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IlocTtanosienue IpaBureancTBa P® o1 31.10.2020 N 1771 — O6
YTBEPKIACHUH 0COOEHHOCTEN rocyIapCTBEHHOI0 peryJIMpOBaHUsA
npeaebHbIX OTIYCKHBIX IIeH NPOU3BOAUTeIel HA JIeKAPCTBEHHbIE
npenaparbl, BKJIOYEHHbIE B llePeYeHb »KU3HEHHO He00X0AUMBIX 1
Ba)KHEHIIUX JIEKAPCTBEHHBIX NPENapaToB, 1 BHECEHNH U3MEHEHUI B
oraeabHbIe akThl [IpaBurenscrBa PO — JlelicTByIOLIas epBast
penakuusi — Hauaso geiicreus nokymenrta 03.11.2020

B coorBerctBUM ¢ wyacthio 9 crateu 61 @enepanbHOoro 3akoHa "OO oOpamieHun
nexapcTBeHHbIX cpencTB" IlpaBurensctBo PO nocranosmuser:

1. V1BepauTh npunaraemsie:

OCOOEHHOCTH  TOCYIAapCTBEHHOTO  PETyJIMpPOBaHUS  MPEAENHbHBIX  OTHYCKHBIX  II€H
MPOM3BOJIUTENEH Ha JIEKAPCTBEHHbIE IIpenaparbl, BKIIOUEHHbIE B IMEpeYeHb KU3HEHHO
HE0OXO0IMMBIX M BaXKHEHUIINX JIEKapCTBEHHBIX IIPENapaTos;

W3MEHEHNUs, KOTOpbIe BHOCATCA B akThl [IpaBurenscTBa PO.

2. Hacrosiiiee noctaHOBJIEHHE BCTYIMAET B CHITY CO JIHS €r0 O(QHUIIMATILHOTO OMyOINKOBaHUS.

YT1BepxkaeHs nocranoBiaeHueM IIpasurensctea PO ot 31.10.2020 N 1771

Oco0eHHOCTH rocyIapCTBEHHOT 0 pPeryJIMpoBaHus NpeaeJbHbIX OTIYCKHBIX LeH
NPOM3BONTE el Ha JIeKAPCTBEHHbIE NMPENapaThl, BKIKYEHHbIE B lepeYeHb
KM3HEHHO HEOOXOUMBbIX M BajKHEHIIUX JIEKAPCTBEHHbIX NMPenapaToB

1. Hactosimuii J0OKyMEHT OTMpeenseT OCOOCHHOCTH TOCYIApCTBEHHOTO PpEryJlIupOBaHUS
Mpe/ielbHBIX OTHYCKHBIX LIEH IMPOU3BOJUTENIEH Ha JIEKAPCTBEHHBIC IperapaThl, BKIIOYCHHbIC B
MepeyeHb HKU3HEHHO HEOOXOMUMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX IIpernapaTtoB (galee
COOTBETCTBEHHO — MpeieNibHask OTITYCKHAs 1IeHa, JIeKapCTBEHHBIE Mpenaparsl), B ciaydae 1eeKTyphl
WM PUCKA BOBHUKHOBEHHUS A€(PEKTYphI JIEKAPCTBEHHBIX MPENApaTOB B CBS3H C LIEHOOOpa30BaHUEM
Ha HUX.

2. @enepanbHas ciyx0a 1Mo Haa30py B cepe 3IpaBOOXPAHEHHS MPOBOAUT HA OCHOBaHUU
NOCTyNaomed oOoT CyOBeKTOB OOpamieHust JIeKapCTBEHHBIX CPEICTB Ui MEIUIIMHCKOTO
NPUMEHEHUsI HH(POPMAIIM MOHUTOPUHT JeeKTyphl (PHCKOB €€ BOSHUKHOBEHUS) TMOO OTCYTCTBUS
B 0OpaIlleHNH JIEKAPCTBEHHBIX MIPENapaToB B CBS3M C IIEHOOOPAa30BaHUEM Ha HUX.

[Tpu BbIsIBIEHNM AedekTypsl (pUCKOB ee BO3HUKHOBeHMs) DenepanpHas ciayxba 1Mo Haa30py
B cdepe 31paBooxpaHeHHs (OpMHUpPYEeT Ha OCHOBAHHWU CBEICHMH M HH(OPMAIMU COIJIACHO
npunoxeusM N 1-3 3akiaroueHue o aedexType (pUcke ee BOZHUKHOBEHUS) JTH00 00 OTCYTCTBHM B
oOpaleHnH JIEKapCTBEHHBIX MPENapaToB B CBA3U C LIEHOOOPAa30BaHMEM HAa HUX MO YTBEpPXKIaeMOU
denepanbHOl ciyk00i 1Mo Haa3opy B chepe 3apaBooxpaHeHUs GopMe (Jlajiee — 3aKIIOUeHHE) U
NpeJCTaBIsAeT ero B MUHUCTEPCTBO 3/7jpaBooxpaHenHus: PO.

3. Ha namuume nedekTypbl (PUCKOB €€ BO3HMKHOBEHHS) MOXKET YKa3blBaTh CHIDKEHUE
MHJICKCA OTKIIOHEHMs MOCTYIUICHHUs JEKapCTBEHHOTO IMpemapaTa B TpakIaHCKui oOopor B PO
(Uorn) MeHee yeMm Ha MuHYC 30 IPOIIEHTOB, PACCUUTAHHOTO IO opmyIie:
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rjae:

Og — KOJIMYECTBO JIEKAPCTBEHHBIX ()OPM JIEKAPCTBEHHBIX IPENapaToB, OTHECEHHBIX K OJJHOMY
MEXAYHapOAHOMY  HENAaTEeHTOBaHHOMY (WM  XMMHYECKOMY, WM  TPYNIUPOBOYHOMY)
HAaMMEHOBAHHIO M UMEIOIIUX OJMHAKOBBIN ITyTh BBEJCHNUS (IKBHBAJICHTHBIE JIEKAPCTBEHHBIE (DOPMBI
U JI03UPOBKH), BBEJCHHBIX B IpaKIaHCKUIl 000poT B P®D 3a 6 mecs1eB, NpeaecTBYOIINX MECSILY
(hopMupOBaHUS 3aKIIOUCHNUS,

Ounman — KOJMUYECTBO JIEKAPCTBEHHBIX (DOPM JIEKApCTBEHHBIX IPENapaToB, OTHECEHHBIX K
OJIHOMY MEXJIYHapOJHOMY HEMaTeHTOBaHHOMY (WJIM XHMHYECKOMY, WM TPYNIHPOBOYHOMY)
HaMMEHOBAHUIO M UMEIOIHUX OJUHAKOBBIN ITyTh BBEJICHUS (3KBUBAJICHTHBIE JIEKAPCTBEHHBIE (DOPMBI
U JO3UPOBKM), KOTOPOE IJIAHUPYETCS BBECTH B TpaxAaHCKuil o6opotr B P® B mocneaytomue 6
MECSLEB, COIJIACHO CBEJCHHSM, IPEJICTaBICHHBIM B COOTBETCTBHUU C IYHKTOM 4 HACTOSIIETo
JOKYMEHTA;

Oun - KOJINYECTBO JIEKAPCTBEHHBIX (POPM JIEKAPCTBEHHBIX MPENapaToB, OTHECEHHBIX K OJHOMY
MEXAYHAapOAHOMY  HEMaTeHTOBaHHOMY (WM  XMMHUYECKOMY, WM  TPYNINHPOBOYHOMY)
HAaMMEHOBAHUIO M UMEIOIINX OJUHAKOBBIN MyTh BBEJIEHUS (3KBUBAJICHTHbIE JIEKAPCTBEHHbBIE (POPMBI
U JO3UPOBKHU), BBEJCHHBIX B rpaskJaHCKuil 000poT B PO 3a 30 mecsiieB, NpeAecTBYIOMUX MECSITY
(hopMUpOBaHUS 3aKITFOUCHHS.

