHHBIX MpenaparoB” 3aMEHHWTH cloBaMH "OT 8
anpenst 2025 r. N 462 "O rocyjapcTBEHHOM pETyJIMPOBAaHUU LIEH Ha JIEKAPCTBEHHBIE IPENapaThl, BKIIOUEHHbIE
B TMEpeueHb JKU3HCHHO HEOOXOMUMBIX M BRKHEHINIUX JICKAPCTBEHHBIX TIPENapaToB I MEIUIIMHCKOTO
MIpUMEHEHUs "

MpunoxeHune

K noctaHoBrneHunio NMpaButenbcTBa
Poccunckon ®egepaumnu

oT 8 anpensa 2025 r. N 462

Ilepedyenb yTpaTHBIIMX CHJIY AKTOB U OTEJbHBIX M0J10KeHUI akTOB [IpaBuTtenbscrBa Poccuiickoii
Denepannu

1. ITocranoBnenue IlpaButenscrBa Poccuiickoit ®emepaumu ot 29 oktsabps 2010 r. N 865 "O
roCy/IapCTBEHHOM PETYJIMPOBAaHUU LIEH Ha JIEKAPCTBEHHBIE IPENapaThl, BKIIOYEHHBIE B NEpPEUEHb JKU3HEHHO
HEOOXOMUMBIX W BaKHEHIIMX JekapcTBeHHbIX mpenapaToB” (CoOpaHue 3akoHoAaTenbcTBa Poccuiickoit
®epepanuu, 2010, N 45, ct. 5851), 3a uckiouenuem absala cebMoro nyHkra 1 u NyHKTa 6 ykazaHHOTO
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[TOCTaHOBJICHUSI.

2. TlyHKT 5 wm3MeHeHWil, KOTOpble BHOCATCS B akThl [IpaBurenbcTBa Poccuiickoit ®eneparyu 1o
BOIIPOCAaM MPEAOCTAaBICHUS TOCYJApCTBEHHBIX YCIyr B cdepe oOpalleHus JIeKapCTBEHHBIX CPEACTB,
YTBEpXACHHBIX MOCTaHoBreHnem llpaBurenscrBa Poccuiickoit @eneparum ot 5 gexadpst 2011 r. N 1001 "O
BHECCHMHM HW3MEHEHMH B HeKoTopele akThl IlpaButensctBa Poccuiickoit ®enepanuu 1mo BompocaMm
MIPENOCTAaBICHNSI TOCYNAapCTBEHHBIX YCIyr B cdepe oOpamieHus nekapcTBeHHBIX cpencts" (CoOpanue
3akoHonaTenbeTBa Poccuiickoit @enepanmu, 2011, N 50, cr. 7390).

3. lMyHkT 129 n3meHeHuit, KOoTopsle BHOCATCSA B akThl [IpaButennctBa Poccuiickoit denepanuu mo
BOIIpOCaM JIeATENIbHOCTH MUHHCTEpCTBa 3ApaBooxpaHeHMs Poccuiickoir ®enepanmu, yTBEp:KIEHHBIX
noctaHoBneHnem IlpaBurensctBa Poccuiickoit ®enepaumu ot 4 centsiops 2012 r. N 882 "O BHeceHuu
M3MEHEHU B HEKoTopble akThl IlpaBurenbcrBa Poccuiickoit ®enepanuum 0o BOIMpocaM JIE€SATEIbHOCTH
MununctepctBa 3apaBooxpaHeHusi Poccuiickoit ®@enepanuu” (CoOpaHme 3akoHOJaTenbcTBa Poccuiickoit
Oenepanuu, 2012, N 37, cr. 5002).

