IIPABUTEJICTBO POCCHUHICKOM ®EJEPAITAN
IIOCTAHOBIIEHUE

ot 16 nexabps 2019 r. Ne 1683

MOCKBA

O BHeceHNH H3MeHeHMH B HekoTopble akThl IIpaBuTeabCTBA
Poccuiickoii ®egepanuyn B 4aCTH rocy1apcTBEHHOH perucrpanum
H NepeperucTpanuy npeiejbHbIX OTHYCKHBIX LieH HA JIEKAPCTBeHHbIe
npenaparthbl, BKJIIOYeHHbIE B IIepeYeHb )KH3HEHHO HE00X0AHMBIX
H Ba’KHEHIIHX JIEKAPCTBEHHbIX NPeNapaToB

[IpaButenbcTBO Poccuiickon Penepailui nOcCTAaHOBJ €T :

1. YTBepaAuTh mpuiiaraeMble H3MEHEHHUs, KOTOpble BHOCSTCS B AaKThI
[IpaButensctBa Poccuiickolt @enepauu B 4YacTH  TOCyAapCTBEHHOU
peTUCTpalluM ¥ TepeperucTpalud  OpelelbHbIX  OTIYCKHBIX  IIeH
Ha JIeKapCTBEHHble IIpenaparbl, BKIIOYEHHbIE B TNEPEYEeHb HKU3HEHHO
HeO0OXOAMMBIX U BaXKHEHIIINX JIEKaPCTBEHHBIX MPenapaToB.

2. IlpenenbHble OTIIyCKHBIE LIEHBI MPOM3BOAUTENEH HA JIEKApPCTBEHHBIE
npernaparthbl, BKJIIOUEHHbIE B MEpPEeUeHb KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX
JIEKapCTBEHHBIX NpernapaToB (ajee - npeaebHble OTIYCKHBIE LIEHbI), KOTOPHIE
3apErMCTPUPOBAaHbl 10 BCTYIUIEHHMS B CUIY HAaCTOSLIETO IOCTaHOBJICHUS
U IIepeperucTpupoBaHbl B obs3artenbHoM Tmopsiake B 2019 - 2020 rogax
B coorBercTBUM ¢  [IlpaBusmamMum  oOsi3aTenpHOM — MepeperucTpauuu
B 2019-2020 rogax 3aperucTpUpOBaHHBIX MPEIEIbHBIX OTIYCKHBIX LEH
NPOU3BOAUTENEH HA JIEKapCTBEHHBIC IIpENapaTrhl, BKIOYEHHBIE B IEpEyYEHb
KU3HEHHO HEOOXOJWMBIX M BaXHEWIIUX JIeKapCTBEHHBIX IIPernapaTos,
YTBEp>KIEHHBIMU nocTaHoBieHueM [IpaBurenscTBa Poccuiickoit denepanyu ot
29 oxta6pss 2010 r. Ne 865 "O rocymapCTBEHHOM peryjJidpOBaHUM IeH Ha
JleKapCTBEHHbIE NIpenaparhl, BKJIIOYEHHBIE B IIE€pEUeHb )XKU3HEHHO HEOOXOIUMBIX
W BaXHEHIIMX JIEKAPCTBEHHBIX TMpemnaparoB” (B peJakUUW HACTOSIIETO
nocraHoBnenus) (nanee - IlpaBuina ob6si3aTenbHON NepeperucTpaliiu), MOTYT
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OBITH IEepepervcCTpUPOBAaHBl B COOTBETCTBUM ¢ HyHKTamu 32 u 34 IlpaBun
roCyJapCTBEHHOUW perucTpaluil U NepeperucTpanuy MPeAesIbHBIX OTITYCKHBIX
IIeH ITPOMU3BOAUTENEH Ha JIEKapCTBEHHBIE NpenapaTsl, BKIIIOUYCHHbBIE B IepeueHb
KU3HEHHO HEeOOXOJUMBIX M BaXXHEUNIMX JIEKQpPCTBEHHBIX IIPENaparoB,
yTBEPXXJACHHBIX InocTaHoBileHueM IlpaButensctBa Poccuiickoit ®Penepannu
or 29 oxtabps 2010r. Ne 865 "O rocynapcTBEHHOM pETyIMpPOBAaHHUU LEH
Ha JIEKApCTBEHHbIE IIpenaparhl, BKJIIOYEHHbIE B IEPEYEHb IKU3HEHHO
HEOOXOMUMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX IMpernapaToB” (B peaakiMu
HACTOSAIIETO IOCTaHOBIIeHUs ) (nanee - [IpaBuna perucrparun).
- 3. YCTaHOBHTS, YTO:

K TpelelbHBIM OTIYCKHBIM II€HaM Ha JI€KapCTBEHHBIE IIpelaparsl,
nepeperucTpupoBaHHEM B 2019 - 2020 romax B cooTseTcTBHH ¢ IlpaBmmamu
o0s3aTeNnpHOU nepepemCTpauHH, HE TPUMEHSIOTCS MOMIYHKTHEl "B" m "I
nmyHkTa 42 [IpaBui peructpanuy;

¢ 1 suBaps 2021 r. He JomyckaeTcs pealu3alus IPOU3BOAUTEISIMHU
JIEKapCTBEHHBIX IperapaToB, MpeAeNbHbIE OTIYCKHbIE II€HBl Ha KOTOPHIE
He mepepeructpupoBasbl B 2019 - 2020 rogax B coorBerctBuu ¢ IIpaBunamwu
o0s13aTepHOM epeperucTpalty.

4, JlekapCTBEHHbIE MpernapaThl, pealu30BaHHbIE HMX INPOU3BOIUTEIIMHU
Ha Tepputopum Poccuiickoi ®enepauuu A0 AHSA BCTYIUICHUS B cnjly IIpUKasa
MunucreperBa 3xpaBooxpaHeHuss Poccuiickoit @enepanmu o6 obs3aTeIbHOR
nepeperucrpaun B 2019 - 2020 romax npenenbHOM  OTIIYCKHOM  IIEHBI
IPOU3BOJUTENSA, MOTYT HaxOOUTHCA B OOpallleHUM [0 HCTEYCHHUS CpOKa
HX TOJHOCTM C Yy4eToM (aKTHYECKOH OTIIYCKHOM LIeHBl IIPOU3BOJAUTEII,
HE TPEeBBINAIOMEN IPENeNbHYI0 OTIYCKHYIO LE€Hy, IIPUMEHSBIIYIOCA Ha OaTy
WX peau3alyi.

5.Co [HA BCTYyIUIGHHS B CWIy HAaCTOSIIETO  IIOCTAHOBJICHHS
rocyJapCTBeHHAsl perucTpanys U IepeperucTpans NpefebHbIX OTITYCKHBIX
IIEH Ha BOCHPOM3BEJEHHBIE, OHMOaHAIOTrOBEIe (OMOMONOOHEIE) JIEKapCTBEHHBIE
npermapaTl B COOTBETCTBMM C  [lpaBunmamMm  perucTpaiiii  MOXeT
OCYIIECTBIATHCSA [MOCHE IPUHATUS pellieHUs 00 00s3aTeIbHON NTepeperucTpaIum
B 2019 -2020 romax ImpeaenapHbIX OTIYCKHBIX II€H Ha COOTBETCTBYIOLIUE
UM pedepeHTHbIE IeKapCTBEHHBIE ITPENapaThl.

6. HacTosimee mocTaHOBiAEHME BCTyHaeT B CWIy CO JHA  €ro

IIpencenatens IlpaBure

Poccuiickoit ®enepanysy; Hd.Mensenes
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YTBEPXX/JIEHbBI

nocraHoBjieHueM [ IpaBurenbcTBa
Poccuiickoit ®enepanun
ot 16 nexabpst 2019 r. No 1683