B cnyyae ecnu Bce JieKapcTBEHHBIE IMpemnapaThl, OTHECEHHBIE K OJHOMY MEXIYHapOTHOMY
HEMaTeHTOBAHHOMY (WJIM XUMHUYECKOMY, WM TPYNIUPOBOYHOMY) HAUMEHOBAHHUIO U HUMEIOIIHE
OJIMHAKOBBIM MMyTh BBEIEHUS (PKBUBAJICHTHBIC JIEKApPCTBEHHbIE (POPMBI U JIO3UPOBKH), HUMEIOT
OJIMHAKOBOE OOIee KOJUYECTBO JICKAPCTBEHHBIX (OPM BO BTOPUYHOM (MOTPEOUTETHCKOM)
yIaKoBKe, JOMYyCKaeTcs OCyIIecTBIATh pacueT mokaszarenedl Ogp, Onman U Oy B MOTPEOUTETHCKUX
YIaKOBKaXx.

4. Jlns mnoarotoBku 3akimoueHus DenepanbHas ciyxkba 1Mo Hagzopy B cdepe
3/IpaBOOXpaHEHUS 3allpallliBaeT B MallIMHOYUTaeMoM BuJie (popmare) y:

JepaTesiel WK BIIaJIeNIbLIEB PETUCTPALIMOHHBIX YAOCTOBEPEHUH JIEKAPCTBEHHBIX MpPENapaToB
(YnOJIHOMOUYEHHBIX UMM JIMII), OTHECEHHBIX K OJHOMY MEXIYHAPOJAHOMY HENAaTEeHTOBAHHOMY (MU
XUMHYECKOMY, WIH TPYNIHUPOBOYHOMY) HAUMEHOBAHHUIO M UMEIOIINX OJUHAKOBBIA MyTh BBEICHHS
(’KBUBAJICHTHBIE JIEKAPCTBEHHBIEC (DOPMBI U I03UPOBKH), CBEACHUS O TUIAHUPYEMOM 00beMe BBOJIa B
rpaxaanckuii obopor B P® nekapcTBEeHHBIX mpemapatoB mo (opMe B COOTBETCTBUU C
npuwiokenneM N 2 K  HACTOAIIEMY JOKYMEHTY IOCPEICTBOM JIMYHOTO KaOuHeTa B
aBTOMAaTU3UPOBAaHHOUW WH(popManmoHHON cucteMe DenepanbHOil caykObl MO Ham30py B cdepe
3/IpaBOOXPaHEHUS;

(benepanbHOrO TOCYJapCTBEHHOTO OrokeTHOro yupexxkaeHus "LleHTp oskcmepTussl
KOHTPOJIS KauecTBa MEIUIIMHCKOM moMomu" MuHucTepcTBa 3apaBooxpanenus PO undopmaruio o
HAJIMYUU JIEKAPCTBEHHBIX MPEMapaToB B KIMHUYECKUX PEKOMEHAALUAX, CTAaHAAPTaX METUIIMHCKOMN
MOMOIIY UITM MEPOIPHUATUSAX M0 UMMYHOTPO(DUIAKTHKE U O BO3MOXHOCTH (HEBO3MOKHOCTH) HX
3aMeHbI 0 (hopMe B COOTBETCTBUH € MpuiiokeHrneM N 3 K HacTOSIIEeMY TOKYMEHTY.

MunucrepcerBa 3apaBooxpanenus PO u MunuctepcTBa NpOMBILIIIEHHOCTH U TOprosiu PO
UMeloIrecss CcBeleHUus o Jedekrype (puUcKax ee BO3HMKHOBEHHs) JMO0O 00 OTCYTCTBHHM B
oOpalleHnH JIEKapCTBEHHBIX MPENapaToB B CBSI3H € IICHOOOpa30BaHUEM Ha HUX.

[IpencraBnenue 3ampaiinBaeMbIX CBEACHUH M MH(OpMaIUM ocyllecTBiseTcs B TeyeHue 10
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paboumx JHeW co naHS HampamieHus 3arnpoca DexepanbHoil CiyxObl MO Hag30py B cdepe
3PaBOOXPaHCHUSI.

5. MunuctepceTBo 3apaBooxpaHeHuss PO He mo3gHee 5 pabodux THEH CO JHS MOCTYIUICHHS
3aKJIIOUEHUS] pa3MellaeT B JIMYHOM KaOWHETe JepiKaTessi WM BIaAeibla PErUCTPALMOHHOIO
YIOCTOBEPEHHUSI JIEKAPCTBEHHOro IpernapaTa (yINOJIHOMOYEHHOTO MM JIMILA), YKa3aHHOTO B
3aKIIOYEHUH (Jalee — 3asBHUTENb), HAa CBOEM O(UIMAIBHOM caidTe B HH(POPMAIMOHHO-
TEeNIEKOMMYHUKAIIMOHHOU ceTn "VHTepHeT" Ha mopTane 1o BEACHHUIO TOCYAApCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJCTB B JIMYHOM KaOMHETe (Jajee — JIMYHBIN KaOMHET) 3asBUTEINs IPEUI0KEHHE
0 MEePeperucTpalny npeaeabHON OTITYCKHON II€HbI Ha JIEKAPCTBEHHBIN MpenapaT B COOTBETCTBUU C
HACTOSIIIUM JOKYMEHTOM.

6. Ilpu mocrymiaeHUM NpPeUIOKEHHs, YKAa3aHHOTO B IYHKTE 5 HACTOSIIEr0 JIOKYMEHTa,
3asBUTeNb B TeueHue 10 paGouux AHEW co AHS MOCTYIUIEHHSI TaKOTO MPEUIOKEHUS pa3MEelaceT B
JUYHOM KaOMHETe CJeyIoIIue JOKYMEHThI U CBEJICHHS B 3JIEKTPOHHOM BH/JIE:

a) 3asBJICHHE O TIEPEPETUCTPAIIUH TIPEICTHLHOM OTITYCKHOM 1I€HBI Ha JICKApPCTBEHHBIH Mperapar
C YKa3aHHMEM MpejlaraeéMoil K MepeperucTpaiu MpeaeabHON OTIYCKHOW IEHbBI Ha JIEKapCTBEHHbIN
npernapar;

0) pacder mpemIaraéMol K TIEPEPErHUCTpalMH TPEACIbHONW OTIYCKHOW TIIeHBI Ha
JIEKapCTBEHHBIN Mpernapar ¢ NPUJIOKEHHEM OOOCHOBBIBAIOIIMX JIOKYMEHTOB, MOJTBEPKIAOIINX
HE0OX0IMMOCTD MepeperucTpaliy npeaeabHO OTIYCKHOM IIEHbI Ha JIEKApCTBEHHBIN IIpernapar;

B) pacueT NpeneibHON OTIMYCKHOUW IICHBI Ha JIGKAPCTBEHHBIM MpermapaT B COOTBETCTBHH C
npuwiokeHneM N 3 K METOJMKE pacuera MpefesIbHbIX OTHYCKHBIX LIEH NPOU3BOAMTENICH Ha
JIEKapCTBEHHbIE IMpenaparhbl, BKIIOYEHHbIE B MEPEYCHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX
JIEKAapCTBEHHBIX TMPENapaToB, YTBEPKACHHON ocTaHoBieHueM [IpaButensctBa PO ot 15 ceHTsI0ps
2015 r. N 979 "O BHeceHnnn u3MeHeHH B mocTaHoBieHue [IpaButensctBa PO ot 29 oktsabps 2010
r. N 865 u 00 yTBepX/IeHUU METOJMKH pacueTa NMpeeIbHbIX OTIYCKHBIX IIEH MPOU3BOAUTENEH Ha
JIEKapCTBEHHbIE IMpenaparhbl, BKIIOYCHHbIC B MEPEYCHb >KU3HEHHO HEOOXOTUMBIX U BaKHEHMIIUX
JIEKapCTBEHHBIX MpenapaToB” (Aanee - METO/IMKA).