4. TyHKT 5 u3MeHeHU, KOTOpbie BHOCATCS B akThl [IpaButenbcTBa Poccuiickoit deneparnyu B 4acTu
OTMEHBl  OTPaHMYCHWM HA  MCIOJNB30BAHME  DIEKTPOHHBIX  JOKYMEHTOB IIPHM  B3aUMOJICHCTBHHU
IIpeaNpUHUMATEICH U OPraHoB rOCyIapCTBEHHOM BJIACTH, YTBEPKAECHHBIX MOCTaHOBrEHEM [IpaBurenscTBa
Poccuiickoit @epepaunn ot 15 aBrycra 2014 r. N 816 "O BHeceHUHM H3MEHEHHI B HEKOTOPBIE AKTHI
IIpaButensctBa Poccuiickoit denepanuy B 4aCTH OTMEHBI OTPAaHMUYCHHM Ha MCIIOJIB30BAHUE JJIEKTPOHHBIX
JOKYMEHTOB TPH B3aUMOACHCTBHU IpEANpPUHUMATENC M OpraHoB rocyaapcrBeHHod Biactu" (CoOpanue
3akoHO/aTenbeTBa Poccuiickoit @enepanmu, 2014, N 34, cr. 4673).

5. MyHKT 43 u3meHeHuii, KoTopble BHOCATCS B akThl [IpaBurensctBa Poccuiickoii denepaiiuu B CBSI3M C
ynpasaHenneM DenepanbHoil cimy)Obl 1o Tapudam, YTBEpXKAEHHBIX MOCTaHOBNeHneM IlpaBurenscTBa
Poccuiickoit @enepatmu ot 4 centsiops 2015 r. N 941 "O BHeceHUM M3MEHEHMH, TPU3HAHWN YTPATUBIIUMHU
CuIy HekoTopbiX akToB IIpaBurenscTBa Poccuiickoii denepanuu B CBA3M C ynpaszgHeHueM dDenepanbHOU
ciry’)k0bl 10 Tapudam u 00 yrtBepkaeHun IlpaBun npusstis DexepalbHON aHTUMOHOIONBHOMN CIyKOOM
pemennii 06 ompexneneHnn (ycTaHOBIeHHMH) IeH (TapudoB) m (WIM) WX TpPEdeNbHBIX YpPOBHEH B cdepe
NEATETHPHOCTH CYOBEKTOB €CTECTBEHHBIX MOHOIIOJIMA M HWHBIX peryaupyeMmbrx opranmzanui" (CoOpanue
3aKoHOomaTenbcTBa Poccmiickoit @enepanmm, 2015, N 37, cT. 5153).

6. lNMocTtaHoBneHue TlpaButenbctBa Poccuiickoit ®enepanuu ot 15 cenrsdbps 2015 r. N 979 "O
BHECEHHNH M3MEHeHUH B moctaHoBleHue [IpaButenscTBa Poccutickoit @eaeparuu ot 29 oktsaopst 2010 r. N 865
n 00 YTBEpXIECHHHM METOAMKU pacyeTa YCTaHABIMBACMBIX MPOM3BOIAMTEISMH JIEKAPCTBCHHBIX NPENapaToB
NIpEeNENbHBIX OTIYCKHBIX L€H Ha JIEKAPCTBEHHBIE IIpENapaThl, BKJIIOUYEHHBIE B TE€pPEUEHb JKU3HEHHO
HEOOXOMUMBIX M BaKHEWIIHMX JIEKAPCTBEHHBIX IPENapaTroB, NPU HMX TOCYAapCTBEHHOH pETrUCTpalud H
nepepeructpanun” (Cobpanue 3akoHoaatenbcTBa Poccuiickoit @epepanun, 2015, N 38, ct. 5302).

7. NocTtaHoBneHue IpasurensctBa Poccuiickoii @enepanuu ot 3 pespans 2016 r. N 58 "O BHeceHUn
U3MeHEeHn B ToctaHoBieHue llpaBurenbcrtBa Poccuiickoit @epepanuu oT 29 oxtsiops 2010 r. N 865 u
MPU3HAHUK YTPATUBIINMH CHJy OTAENbHBIX MojiokeHui akToB IIpaBurennctBa Poccuiickoit deneparun”
(Cobpanue 3axononatenbcTBa Poccuiickoit @eneparnu, 2016, N 6, ct. 853).