U3MEHEHMUA,

KOoTOpble BHOCcsITcsl B akThl IlpaBuTenbcTBa Poceniickoii ®eaepanuu
B YaCTH rocyAapcTBEeHHOl perucTpanii H NepeperucTpauuu npeaeabHbIX
OTHYCKHBIX II¢H HA JIEKAPCTBEHHbIE NIPeNapaThl, BKIIOYeHHbIe B epeYeHb
’KH3HEHHO He0OXOAHMBbIX H Ba)KHEHIINX JIeKaAPCTBEHHBIX NPenapaToB

1.B nocranosiennu IlpaButensctBa  Poccuiickoii  @enepauun
oT 29 oxTs6ps 2010 r. Ne 865 "O rocynapCTBEHHOM peryJMpOBaHUHU II€H Ha
JIEKapCTBEHHBIE MIpeNapaThl, BKIIIOYEHHBIE B IepeYeHb U3HEHHO HEOOXOMMMBIX
W BaXHEUINUX JeKkapcTBeHHBIX mnpernapaToB” (CobOpaHue 3aKOHOIATENbCTBA
Poccuiickoit ®epepamuu, 2010, Ne 45, crt. 5851; 2011, Ne 50, ct. 7390; 2012,
Ne 37, c1.5002; 2015, Ne 37, ct. 5153; Ne 38, ct1.5302; 2016, Ne 6, ct. 853;
2018, Ne 43, cT. 6597):

a) B myHKTe 1:

ab3all BTOPOil U3JI0KUThH B CIIEAYIONIEH peaKIuu:

"IlpaBuna TrocylapCTBEHHOM  perucTpallud U MepeperucTpanvu
IpeleabHbIX OTIYCKHBIX 1I€H IIPOU3BOAMTENEH Ha JIEKapCTBEHHBbIE Npernaparhl,
BKJIIOYEHHbIE B [€peYe€Hb JKU3HEHHO HeOoOXOAMMBIX U  BaXXHEHIIHMX
JIEKapCTBEHHBIX NPENaparTos;";

nocyie ab3aia BTOpOro AOIMOJNHUTE ab3aleM CIEAYIOWETo CoAepKaHM:

"IlpaBuna obs3arensHOM  mepepeructpamuu B 2019 - 2020 rogax
3apETUCTPUPOBAHHBIX  IPEAENbHBIX  OTIMYCKHBIX LE€H  [POU3BOAUTENEH
Ha JIEKapCTBEHHbIC Mpemnaparsl, BKIOUYECHHBIE B [epeYeHb JKM3HEHHO
HeO0OXOTUMBIX ¥ BaXKHEHIINX JIeKapCTBEHHBIX NPENapaTos;";

6) B IlpaBunax rocyaapCTBEHHOW perHCTpallid MW IepeperucTpaliu
YCTaHaBIIMBAEMBIX [TPOM3BOIUTEISIMH JEKAPCTBEHHBIX MIPENapaToB NpeaeIbHbIX
OTHYCKHBIX II€H Ha JIEKapCTBEHHBIE IMpenaparthl, BKIIOUEHHbIE B IMepeueHb
KU3HEHHO HEOOXOIMMBIX W BaXHEHIIMX JIEKAPCTBEHHBIX IMPEINapaToB,
YTBEPKICHHBIX YKa3aHHBIM IIOCTAHOBJIEHUEM
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HaMMEHOBaHME U3JIOXKUTH B CIEAYIONIEH pelaKkIuu:

"IlpaBuna rocygapCTBEHHOM  perucTpalldd U  IIepeperucTpanyu
IpeIeIbHBIX OTIIYCKHBIX LIEH NPOU3BOJUTENCH Ha JIEKApCTBEHHBIE IIperaparsl,
BKIIOYEHHBIE B IIepeYCHb JKM3HEHHO HEOOXOOUMBIX W  BaXKHeMIIHX
JIeKapCTBCHHBIX IIPENaparoB";

IIYHKT | U3J0XXUTH B CIEAYIOIIEH pelaKIiu:

"1. Hacrosmme IlpaBuna ycTaHaBIMBAIOT MOPSIAOK OCYLIECTBIICHUA
roCyapCTBEHHON PErucTpalldid M IEPEeperucTpalldd NpPEeNeNbHBIX OTITYCKHBIX
IIEH IPOW3BOAMTENIEH Ha JIEKapCTBEHHBIE IIPENaparsl, BKIIOYCHHBIE B [IEpEUEHb
KU3HEHHO HEOOXOOUMBIX M BaXKHEWIIMX JIEKAPCTBEHHBIX IIPEraparos,
exxerogHo  yTBepknmaeMbiii  IlpaButenbctBoM  Poccuiickoit  ®enepanuu
(manee - nekapCTBEHHBIE Ipernaparsl).”;

B ITYHKTE 5:

MOAITYHKT "a" M3II0XKUTH B CIEAYIOLIEN peaKIu:

"a) 3asiBJIeHUE O rOCyAapCTBEHHON PEerucTpally IpeIeIbHbBIX OTITYCKHBIX
IIeH IIPOU3BOAUTENEH Ha JIEKapCTBEHHBIE IIpeNapaThl, BKIIOYEHHBIE B IepeYeHb
XKHU3HEHHO HEOOXOMUMBIX U BaXXHEMINIWX JIEKAPCTBEHHBIX IIperapaTos,
o ¢popMe cornacHo npuioxeHuro Ne 1 (nanee - 3asBJIeHHE O TOCYIapCTBEHHON
perucTpaluM) WIH 3asBJIE€HHE O IMEPEPETUCTPALUM IPENENbHBIX OTITyCKHBIX
IIeH TpPOU3BOAMWTENEH Ha JIEKapCTBEHHBIE IMperaparbl, BKIIOUYEHHEIE
B IIepeYeHb JKA3HEHHO HEOOXOAMMBIX M Ba)XXHEMIIHUX JIeKapCTBEHHBIX
mpernapaToB, 0 (opMe corylacHO HpuioXeHHIo Ne 2 (masiee - 3asBieHHE
O MepeperncTpanun);"”;

B ITOJITyHKTE "T"; 4

ab3a1lpl MIepBBINA U BTOPOX U3JI0XKUTH B CIEAYIOLIECH peaKInin:

"I') JOKyMEHTBI, INpPEACTABIIEMEIE C Yy4eTOM TpeOOBaHHMI METOINKH
pacyeTra IpeAeNbHBIX OTIYCKHBIX I€H IIPOU3BOAMTENIEH Ha JIEKapCTBEHHBIE
npernaparTsl, BKJIIOUCHHBIE B IIEpPEYCHb )KM3HEHHO HEOOXOIMMBIX U BaXKHEHIINX
JIeKapCTBEHHBIX IIPEnapaToB, YTBEpKIEHHOM rocraHosieHueM IlpaBurenscTBa
Poccuiickoit ®epepauun ot 15 centabps 2015r. Ne979 "O BHeceHuu
u3MeHeHUH B 1nocTraHoBieHue IIpaButensctBa Poccuiickoit ®@enepanun
or 29 okts6ps 2010r. Ne865 u 00 yTBEpXKAECHHMM METOJUKH pacyera
IIpeJeNEHBIX OTIIYCKHBIX LIEH NPOM3BOAMTENEH Ha JIEKapCTBEHHBIE IIpenaparsl,
BKIIIOYEHHBIE B IICPEYCHHh IKU3HECHHO HEOOXOMUMMBIX ¥  BaXHEHIIMX
JIEKapCTBEHHBIX ITpenapaToB” (Jajxee - METO/IMKA), BKJIIOYAIOIME B cels:

cBeqleHuss 00 oObeMax M O IIeHax OTIyCKa HaXOASUIerocs B OOpallleHHuH
Ha Teppuropuu Poccuiickoii @epepauuu  JIEKapCTBEHHOIO  IIpemapara
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MIPOM3BOJMTENSL TOCyapcTBa - wieHa EBpa3MiCKOro 3KOHOMHYECKOTO COI03a
1 JICKapCTBEHHOTO Npernapara HHOCTPAHHOI'O [TPOU3BOJICTBA, IEPBUYHAS U (MJIH)
BTOpUYHAs YNAaKOBKa KOTOPOrO  OCYUIIECTBJISETCS WM  IUIAHUPYETCA
ocymiecTBIATECS B Poccuiickoil ®enepaunu;”;