7. MuHHCTEpCTBO 3/ApaBooxpaHeHUs PO ocymiecTBiIsieT MPOBEPKY MOJHOTHl JOKYMEHTOB U
CBEICHMI, MOCTYNUBUIUX B COOTBETCTBMM C IIYHKTOM O HACTOSIIEro TOKyMEHTa, B CpPOK, HE
npeBpimatonyii 10 pabouux aHel co JHA MX MOCTYIUICHHS, MEPEHANpaBisieT UX MOCPEACTBOM
CUCTEMBI JJIGKTPOHHOTO MEXBEJIOMCTBEHHOTO B3aWMOJEWUCTBHUS B MAIIMHOYUTAEMOM BHJIE
(popmate) B DenepanbHy0 AaHTUMOHOIOJNBHYIO CIyXO0y C MTPHIOKEHHEM 3aKIIOYEHUs,
JOKYMEHTOB, CBEIEHUN W HH(POpPMAIMH, YKa3aHHBIX B IYHKTE 2 HACTOSIIEro JAOKYMEHTa, IS
OCYILIECTBIICHUSI HKOHOMHMYECKOTO aHallM3a 3asBICHHONW K MEpPEeperucTpaluud MpeaeabHOM
OTITYCKHOM 1I€HbI Ha JIEKapCTBEHHBIH Mpenapar.

8. B cimydae HEOOXOJUMOCTH YTOUHEHMsI W (WIM) JIOTIOJIHEHHMsI JOKYMEHTOB U CBEJIEHHIH,
YKa3aHHBIX B IIyHKTe O HAacCTOALIET0 JOKYMEHTA, 3asABUTENb IPEACTABIAECT IO 3alpocy
MunucrepcTBa  371paBooxpaHeHus P®  cooTBeTCTBYIOIIYI0  HMH(OPMAIMI0  MOCPEICTBOM
pasMmellleHusl ee B JIMYHOM KaOWHEeTe C OJHOBPEMEHHBIM YyBeAOMJIEHHEM MuHHCTEpCTBa
31paBooxpaHeHuss PD o pasmenieHMH Takoil MH(pOpPMAalMU COOTBETCTBYIOIIMM IHCBMOM B aJpec
MunucrepcTBa 3apaBooxpanenus PO.

Cpok mpezcTaBieHUs] OTBETA Ha 3aIllpoC 3asBUTEIEM HE MOXKET mpeBbimaTh 10 pabounx qHen
co JHs pa3MenieHnss MUHHCTEpCTBOM 3paBooxpaHeHus P® 3anpoca B 1uyHOM KaOuHeTe.

[Tpu 3TOM OOImIMK CPOK PACCMOTPEHUS TOKYMEHTOB U CBeleHM MHUHHCTEPCTBOM HE MOXKET
npesbIiath 20 pabouux AHEH.
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[Ipu HenmocTyruieHUU OT 3asiBUTEIISI B YCTAHOBJIEHHBIM CPOK 3aMpAIIUBAEMbIX JOKYMEHTOB U
cBeficHHiE MUHUCTEPCTBO 31paBooxpaHeHus PD B TeueHwe 5 pabouux THEH CO JHS MCTCUCHUS
CpOKa, yKa3aHHOTo B a03alle TPEeTheM HACTOSIIEro IyHKTa, NPUHMMAET peuieHue o0 oTkase B
MEPEPEruCTpalvu MPEIETbHON OTITYCKHOM LIEHBI HA JIEKAPCTBEHHBIN IpEenapar, 0 YeM yBEAOMIISET
3asIBUTEIIS MOCPEJCTBOM Pa3MEIICHUS COOTBETCTBYIONICH WH(POPMAIIUY B JIMYHOM KaOWHETE.

9. @enepanbHas aHTUMOHOTIOJbHAS CITyk0a B TeueHue 10 pabouux AHEH CO JAHS MOCTYIUICHUS
JOKYMEHTOB, yKa3aHHBIX B IyHKTax 6 W / HACTOALIEr0 JOKYMEHTA, MPOBOJUT SKOHOMMYECKUMN
AQHAJIM3 3asABJICHHOM K MEPEeperucTpallid IMPEIeIbHOW OTIYCKHOM LIEHBl Ha JIEKapCTBEHHBIN
Ipenapar, B TOM YHCJIE C Y4€TOM MUHUMAJbHBIX OTIYCKHBIX 1IEH B MHOCTPaHHBIX F'OCYAapCTBaX Ha
JIEKapCTBEHHbIE IpenapaThl, OTHECEHHbIE K OJHOMY MEKIYHAapOJIHOMY HENaTEeHTOBAaHHOMY (MU
XUMHUYECKOMY, WM IPYNIUPOBOYHOMY) HAMMEHOBAHUIO U UMEIOINE OJUHAKOBBIM MYTh BBEACHUS
(3KBUBAJICHTHbIE JIEKApCTBEHHbIE (OPMBI U JO3MPOBKH), M MpeAcTaBisieT B MUHUCTEPCTBO
31paBooxpaHeHuss PO perieHne o coriiacoBaHUM MepeperucTpanuy npeaeabHON OTIYCKHOM IE€HbI
Ha JIEKapCTBEHHBIM IIpenapaT WM pelleHHe 00 OTKa3e B COTJIACOBAaHMM IEpeperucTpanuu
MpeieIbHOM OTITYCKHOM 1IEHbI Ha JIEKaPCTBEHHBIH Mpenapar (C U3JI0)KeHHEM ITPUYUH 0TKa3a).

10. B cnyyae HEOOXOOUMOCTH YTOYHEHMS M (MJIM) JOIMOJHEHUS JOKYMEHTOB M CBEACHUH,
YKa3aHHBIX B TIyHKT€ 6 HACTOAIIErO0 JOKyMEHTa, MUHUCTEPCTBO 31paBoOXpaHeHus PO,
MuHHCTEPCTBO MPOMBIUIEHHOCTH W ToproBiu P®, denepanpHas ciayxba mo Haa30py B cdepe
3/IpaBOOXpAHEHUS, 3asBUTENb, CYObEKTHl 00pallleHus JeKapCTBEHHBIX CPEJCTB IS MEIUIUHCKOTO
NMPUMEHEHHsI  TPEJACTABIAIOT 1o  3ampocy  DexepanbHON  AaHTUMOHOTOJBHOM  CITYXKOBI
3anpalIrBaeMble €10 TOKYMEHThI U CBEACHMUS.