8. TyHKT 37 wu3MeHeHHH, KOTOpble BHOCATCS B akThl IlpaButenscrBa Poccuiickoit ®denepanuu,
YTBEpXACHHBIX NMocTaHoBlieHem llpaBurensctBa Poccniickoit deneparuu ot 28 cenrsadps 2018 r. N 1152
"O BHeceHMM WH3MeHEHHMII B HeKoTopeie akTel IlpaBurenpctBa Poccuiickoit ®Penepammu" (Cobpanue
3akoHOMaTenbeTBa Poccuiickoit @enepanmu, 2018, N 41, cr. 6247).

9. lNoctaHoeneHve IlpaButenbctBa Poccuiickoit ®@enepanmn ot 8 oktsiops 2018 r. N 1207 "O
BHECCHUH M3MeHeHHn B octanosnenus [IpaButensctBa Poccuiickoit depepanun ot 29 oxtsa6ps 2010 r. N 865
u ot 15 cenrsiops 2015 r. N 979" (CoOpanue 3akoHomatenscTBa Poccmiickoit @enepanum, 2018, N 43,
cT. 6597).

10. lNoctaHoeneHue IpaButenscTBa Poccuiickoit @eneparuu ot 16 mexadps 2019 r. N 1683 "O
BHECEHUHU M3MEHEHMU B HEKOTOphle akThl [IpaButenbcTBa Poccuiickoit deaepaiu B 4aCTH TOCY1apCTBEHHOM
pPEeTruCTpaLyy 1 NEPEePETUCTPAIIUH TPEAETIbHBIX OTITYCKHBIX IIEH Ha JIEKapCTBEHHBIC MIPETapaThl, BKIIOYECHHBIC B
TepEYCHb JKU3HEHHO HEOOXOAMMBIX U BKHEHIIINX JIEKapCTBEHHBIX MpenapatoB’ (CobpaHue 3aKOHOAATEIECTBA
Poccutickoit @eneparuu, 2019, N 51, ct. 7649).

11. NyHKT 2 mocranosnenus IIpaBurensctBa Poccuiickoit @eneparyu ot 3 anpens 2020 . N 441 "O6
0COOEHHOCTAX OOpalleHUs] JIEKapCTBEHHBIX INPENapaTroB Uil MEAMLMHCKOTO IPUMEHEHHUs, KOTOphIE
MpeIHa3HA4YEeHbl AN MPUMEHEHUs B YCIOBUSAX YIpO3bl BO3HHKHOBEHHS, BO3HUKHOBEHHS W JIMKBHIALMH
Ype3BBIYAHON CUTyallud W AJI1 OpPraHu3allui OKa3aHUsA MEIUIMHCKOW IOMOIIM JIMIAaM, MOCTpaJaBLINM B
pe3yabTaTe Ype3BBIYaiHBIX CHTYALUH, MPEeIyPexXACHIS YpEe3BbIYaiHBIX CUTYANH, MTPOPUIAKTUKH U JICUSHUS
3a00J1€BaHUM, MPEACTABISIONIMX OMACHOCTh I OKPY’KAroOIIUX, 3a00JIeBaHUN M MOPa)KeHWH, MOTYyYEHHBIX B
pe3yabTaTe BO3JCHCTBUS HEONArONpUSTHBIX XHMHUYECKUX, OHOJIIOTMYECKUX, pPaJUaluoOHHBIX (akTopoB”
(CoOpanue 3akoHOaTENBCTBA Poccuiickoit denepanuu, 2020, N 15, ct. 2295).
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MoctaHoBneHue lMNMpaButensctea Poccuinckon ®enepaumm ot 8 anpens 2025 r. N 462 "O rocyaapCTBEHHOM

12. TlyHKT 1 wm3MeHeHuWi#l, KOoTOpble BHOCATCS B akThl IIpaButenbctBa Poccuiickoit ®eneparum,
YTBEpXAEHHBIX NMocTaHoBlieHnem llpaBurensctBa Poccuiickoit deneparun ot 24 centadbps 2020 r. N 1541
"O BHeceHWH W3MEHEHWH B HEKOTOphle akThl IlpaButenbcTBa Poccmiickoit PDemeparuu” (Cobpanue
3aKoHomaTenbcTBa Poccniickoit @enepanmm, 2020, N 40, cT. 6271).