B a03alax ceJbMOM M BOCHBMOM CJIOBa "NPOW3BOAMTENEH TOCYAapCTB -
YJIeHOB" 3aMEHHUTh CJIOBaMHU ''TIPOU3BOJUTENS TOCyAapcTBa - ujeHa";

B a03alle AEBATOM CIIOBa "Ha JIEKAPCTBEHHBIXM HperapaT HUHOCTPAHHBIX
OPOU3BOAUTENEH, OCYIIECTBISIOIIMX B TOM YHCIE MEPBUYHYHO U (WIH)
BTOPMYHYIO YIMAKOBKY JIEKAPCTBEHHOTO TMpenapara’ 3aMeHUTh CJIOBaMHU
"JIeKapCTBEHHOI0 Mpenapara HWHOCTPAHHOIO IIPOM3BOJCTBA, B TOM YHCIE
nepBUyHas U (WIKM) BTOPHYHASA YIAKOBKAa KOTOPOIO OCYIIECTBISETCS WU
IJIAHUPYETCS OCYLLECTBIATHCA

OyHKT 7 mocle CcJIoB "KONMMIO PErucTPallMOHHOTO YAOCTOBEPEHHSI
JIEKapCTBEHHOTO TipenapaTa” JOMOJIHUTH CIOBaMH ", a TakXe KOMUIO (OpMBI
Ne 2-JIEK (npom) "CBemeHuss O TpPOU3BOJACTBE, OTITpy3Ke U  IE€Hax
Ha JIeKapCTBEHHBIE CPEJICTBA";

B MMyHKTE 22:

a03a11 epBbIH MOAMYHKTA "a" HU3JI0XKHUTH B CIEAYIOIIEH peIaKiiu:

"a) myg JeKapCTBEHHOIO Ipenapara NpoU3BOAUTENS TOCyIapcTBa - uleHa
EBpa3uiickoro 3KOHOMHYECKOIO COI03a, @ TaKXe JIEKapCTBEHHOI'O Ipernapara
HHOCTPAHHOTO TPOM3BOJCTBA, MEpBUYHAs U (WIM) BTOpPUYHAS YIaKOBKa
KOTOPOro OCYILECTBISETCS WM IUIaHUpYeTCsl OCYILIeCTBIATHCA B Poccuiickoit
Oenepanuu:";

B nojamyHkte "0" cioBa "HHOCTpaHHBIMH I[POU3BOAUTENSIMH' 3aMEHHUTH
croBaMH "Jid IEKapCTBEHHOIO MpenapaTa UHOCTPAHHOTO IIPOU3BOCTBA "

B IyHKTe 24:

B ab3aune BTOpOM cJoBa '"mPOW3BOAHWTENEH rocyaapcTBa - wieHa'"
3aMEHHUTh  CJIOBaMH "mpou3BOAMTENST  rocyJapcTea - wieHa",  cjoBa
"TrOoCyIapCTB - WIeHOB" 3aMEHUTH CIIOBaMU "ToCylapcTBa - WieHa';

B ab3ale TpeTbeM CJIOBa '"MHOCTPAHHOTO NPOU3BOJMUTENS" 3aMEHMTH
clnoBaMH "MHOCTPaHHOIO MPOU3BO/ICTBA";

B a03ale mepBOM MyHKTa 25 cioBa "B HMHOCTpPaHHBIX TOCYyJapCTBax,
yKa3aHHBIX" 3aMEHUTh CIIOBaMHU "B OJHOM U3 HHOCTPAaHHBIX TOCYIAapCTB,
yKa3aHHOM";

MYHKT 27 U3JI0KUTh B CIEIYIOLIEN peIaKIu:

"27. B ciny4ae eciii B paMKax OJHOI'O PETMCTPAllMOHHOIO yAOCTOBEPEHHUS
JIEKapCTBEHHOT'O npernapara 3aperucTpupOBaH BOCIIPOU3BEIEHHBIIA,
OnoaHaIOroBEI (6MONONOOHBIN) JIEKAaPCTBEHHBIM IIpenapaTr IIPOU3BOIUTENS
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roCcyAapcTBa - wieHa EBpasuiicKoro 3KOHOMHMYECKOIO COK03a M HHOCTPaHHOTO
IIPOU3BOJICTBA, II€Ha Ui TaKOro JIEKAPCTBEHHOTO IIperapaTa pacCYUTHIBACTCS
KaKk JUIs JIEKapCTBEHHOIO IIpemapara IpPOW3BOACTBAa IOCYyHapcTBa - WiICHA
EBpa3suiickoro SKOHOMHYECKOIO COIO3a WM JIEKapCTBEHHOI'O IIperapaTa
WHOCTPAHHOI'O IIPOU3BOJICTBA C YYETOM COOTBETCTBYIOIIETO MOHMXKAIOIIETO
K03(¢GUIIMEHTa B COOTBETCTBHH ¢ METOIUKOM.";

B ITyHKTE 29:

clloBa "B COOTBETCTBUH C HaI[MOHAIbHBIM KaJleHJapeM
MPOPMIAKTUIECKUX TPUBUBOK" HUCKIIIOUUTD;

JIOTIOITHUTH ab3aleM CIeIYyIOIIero CoAep KaHus:

"B cmydae ecnu Ha AaTy moAadyd B MUHHCTEPCTBO 31pPaBOOXpaHEHUS
Poccuiickoit @enepaluu 3asiBIEHHS O TOCYJapCTBEHHOM perucTpaluyd Ha
JIEKapCTBEHHBI IIpenapar, IpUMeHSeMbIi B IeIHaTpUUYecKOd NpaKTHKe
(Ha OCHOBaHMHM CBEIEHUN WHCTPYKIHMH II0 MEIULHMHCKOMY IPHUMEHEHHIO
JIeKapCTBEHHOr0 Ipelnapara), He 3aperuCTpPUpOBaHA IpelesibHas OTIIyCKHas
[EeHa Ha JIEKapCTBEHHBIM IpemapaT B  JO3UPOBKAX, IMPUMEHSIEMBIX
B IeAMaTpU4eCKOM TpakTUKe, B paMKaX OJHOr0 MeXTYHapOAHOIO
HEMaTeHTOBAaHHOIO HaMMEHOBaHUA (IIpU €ro OTCYTCTBHU XHUMHUYECKOTO HIIH
IpyNIHAPOBOYHOIO HAavWMEHOBAaHMS) M  JIEKapCTBEHHOM (oOpMEI, pacuer
OCYILECTBJISETCS B COOTBETCTBUM ¢ TpPeOOBAHMAMM, YCTAHOBJIEHHBIMH IS
pedepeHTHBIX JTEKapCTBEHHBIX IIpenaparoB. [Ipy 3ToM MakcHManbHas pa3HHIA
MEXIY MHUHUMAQIBHON 3apEerMCTPUPOBAHHON IpeNeNIbHONM OTIIyCKHOU -I[eHOU
Ha JIEKapCTBEHHBIN IpemapaT M IpPEACTaBICHHOW Uil TOCyJapCTBEHHOM
PEruCTpalMy MNPEeIeIbHOM OTIYCKHOM LEHOM Ha JIEKApCTBEHHEBIM IIpemapart,
paccuuTaHHas HCXOJs M3 CTOMMOCTM €JUHHUIBI NEeWCTBYIOIIErO0 BeElIeCTBa,
HEe MOXeT IpeBsath 90 nporeHTos.";

B ITyHKTE 32:

B ab3ame TmepBOM CiIoBa "IPOHM3BOAMTENEH TOCYAapCTB - Y4iIeHOB"
3aMEHUTH CIOBAMH 'TPOU3BOAUTENSA rOCyAapcTBa - WieHa'";

"mo 50 pybne#" 3aMeHHUTH CJIOBaMHM

B NOoAmyHKTe "a" cioBa
"no 100 pybneit";