Cpok mpeAcTaBIICHUS 3alpalliiBaeMbIX JOKYMEHTOB M CBEJICHUM HE MOXET MpeBbimath 10
pabouux JHEH co aHS HampaBieHus 3anpoca denepaibHONW aHTUMOHOTIOJILHOM CITY>KOOH.

I[Ipu »TOM OOmMII CpOK pacCMOTPEHHS JOKYMEHTOB U cBeneHuid DenepanbHOU
AHTUMOHOTIOJILHOM CITY>kO01 HEe MOKET mpeBbImaTh 20 pabouux THEH.

11. [Ipu HenocTymJIeHNH B YCTAaHOBJICHHBIM CPOK 3aMPOIICHHBIX Y 3asSBUTENS TOKYyMEHTOB U
cBegennii PenepalibHas aHTUMOHOIIOJIbHAS CIyk0a B TeueHue 5 pabouux JHEH co THS UCTeUCHUS
CpOKa, YKa3aHHOTO B a03ane TpeTbeM IMyHKTa 10 HacTOsIIero T10KyMeHTa, IPUHUMAET pelieHre 00
OTKa3e B COIJIACOBAHWHU INEPEPEeruCTpalUU MPENesIbHON OTIYCKHOM IIeHbl Ha JIEKapCTBEHHBIN
mpernapaT 1 HarpasiisieT ero B MUHHCTEpCTBO 3/1paBooxpaHeHus: PO.

12. OcHoBaHusIMU IJis1 OTKa3a B coryiacoBaHun denepanbHO aHTUMOHOTOJIBHOU CITyX00i
nepeperucTpaliy npeaeabHol OTITYCKHO IIeHbI Ha JIeKapCTBEHHBIHN Npenapar sSBISIOTCS:

a) TIPEJCTaBIICHHE 3asBUTEJIEM HEIOCTOBEPHBIX CBEICHUN B IEISIX IEepEeperucTpanuu
MpelebHOM OTIHYCKHOW IIEHBl Ha JIEKapCTBEHHBIH MpenapaT B COOTBETCTBHH C HACTOSIIUM
JOKYMEHTOM;

0) HempeAcTaBleHUE 3asBUTENEeM OTBeTa Ha 3ampoc DenepanbHOW aHTUMOHOIMOIBHOMN
CI1ykO0bI, TMOO TIPECTaBICHNE 3aNPOIICHHBIX TOKyMEHTOB M CBEJICHUI B HETIOJIHOM 00beMe, 00
MpEACTABJICHNE HETOCTOBEPHBIX CBECHUM;

B) KOHOMHUYECKass HeOOOCHOBAHHOCTH IMPEICTABICHHON AJIsl MepeperucTpanuy mnpeaeibHou
OTIYCKHOM II€Hbl HA JICKApCTBEHHBIN Ipemnapar, BbISBICHHAs MO Pe3yJbTaTaM 3KOHOMHUYECKOTO
aHajan3a.

13. MunmcTepcTBO 3ApaBooxpaHeHus PO B TeueHne 5 pabounx qHEH cO AHS MOJTyYEHUS:
a) pemenus OeneparbHON aHTUMOHOTIONBHONW CIYXOBI O COTJIACOBAHMU TEPEPETUCTPALIUU
MpEIEIbHON OTIYCKHOW LEHbl Ha JIEKQpCTBEHHBIM IIpernapar u3JaeT npukaz MuHucrepcrBa o
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MEPEPErucTpali MPEAeIbHON OTIYCKHOW LEHbl Ha JIEKAPCTBEHHBIA NIpenapar, ACHCTBYHOLIUN
OJIMH TOJ C JaThl €ro W3JaHHs, BHOCUT COOTBETCTBYIOIME JIaHHBIE B TOCYAapCTBEHHBIN peecTp
MpEeACIbHBIX OTIYCKHBIX II€H MPOU3BOAMTENICH Ha JIEKAPCTBEHHBIC Ipenaparhl, BKIIOYCHHBIC B
MEepEUYCHb IKU3HEHHO HEOOXOMUMBIX ¢ BaXHEHIIUX JICKAPCTBEHHBIX IIpermaparoB (maiee
COOTBETCTBEHHO - TMPHUKA3 O IMEPEPETHCTPAlMU II€HBI, TOCYAAPCTBEHHBIM PEECTp), pa3MelIacT B
JUYHOM KaOWHETE 3asBUTENS BBIMMCKY W3 IPHKa3a O IEpPeperucTpaiuil I[EHbI W pa3Meliact
COOTBETCTBYIOIIYIO HH(POpPMAIMI0O Ha CcBoeM oduIuanbHOM caiite B WHPOPMAIHMOHHO-
TEeNIEKOMMYHUKAIIMOHHOU ceTn "VHTepHeT" Ha mopTane 1o BEACHHUIO TOCYAApCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB;

0) pemenuss denepanbHOM aHTUMOHOMOJBHOW CHYKObI 00 OTKa3e B COMIACOBAHUU
MepeperucTpaluu TMpeAebHOM OTIYCKHOM II€HBI Ha JIGKQpCTBEHHBIM TMpernapaT MpPUHUMAET
perieHue 00 OTKa3ze B MEPEPErHCTpallMK TMPEACTbHON OTIYCKHOW IIEHBl Ha JIEKApCTBEHHBIN
npenapar ¥ B T€UCHHUE S5 pabouux JHEH yBEAOMIISET 3asBUTENS B JUYHOM KAOMHETE O MPUHSITOM
pelieHurn C U3JI0KEHHWEM TIPUYMH OTKa3za U TpwiokeHueM pemenus DenepanbHoit
AHTUMOHOTIOJIEHOM CITYKOBI.

14. OcHOBaHMSAMM JUIsl OTKa3a B IEpeperucTpanuu MHUHHCTEPCTBOM 31apaBooxpaHeHus PO
MpeAEIbHON OTIYCKHOM LIEHBI Ha JIEKAPCTBEHHBIM MpenapaT sSBIISIOTCS:

a) HEMOJIHOTa MPEJICTABICHHBIX 3asBUTENIEM B COOTBETCTBUU C IYHKTOM 6 HAacTOSILEro
JIOKYMEHTa JOKYMEHTOB U CBEJICHUI;

0) HempeICcTaBJICHUE 3asBHUTEJIEM OTBETa Ha 3ampoc MuHHcTepcTBa 3ApaBooxpaHeHus Pd,
00 TIpEeACTaBJIICHHE HEOOXOJMMBIX CBEIEHHWW B HEMOJHOM oOObeMe, MO0 MpEICTaBIICHHUE
HEJIOCTOBEPHBIX CBEICHUM;

B) pa3MelleHHUEe B JTUYHOM KaOMHETE TOKYMEHTOB U CBEICHHUI B COOTBETCTBHU C IYHKTOM 6
HACTOSLIEr0 JOKYMEHTA 3asBUTEIEM, KOTOPOMY HE IOCTYIAJIO MPEAJ0KEHHE B COOTBETCTBHUU C
ITYHKTOM 5 HAaCTOSILEro T0KyMEHTA;

I') pa3MelleHHe 3asBUTEIEM B JIMYHOM KaOWHETe JOKYMEHTOB U CBEJIEHUI C HapylIeHUEM
CpOKa, IPEeyCMOTPEHHOTO ab3alleM MepPBbIM ITyHKTa 6 HACTOSIIEro JOKYMEHTA;

n) peumeHue DenepanbHON aHTUMOHOIOJIBHON CIyXkObl 00 OTKase B COINIACOBaHHUU
MepeperucTpaluuy npeaeabHON OTIIYCKHOU 1IEHbI Ha JIEKApCTBEHHBIH Ipernapar.