13. TIyHKT 2 w3MeHeHWid, KOTopble BHOCATCS B akThl [IpaButenbctBa Poccuiickoit ®enepanum 1o
BompocaM oOecreyeHus1 TIpaxIaH JIEKapCTBEHHBIMH MperapaTaMy, YTBEP)KACHHBIX [MOCTaHOBIIEHVEM
[IpaButenscrBa Poccuiickoit @enepanun ot 26 oktsa6ps 2020 r. N 1733 "O BHeceHUH U3MEHEHHUH B HEKOTOPBIC
aktel IlpaButennctBa Poccuiickoii ®demepaumu mo BompocaMm oOecreyeHusi TpakAaH JEeKapCTBEHHBIMU
npenapatamu” (CoOpanue 3akoHoaaTenbcTBa Poccuiickoit @eneparum, 2020, N 44, ct. 6991).

14. AG3aL Tpetuin nyHkTa 1 mocranosnenus IIpaBurennctBa Poccuiickoit deaepanuu ot 31 okTa6ps
2020 r. N 1771 "O6 yTBep»kIeHHH 0COOEHHOCTEW rOCyJapCTBEHHOT'O PETYIMPOBAHMS IPENEIBHBIX OTITYCKHBIX
[EH MPOM3BOJMTENCH Ha JIEKAPCTBEHHBIC Npenaparbl, BKIIOUYEHHBIE B MepeueHb KU3HECHHO HEOOXOIUMBIX M
BAXHEWITNX JIEKAPCTBEHHBIX NPENapaTroB, W BHECEHWHM H3MEHEHMH B OTAeNbHBIE akThl llpaBuTenbcTBa
Poccutiickoit @eaepanun" u U3MEHEHUS, KOTOPBIE BHOCATCS B OTICNBbHBIC akTHl [IpaBuTenbcTBa Poccniickoit
Oenepanuy, yTBEp)KIACHHBIE YKa3aHHBIM mocTaHoBieHneM (CoOpaHue 3aKoHOAATenscTBAa Poccuiickoit
Oenepannu, 2020, N 45, cr. 7124).

15. lNocTtaHoBneHue IlpaButennctBa Poccuiickoit deneparuu ot 18 Hosi0pst 2020 r. N 1858 "O
BHeceHUM n3MeHeHUH B IlpaBuia obs3arenpHOl nepepeructpanuu B 2019 - 2020 rogax 3aperucTpupoOBaHHBIX
MpeeNbHBIX OTIYCKHBIX LEH NPOMU3BOAMTENCH Ha JICKApCTBEHHBIC IpenapaThl, BKIIOUCHHBIE B IEPEUCHb
KU3HEHHO HEOOXOIMMBIX M BaKHEWIIMX JeKapcTBeHHbIX mpemnapaToB” (CoOpaHue 3aKOHOAATENbCTBA
Poccuiickoit @enepanuu, 2020, N 47, ct. 7556).

16. yHKT 2 wu3MeHeHWid, KOTOpble BHOcATCS B akThl [IpaBurenbctBa Poccmiickoir deneparmu,
yTBEpXAEHHBIX NocTtaHoBneHnem IlpaButensctBa Poccuiickoit @enepannu ot 6 HosiOps 2024 r. N 1498 "O
BHECCHMHM W3MEHEHHIl B HekoTopwsle akThl [IpaBurenbcrBa Poccuiickoii ®enepanuu" (Cobpanue
3aKoHoMaTenbcTBa Poccniickoit ®enepanmm, 2024, N 47, ct. 7111).
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