15. (Deﬂepa.]'[BHaﬂ AHTUMOHOIIOJIbHAasA cny>1<6a IMpOBOAUT SKOHOMHUYECKUH aHaJIn3
NEPEPEruCTpUPOBaHHBIX B COOTBCTCTBHMHM C HACTOAIIKUMM AJOKYMCHTOM ILE€H Ha JICKAPCTBCHHLIC
nperaparbl B TCUCHHC CpPOKa HeﬁCTBHH IIpUKa3a O ICPCPCTUCTpalliid LICHbBI B HMHOCTPAHHBIX
rocyaapCrBax, YKa3aHHbBIX B IIPUJIOKCHHUU N2k MCTOJHKCE.

16. B cnydae BBIABICHHA 10 pe3ylbTaTaM 3KOHOMHMYECKOIO aHalM3a IMPEBBILICHUS
NepeperucTPUPOBAHHON B COOTBETCTBUM C HACTOSAIIMM JIOKYMEHTOM HPEJEIbHON OTIMYCKHON LIEHBI
Ha/Jl MUHUMAaJbHBIMM OTIYCKHBIMM LI€HAMHM IPOM3BOJIUTENCH JIEKapCTBEHHbIX IpenapaTos,
OTHECEHHBIX K OJIHOMY MEXIYHapOJHOMY HENaTeHTOBAHHOMY (MJIM XHMHUYECKOMY, WIH
IPYNIUPOBOYHOMY) HaWUMEHOBAHUIO M HMMEIOIIMX OJIMHAKOBBIN MyTh BBEJCHUS (SKBHUBAJICHTHBIE
JIeKapCTBEHHbIE (POPMBI M JTO3MPOBKH), B 3 U Oojiee MHOCTPAHHBIX I'OCYIApPCTBAX, YKAa3aHHBIX B
npunoxennn N 2 k Metoquke, PenepanbHas aHTUMOHOIOJIBHAS Clyk0a B TeueHHe 5 paboumx
JHEH cO JHsS BBIABJIEHUS Takoro ¢axkra HHGOpPMHpPYeT 00 3TOM Jep)Karenis WIM BiaJelbla
PETUCTPAIIMIOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOI0 IpenapaTa (YHOoJHOMOUYEHHOE UM JIUI0) U He
M03/1HEE YeM 3a 5 pabouux JTHEH 10 UCTEeUEeHUs CpoKa JAEHCTBHS NPHKa3a O MepeperucTpaly HeHbl
HampaByiieT B MuHHCTEpPCTBO  314paBooXpaHeHus  P®  pemeHne 0  CHUKCHHUH
[IEPEPErUCTPUPOBAHHON B COOTBETCTBUU C HACTOSIILIUM JOKYMEHTOM IPEAEIBbHON OTITYCKHOM LIEHBI
Ha JIEKapCTBEHHBIH Mpenapar.
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IIepepeructpupoBaHHas B COOTBETCTBUH C HACTOSLIUM JOKYMEHTOM IIpEJeNbHas OTIIYCKHAs
LIEHA Ha JIEKApCTBEHHBIM Mpenapar NOMJICKUT CHUKEHHUIO JO MUHHUMAJIbHOM OTIYCKHOW LIEHBI B
MHOCTPAHHBIX TIOCYJapCTBaX, PACCUATAHHOW B COOTBETCTBUM C pazuenoM VII meromuku 1o
CpeIHEMYy KypCY COOTBETCTBYIONIEH HWHOCTPAHHOW BaOTHI K pyomo P®, ycraHOBIEHHOMY
LenTtpanpHpiM O0ankoM P® 3a 3 kaneHmapHbIX Mecsla, IPEIIIECTBYIOIIME MECSIY MPOBEICHUS
SKOHOMHYECKOIO aHaJIN3a, IPELYyCMOTPEHHOIO HACTOSIIMM IIyHKTOM, HO HE HWXKE IIEHBI,
IIPUMEHSBILENCS 10 BCTYIUICHUs B CHUILY IIPUKa3a O IEPEPEruCTpaliy LEHbI.

17. Ecnu no pe3ynapTaTaM 3KOHOMHMYECKOTO aHalIM3a, YKa3aHHOIO B MyHKTE 15 HacTosiero
nokymenTta, ®enepanpHOM ~ AHTUMOHOIOJILHOM  CIyXOOW HE  BBISIBICHO  MPEBBIIICHUS
IIEPEPETUCTPUPOBAHHON B COOTBETCTBUU C HACTOSIIIMM JOKYMEHTOM IIPEIEIbHON OTIYCKHOW IIEHBI
Ha JIEKQpCTBEHHBIM IpenapaT HaJl MUHUMAJIbHBIMU OTIYCKHBIMH II€HAMM IPOU3BOJUTENIEH
JIEKapCTBEHHBIX IPENapaToB, OTHECEHHBIX K OJHOMY MEXIYHapOJHOMY HENAaTEeHTOBAaHHOMY (WM
XUMHUYECKOMY, WM TPYNIHPOBOYHOMY) HAUMEHOBAHHUIO M UMEIOIINX OJUHAKOBBIA MyTh BBEICHUS
(’KBUBaJICHTHbIE JIEKAPCTBEHHbIE (OPMBI M JOSUPOBKH), B 3 1 O0Jiee MHOCTPAHHBIX TOCYJapCTBax,
yKa3zaHHbIX B npuioxeHud N 2 k meroauke, OenepanbHas aHTUMOHOIOIbHAS CIyX0a He Mo3Hee
yeM 3a 5 pabouux AHEW A0 HCTEUYEHMs CpOKa JEHCTBUS IMpHKa3a O MEepeperucTpanuu IeHbI
npeAcTaBiIsieT B MUHHACTEPCTBO 31paBooxpaHeHuss PO pemenue o MOATBEPKACHUM MPEIEIbHOMN
OTIIyCKHOM IIEHBI Ha JIEKaPCTBEHHBIN Mpernapar.

18. MunuCTEpCTBO 37paBooxpaneHus PO B Teuenune 5 paGoumx gHEH CO MHS TMOCTYIUICHHS
pemenuit denepanbHON aHTUMOHOTIOJNIBHOM CITY>KOBI, MPETYCMOTPEHHBIX a03arieM MepBbIM MTyHKTA
16 u mynkTom 17 HaAcTOAIIEro JOKYMEHTa, W3/aeT MpPHUKa3bl O MEPEpPerucTpalyy LEeHbl, BHOCUT
COOTBETCTBYIOIIME JAaHHbIE B TOCYAApCTBEHHBIH peecTp M pa3MellaeT B JIMYHOM KaOuHeTre
3asIBUTENIS BBITUCKY U3 NIPUKAa3a O MepEepPErucTpaluy LEHBbI.

19. B cnydae nepepeructpaiu npeaeibHOM OTITYCKHOM 1IEHBI Ha JIEKapCTBEHHBINM Mpenapar B
COOTBETCTBUU C HACTOSIIMUM JOKYMEHTOM II€Ha Ha JICKApPCTBEHHBIN MpermapaT HE MOXET ObITh
3asiBJICHA JJIS TEepeperucTpaluyd B LENsAX YBEJIUYEHHS B cOOTBeTCTBUU C MyHKTOM 30 IlpaBun
roCy/IapCTBEHHOU PETUCTPALIMU U TIEPEPETUCTPALIMU TIPEIEIbHBIX OTIIYCKHBIX IIEH MPOU3BOAUTENEH
Ha JIGKApCTBEHHBIE MperapaThl, BKIIOUYEHHbIE B MIEPEYCHb KU3HEHHO HEOOXOJMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENapaToB, YTBEPKIECHHBIX ocTaHoBieHueM [IpaButensctBa PO ot 29 okTa0ps
2010 r. N 865 "O rocynapCTBEHHOM pEryJIMpOBaHUU I1IEH Ha JICKapCTBEHHBIC Mpernaparhl,
BKJIIOUEHHBIE B MEPEUCHD KU3HEHHO HEOOXOIUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MpenaparoB”, B
TEYEHHE OJHOTO T0oJla CO JHA U3JIaHUs IPUKa3a O MepeperucTpaluy eHbI.

20. CDeI[epaJ'ILHaH AHTHMOHOIIOJIbHAasA cny>1<6a OTMCHACT PpCIICHUC O COI'IaCOBAHUHU
nepeperucrpanuu HPCHCHBHOﬁ OTHYCKHOﬁ LCHBI B CJIydac, €CJIN MOCJIC BCTYIJICHUS B CUIIY IIpUKa3a
0 Imepeperucrpanu MOCHbI YCTAHOBJICHO, YTO 3asABUTCIICM B CDeI[epaJleyfo AHTUMOHOIIOJIbHYIO
C.]'Iy>K6y MpeACTaBJICHBI HEAOCTOBCPHBIC CBCACHU A, MOBJIMABIINC HA PC3YJIBTAT HPUHATOT'O PCIICHUSA
0 COITaCOBaHWU ICPEPCrucTpanuu npenenLHoﬁ OTHYCKHOﬁ OCHBI Ha HeKapCTBeHHLIﬁ npemnapar nu
(I/IJ'II/I) HE IPCACTABJICHBI CBCACHUA, KOTOPBIC MOTJIU IMMOBJIUATH HA PE3YJIbTAT TAKOT'O PCHICHUS.

21. MuHucrepctBo 3ApaBoOXpaHeHuss P® oOTMEHseT peuieHhue O IEepeperucTpannuu
IIpENENbHON OTIYCKHOM II€Hbl Ha JIEKapCTBEHHBIM Ipenapar, IMNPHHITOE B COOTBETCTBUM C
HACTOSIIIUM JOKYMEHTOM, B CIIydae, €CJIM IOCJIE NPUHATUS TAKOTO PEIIEHUS YCTAaHOBJIEHO, YTO
3asiBUTEJIEM IPEJCTABJIEHbl HEJOCTOBEPHBIE CBEJEHUS, IMOBIUABLUIME Ha pE3YyJIbTaT IPHUHITOTO
MunucrtepctBoM  31paBooxpaHeHuss P® pemenns, u B ciuydae, ecau DenepanpHas
aHTHMOHOTIOJIbHAS CITy0a OTMEHWJA peIIeHHEe O COTJIACOBAaHMM MEpPEeperucTpaliyl NpeaeabHOH
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OTILYCKHOM LI€HBI Ha JIEKAPCTBEHHBIN NpenapaT Ha OCHOBaHUM MyHKTa 20 HACTOSAIIEro TOKyMEHTa,
U YCTAaHABJIMBACT ILICHY Ha JIEKAPCTBEHHBIM IIpernapar, ACUCTBOBABIIYIO IO BCTYIUICHUS B CUILY
IIpUKasa O M[EpPeperucTpauvd LEHBL, a TaKKe BHOCUT COOTBETCTBYIOIIME H3MEHEHHUS B
rOCYAApCTBEHHBIN peecTp.

22. JlexapcTBeHHblE  IpemapaThl, pEAJU30BaHHbIE MPOU3BOAMUTEISIMHU IO  IICHE,
JICMCTBOBABILIEY 10 BCTYIUIEHUS B CHJIy IpHKa3a O IEPEPErMCTPALUM LIEHBI, MOI'YT HaXOJWTHCS B
rpa’kIaHCKOM 000pOTE MO YKa3aHHOI LIeHE C YUeTOM YCTAaHOBJICHHBIX K HEH IPE/IeNIbHBIX Pa3MEpOB
ONTOBBIX U PO3HUYHBIX HaJ0ABOK 10 UCTEUEHUSI CPOKA UX TOJHOCTH.

[Ipunoxenne N 1 k 0cOOEHHOCTSM roCyIJapCTBEHHOT'O PEryJIupOBaHMsI MPEAETbHBIX OTITYCKHBIX
LIEH IPOM3BOUTENEH HA JIEKapCTBEHHbIE MPENaparhl, BKIIOUEHHBIE B IEPEUEHb KU3HEHHO
HEOOXOUMBIX M BaKHEUIINX JIEKapCTBEHHBIX IIPENapaToB

(dbopma)

(3anonusercs denepanpHOM cayk00H 10 HaA30py B cepe 3paBOOXPAHEHHUS)

CBeneHus 0 JIEKAPCTBEHHBIX MpeMaparax, MOCTYIMUBIINX B TPaXIaHCKUH 060poT B PO

Mexnynap | Haumenos | Topro | JIekapc | 3apeructpu KonmuecTBo ymakoBok,
OJIHOE aHue BO€ | TBEHHA | pPOBAHHasd MOCTYINHUBIINX B FPAKIAHCKHIL
HEMaTEHTO | MPOU3BOJM | HAUME s npeaenbHas 06opot B PD 3a 30 mecsries,
BAHHOE TeN, HOBaH | popMa, | OTIyCKHasl | MPEIIIeCTBYIOIIMX JaTe Havaia
HavMEHOBa | HOMED ue | A03Upo LIEHa, MIPOBEACHUSI MOHUTOPUHIA
HHUE perucTpail BKa, | pyOuei, 6e3 neheKTyphI
HMOHHOTO ¢opma | Hamora Ha
YIOCTOBED BBIITYCK | T0OABJICHHY 1-6 7-18 19-30
CHUS a 10 MPEALIECT | IPEeAIIECTB | MPeALIec
crouMocTp | BYIOIUX | YIOIIMX | TBYIOIIHX
MECALIEB | MECSLEB | MECSLEB
Hroro
HUcnonnurens
(MOMKHOCTD) (moamuce) (pacmmdpoBKa MOAMNUCH)
JlaTa cocraBienus jokymenrta " " 20 T
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[Tpunoxenne N 2 Kk 0cOOEHHOCTSIM TOCYIapCTBEHHOTO PErYJIUPOBAHUS MPEAETBHBIX OTITYCKHBIX
LIEH ITIPOU3BOIUTENIEH HA JIEKAPCTBEHHBIE IIpENaparhl, BKIIOYECHHBIE B IEPEYCHb KU3HEHHO
HEOOXOUMBIX M Ba)KHEUIINX JIEKapCTBEHHBIX IIPENapaToB

(dbopma)

B ®enepanbayto ciyx0y o Haa3opy B chepe
3/IpaBOOXPAaHEHHS

CBeneHus 0 MIIaHUPYEeMOM 00beMe BBOJIA JICKAPCTBEHHOTO Mpernapara B Tpak IaHCKUH
06opot B PO

JIEKapCTBEHHOTO TperapaTa)

(HaI/IMeHOBaHI/Ie ACPKATCIIA UIIN BJIaACIbIa PETUCTPALIMOHHOI'0 YAOCTOBEPECHUA

Mex | lepxkatens | Topr |Jleka | 3aperu | Ilnanupyembiii | 3anpammuBa| [lnanupyemsiit
JTyHa WA OBOE | PCTB | CTPHPO | 00BEM BBOJA B emMast 00beM BBOJIA B
POJH | BIajesel] | HAauM | €HHA | BaHHAsl | TPaXJaHCKUM | ep)KaTene | TpaxAaHCKHM
oe | peructparl | eHoB | s | mpenen | obGopoT B PD B M WJTH 06opot B PO B
Hena | MOHHOrO | aHue | pop | bHag |mociuenyromue 12 | Biagenplie | MOCIeAyIOIINe
TEHT | YIOCTOBEP Ma, | OTIYCK | MECSIEB MPHU M 12 mecsueB npu
OBaH eHUS 03U | Had TeKyIen perucrpail | yCTaHOBJICHHUH
HOE | JIeKapcTBe POBK | 1I€Ha, |3aperucTpUpPOBAH | MOHHOTO | 3alpaniuBacMon
HaWM | HHOTO a, |pyOuei, | HOM MpeAeTbHON | yIOCTOBEP NpeaeIbHON
€HOB | IIpenapara, ¢dop | 6e3 OTITYCKHOI1 1IeHe eHUS OTITYCKHO II€HbI
aHue | MpPOU3BOAU Ma | Hajora | MPOU3BOJMUTEINS, | JIEKapCTBE | MPOU3BOAUTENS,
Teb, BBII Ha KOJIMYECTBO HHOTO KOJIMYECTBO
HOMED ycka | 106aBi YIIaKOBOK npernapara YIIaKOBOK
erucTpa eHH npeJenbHa
pHOHHOIT;OH CTOH}S{% cl-6 | c7-12 P H,I cl-6 | ¢c7-12
yIIOCTOBEP cTp | MECAIl | MCCALl | orycknas | MECAN | MCCALL
SHUS 1eHa
MIPOU3BOIU
TeJst
HUcnonnurens
(TOMKHOCTD) (Tmoamuce) (pacmmdpoBKa MOAMKUCH)
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Jara cocraBienus jokymenrta " " 20 T

[Tpunoxenne N 3 Kk 0cOOEHHOCTSIM TOCYJapCTBEHHOTO PErYJIUPOBAHUS MPEACTBHBIX OTITYCKHBIX
LIEH NIPOU3BOIUTENIEH HA JIEKAPCTBEHHBIE IIPENaparhl, BKIIFOUCHHBIE B IIEPEYCHb KU3HEHHO
HEOOXOUMBIX M Ba)KHEUIIINX JIEKapCTBEHHBIX IIPENapaToB

(dbopma)

B ®enepanpuyio ciiyx0y 1o Haa30py B
ctepe 3apaBooxpaHeHus OT GeaepaTbHOTO
roCyJIapCTBEHHOTO OO/HKETHOTO
yupexaenus "L{eHTp skcnepTussl U
KOHTPOJI Ka4eCTBA MEAUIIMHCKON TOMOIIH "
MununcrepcTBa 3apaBooxpanenus PO

Nudopmanus o Hamu4IuK JeKapCTBEHHBIX MTPENapaToB B KIIMHUYECKUX PEKOMEHIALUSX,
CTaHJapTaX MEIUITMTHCKOW TIOMOIIH WM MEPOTIPUATHSIX 10 MMMYHOTIPO(MIIAKTHKE U O
BO3MOKHOCTH (HEBO3MOXHOCTH ) UX 3aMEHBI

Mexnyn | Haumenos | Topr | JIlekapcTB | 3apeructpup Nudopmanmst o Bo3moxHoc
apojaHoe aHue OBO€ | eHHas OBaHHas HaJIUYUU Th 3aMEHBbI
HETIaTeH | MPOM3BOJ | HaMM | (opma, | MpeaebHas JIEKapCTBEHHOTO (ma/uer) (B
TOBAHHO | WUTEJNA, | €HOB | JO3UPOBK | OTITyCKHAs npernapara B ciydae
e HOMep | aHue | a, popma 1eHa, KIIMHUYECKHUX BO3MOYHOC
HAaUMEHO | peTUuCTpall BbIIIyCKa | pyOueii, 6e3 pPEKOMEHIALIUSAX, TH 3aMEHBI
BaHHUE | HMOHHOTO Hajora Ha CTaHaapTax YKa3bIBAETC
yIIOCTOBEp no0aBICHHY MEAUIIMHCKOM s rpenapar
eHUS 10 CTOMMOCTh MOMOIITY HIIN 3aMEHBI)
MEPOIPHUITHSIX IO
UMMYHOIIPO(PHUIAKTUK
e (ma, Her)
HUcnonnurens
(MOMKHOCTD) (moamuce) (pacmmdpoBKa MOAMNUCH)
JlaTta cocraBnenus jokymenrta " " 20 T
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VYrBepxaeHs! nocraHosiaenueM IlpasutensctBa PO ot 31.10.2020 N 1771

N3meHeHns, KOTOpbIe BHOCATCSA B OTAeHbHBIe aKThl IIpaBureascra P@

1. B mocranoBnenuu [IpaBurensctBa P® ot 29 okrsaopst 2010 r. N 865 "O rocymapcTBeHHOM
pEerylIMpOBaHUM 1I€H Ha JIEKAPCTBEHHBIE IIpenaparbl, BKIIOYEHHbIE B IEPEUYEHb IKUZHEHHO
HEOOXOIMMBIX M BaKHEMIIUX JekapcTBeHHbIX mnpenapaToB" (CoOpanHue 3akoHonatenbcTBa PO,
2010, N 45, ct. 5851; 2011, N 50, ct. 7390; 2012, N 37, ct. 5002; 2015, N 37, ct. 5153; N 38, cr.
5302; 2018, N 43, ct. 6597; 2019, N 51, ct. 7649):

a) B [IpaBmiiax rocy1apcTBEHHON pEruCcTpaliy U MepeperucTpaluu NpeaeabHbIX OTIYCKHBIX
LIEH MpOU3BOJIUTENIEH Ha JIEKAPCTBEHHbIE IIpernaparbl, BKIIOUYCHHbIE B IEPEUYECHb >KU3HEHHO
HEOOXOMUMBIX ¥ BAXHEUIIUX JICKAPCTBEHHBIX IPENapaToB, YTBEPXKIEHHBIX YKa3aHHBIM
MTOCTAHOBJICHUEM:

noAnyHKT "r" myHkTa 32, ab3al nepBblif myHkTa 34, ab3al] ueTBepThIi NoaAnyHKTa "a" 1 ab3aly
yeTBepThIM moanyHkTa "0" myHkTa 35 W myHKT 37 mocie cioB "MOCTeAHel mepeperucrpanuu’
JOTIOJTHUTH ciIoBaMH ", 00s13aTenbHO#M nepepeructpanuu B 2019-2020 rogax";

JOTIONTHUTH ITyHKTOM 38(1) cremyromero coep kanus:

"38(1). Ilpu HamMyuM B OTHOIIEHHHM OJIHOTO JIEKAPCTBEHHOIO TMpenapara peleHHs
MunucrepcTBa 3apaBoOXpaHeHus P® o mnepepeructpanu 3aperucTpUPOBAHHON MpeEETbHOU
OTIYCKHOM ILI€Hbl MPOU3BOJUTEISI HA JICKAPCTBEHHBIM Tpenapar B COOTBETCTBHM ¢ MyHKTOM 30
Hacrosux [lpaBun aubG0 B COOTBETCTBHMM C MyHKTOM 38 HacTtosimux [IpaBun w pemieHus
MunucrepctBa 3apaBooxpaneHus PO 00 oOssarenpHO mepepeructpammu B 2019-2020 romax
MpeACeTbHOM OTIYCKHOW IICHBI MPOU3BOJIUTENS B COOTBETCTBHMH ¢ [IpaBuiamu 00s3aTenbHOM
nepepeructpaun B 2019-2020 romax 3aperucTpUpOBAHHBIX MPEAEIbHBIX OTIYCKHBIX II€H
MIPOU3BOJUTENE Ha JIEKQpCTBEHHBbIE MpenapaThl, BKIYEHHbIE B IIEPEUYEHb JKU3HEHHO
HEOOXOIUMBIX M Ba)XHEHIIHMX JIEKaPCTBEHHBIX NPENapaTroB, YTBEP>KICHHBIMU IOCTAHOBJIEHHEM
[IpaButensctBa P® ot 29 oktsa6ps 2010 r. N 865 "O rocynapcTBEHHOM peryiMpOBaHUU ILIEH Ha
JIEKapCTBEHHbIE IMpenaparhbl, BKIIOYCHHbIE B MEPEYCHb >KU3HEHHO HEOOXOTUMBIX U BaKHEMIIUX
JIEKAPCTBEHHBIX IIpenaparoB', MPUMEHEHUIO MOJUIEKUT I€Ha, [EepeperucTpUpoBaHHas B
cooTBeTCTBUU ¢ MyHKTOM 30 ii60 myHkTom 38 Hactosimux [IpaBun.";

0) a6zar; Bropoit myHkra 39 IlpaBun obs3atenvHoil mepepeructpauuu B 2019-2020 romax
3apETUCTPUPOBAHHBIX MPEACIbHBIX OTIYCKHBIX II€H IPOU3BOJAUTENECH Ha JIEKApCTBEHHbBIE
npernapaTsl, BKJIIOYEHHBIE B MEPEUYCHb >KM3HEHHO HEOOXOJIMMBIX M Ba)KHEHIIMX JIEKaPCTBEHHBIX
MpenapaToB, YTBEPKJACHHBIX YKA3aHHBIM MOCTAHOBJIEHUEM, IOCIIE CJIOB 'MpeneibHas OTIYCKHas
1eHa" JOMOJIHUTH CIIOBaMU "IJii OJHOTO WJIM HECKOJBbKUX MPOU3BOJUTENEH (IIPOU3BOJICTBEHHBIX
TUIOLIA/I0K MTPOU3BOIUTENS), YKa3aHHBIX B paMKax OJHOTO PETUCTPALMOHHOTO YIOCTOBEpEHUs," .

2. B Metonuke pacueTra mpelenbHbIX OTIYCKHBIX IIEH MPOU3BOAMTENEH Ha JEKapCTBEHHbIE
IpernapaTel, BKIIOYEHHbIE B MEPEUYEHb JKU3HEHHO HEOOXOJMMBIX M BAKHEUIIMX JIEKapCTBEHHBIX
IpenapaToB, yTBEpKAeHHOH nocraHoBieHueM IlpaButensctBa PD ot 15 centsops 2015 r. N 979
"O BHeceHMH M3MeHeHHH B noctaHoBieHue [lpaButensctBa PO ot 29 okTsa6ps 2010 r. N 865 u 06
YTBEP)KJICHUH METOAMKM pacyeTa MpelelbHbIX OTIYCKHBIX LE€H TMpPOMU3BOJAUTENCH Ha
JIEKapCTBEHHbIE MpPernapaThl, BKIIOYEHHbIE B MEPEUYEHb >KU3HEHHO HEOOXOAMMBIX W Ba)KHEHIIMX
nekapcTBeHHBIX mpenaparoB” (CoOpanue 3akonomarensctBa PO, 2015, N 38, cr. 5302; 2018, N 43,
cT. 6597; 2019, N 51, ct1. 7649):

a) MOAMYHKT "0" MyHKTa 3 U3MOKUTH B CIEIYIONIEH PeIaKIIUU:
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"0) B ciaydae eciaM JICKQpCTBEHHBIM TpenapaT WMHOCTPAHHOTO TPOU3BOJACTBA WU
IIPOU3BOJUTENS TOCylapcTBa — uieHa EBpa3uiickoro 3KOHOMUYECKOTO COI03a peau3yeTcsl B
MHOCTPaHHBIX IOCYJapCcTBaX, B OTHOLIEHUH KOTOPBIX MPEACTaBIAECTCS MHPopManus o0 ypoBHE
MUHUMAaJbHBIX OTIIYCKHBIX 1IEH Ha JIEKapCTBEHHbIE Ipenaparbl COrJIacHO NpuiokeHuro N 2, —
MUHUMAJIBHYIO OTIYCKHYIO IIEHY MpOHM3BOIUTENS (0e3 ydera MpOM3BOJICTBEHHBIX IUIOMIAIO0K) HA
JIEKapCTBEHHBIN ITpernapaT B yKa3aHHBIX I'OCY1apCTBaX, pACCUUTAHHYIO B COOTBETCTBUU C Pa3AEIOM
VII HacTosmen METOAMKA Ha OCHOBAaHUU pacyeTa IIPEAEIbHON OTIYCKHOW LIEHBI TIPOU3BOAUTEIIS HA
JIEKapCTBEHHbI  Mpemnapar, OPEJICTaBIsIEMO  Ha  TOCYJAapCTBEHHYKD  PErHCTpaLUIO
(TmepeperucTpalifio), CorjiacHo mpuiokeHuto N 3 ¢ yueToM pacxo/0B, CBSI3aHHBIX C TaAMO>KCHHBIM
odopmiieHneM.";

0) noanyHkT "B" nmyHkTa 10 U3M0KUTE B CleayIOLIEH peJaKuu:

"B) B cCllyyae eciIM JIEKapCTBEHHBIM MpenapaT HWHOCTPAHHOIO MPOU3BOJCTBA WIIU
MIPOM3BOJIUTENS rocylapcTBa — uwieHa EBpa3uiickoro 3KOHOMHUYECKOTO COI03a pealnus3yeTcs B
MHOCTPaHHBIX IOCYJapCcTBaX, B OTHOILIEHUH KOTOPBIX MpEACTaBisgeTcs HMHPopManus o0 ypoBHE
MUHHMAaJbHBIX OTIYCKHBIX II€H Ha JIEKApCTBEHHBIE IMpernapaThl, YKa3aHHbIX B mpuioxeHue N 2 K
HACTOSIIEH METOAWKE, — MHUHUMAJIbHYI0 OTIYCKHYIO IIeHy mpou3BojuTens (0e3 ydera
MIPOM3BOJICTBEHHBIX IUIOIIAJOK) Ha JIEKAPCTBEHHBIM NpernaparT B YyKa3aHHBIX TOCYJapCTBax,
pPacCUMTAHHYIO B COOTBETCTBUMHM C paznenom VII Hacrosiieil MEeTOJAMKA Ha OCHOBAaHHMHM pacyera
MpEAEIBHON OTITYCKHOM LIEHBI IPOU3BOJMTENS HA JIEKAPCTBEHHBIN Iperapar, MpeICTaBIsIeMOr Ha
rOCy/IapCTBEHHYIO PErucTpanuio (IepeperucTpanuio), MpelycMOTPEeHHOTo MpuiokenueM N 3 k
HACTOSIIEH METOHUKE, C YIETOM PACX0/I0B, CBA3aHHBIX C TAMOKEHHBIM 0(OPMIICHHEM. "
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