B noanyHkrax "6" m "B" cnoma "or 50 pyGieii" 3aMEHHTH clOBaMHU
"ot 100 py6neit";

B abzame mnepBoM myHKTa 33 ciioBa "mpou3BoguTelled TroCyAapCTB -
YICHOB" 3aMEHUTH CIIOBaMH "TIPOU3BOIUTENS IOCY1apCTBa - WieHa";

B ab3anax mHepBOM U BTOpOM IIyHKTa 34 cioBa "Ha JeKapCTBEHHBIH
npenapar WHOCTPAHHOI'O' INPOM3BOJHUTENSA, OCYILIECTBISIONIETO B TOM YHCIE
NEPBUYHYIO U (MIM) BTOPUYHYIO VYIAKOBKY JIEKapCTBEHHOro Ipenapara"
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3aMEHUTDH CJIOBaMH "NEKapCTBEHHOI'o MpernapaTa MHOCTPAHHOTO MPOH3BOICTBA,
B TOM YMcie TNepBHYHAs M (MIM) BTOPUYHAsE YIAKOBKa KOTOPOTO
ocymecTBisieTcs";

B ITYHKTE 35:

B ab3alie epBOM NOANYHKTa "a" U B ab3arle mepBoM NoanyHkra "6" cjioBa
"NPOU3BOUTEISIMA u3 rocyaapcTB - 4jieHOB" 3aMEHUTh CJIOBaMH
" 7151 IEKapCTBEHHOTO MpenapaTa MPOU3BOAUTENS TOCyAapcTBa - YieHa';

B OAMYHKTe "B":

clnoBa "MPOW3BOJUTENSIMHA TOCYAapCTB - YWIEHOB" 3aMEHUTb CJIOBaMH
" 181 JIeKapCTBEHHOIO MpemnapaTa IpOU3BOAUTEN rOCyAapcTBa - WwieHa";

mocie cjoB "mOAMyHKTOM 'r" myHkTa 32 Hactosmmx IlpaBun, -
JononHuTh cinoBamu  "komuss  Qopmer  Ne 2-JIEK  (nmpom) "Csenmenus
O TPOM3BOJACTBE, OTIPy3Ke U I1LI€HaxX Ha JeKapCTBeHHble cpeacTBa" (Js

OTEUYEeCTBEHHBIX IPOU3BOAUTENEH ), a Takxke";

B ab3aie IIepBOM nogmyHkra "r" clIoBa "MHOCTpaHHBIMHU
NPOM3BOJUTENSIMH, OCYIIECTBISIOIIMMU TEPBUYHYIO U (WJIHM) BTOPHYHYIO
yIAKOBKy  JIGKApCTBEHHOIO  Ipenapara"  3aMEeHUTb  CloBaMu  "AnA

JIEKapCTBEHHOrO Mpenapara MHOCTPAHHOIO NMPOU3BOJICTBA, NIEpBUYHAS U (UJIH)
BTOpUYHasi yMaKkOBKa KOTOPOrO  OCYIIECTBISIETCS HJIM  IUIaHUpPYyeTCs
OCYILIECTBJIATHCA";

B ab3aine nmnepBoM  noAmyHkTa "a"  ciioBa  "HHOCTPaHHBIMH
OpOU3BOAUTENSAMHU" 3aMEHUTh CIIOBaMH "Il JIEKApCTBEHHOIO Iperapara
MHOCTPaHHOT'O MPOU3BOJCTBA";

B nyHkTe 36 cioBa "IpoOU3BOAMTENEH TOCYNapCTB - WIEHOB" 3aMEHUTH
CIIOBaMH "TPOU3BOAUTEINS rOCyAapcTBa - WwieHa";

B ITyHKTe 41 cnoBa "myHkra 40" 3ameHuTs cioBamu "myHKTOB 40 1 45"

JOTIOJHUTH MYHKTaMHU 42 - 45 clenyrouero coaepKaHus:

"42. lepxarenb WIM BlaAeNell pPerucTPaliOHHOIO yAOCTOBEPEHHS
JeKapCTBEHHOTro Tpernapara (ynoJHOMOYEHHOE MM JIMI0) 00s3aH IPe/ICTaBUTh
3asBIEHUE O TMEepeperucTpalui B CTOPOHY CHIDKEHHSI NpPU HACTYIUICHUM
CJIeIYIOIINX CITy4aeB:

a)eciM B pe3yJbTaTe CHMKEHHUS MPOU3BOAUTENIEM OTITYCKHOH IIEHBI
B HHOCTPaHHOM BajJIOTE Ha YyKa3aHHBIA JIEKAapCTBEHHBIM  Ipemapar
B MHOCTPAHHBIX T'OCYJapCcTBaX, YKa3aHHBIX B NPUIIOKEHUH No 2 K MeTOJuKe,
OTI[yCKHasi IleHa TpPOM3BOJAMTENS Ha JIEKapCTBEHHBIM mpenapaT B pyOssx,
paccudTaHHas B COOTBETCTBUM C METOAWKOM (C Yy4YeToM pacxojoB
Ha TaMOXXeHHOe oQopMIieHHe), HI)KEe 3aperdCTPUPOBAHHOW MNpenebHOM
OTIyCKHOM  II€eHbl  IPOU3BOAUTENIA Ha  yKa3aHHBIH  JIeKapCTBEHHBIM
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npernapar, - B TedeHHe 30 KaJleHHapHBIX AHEH cO MOHS, KOrJa pelleHHe
O CHIDKEHHU IleH YIIOJTHOMOYEHHBIX OPraHOB B HMHOCTPAaHHBIX IOCYIapCTBax,
YKa3aHHBIX B IPHIOXKEHHH No 2 K METOMKe, BCTYIIHIIO B CHITY;

0) ecnu mpedenpHas ~ OTIYCKHas [ieHa Ha  BOCIIPOU3BENCHHBIH,
OuoaHamoroBelif (0MOMOAO00HEIN) IeKapCTBEHHBIN IIpenapaT BhIIIe NpeaeTbHOM
OTIYCKHOM ILIEHBl Ha COOTBETCTBYIOUIMM pedepeHTHBIH JieKapCTBEHHBIM
Ipenapar B CBS3M CO CHWXXEHHEM, MpEAyCMOTPEHHBIM IOAIIYHKTOM "a"
HACTOSIIETO ITyHKTa, - B TeueHHe 30 KaJieHAapHBIX OHEH CO AHA NPUHATHUSL
pelIeHNs] O HepeperucTpalyii B CTOPOHY CHUXXEHUS 3aperHCTPHPOBAHHOM
IpeeNbHOM  OTIYCKHOM  IIeHBl  NpOMU3BOOUTENs Ha  pedepeHTHHIH
JIeKapCTBEHHBIN ITpenapar;

B) €CJIN 3aperuCTpUpOBaHHAs NpeJeNbHasg OTIyCKHAsA IIeHa Ha IIepPBBIN
BOCIPOM3BEICHHbIN, Ouoananoroepit  (6MONMOAOOHEIN)  JIEeKapCTBEHHBIH
nperiapaT WHOCTPAHHOTO INPOU3BOACTBA, B TOM 4YHUCJIEe INepBUYHAA U (WIH)
BTOpPUYHAs  YMAaKOBKAa KOTOPOIO  OCYIIECTBIISETCS WM. IUIAHUPYETCS
ocyiiecTBIATECS B Pocculickoit ®Denepauuy, BBIIIE NPEACIbHON OTIYCKHOMN
IIeHBI IPON3BOIHTENA, PACCUUTAHHON C YUETOM IIOHIKAIONIEro KodddHIMeHTa,
yKa3aHHOro B IpuwioxkeHnn Ne9 K MeToauke, IIOCie TOCYIapCTBEHHOM
perucTpanuy INpeleNbHOM OTIYCKHOM IIeHBl IPOM3BOAUTENS Ha BTOPOH
BOCIIPOM3BE/ICHHBIM, OWoaHanoroBelii  (OMOMOAOOHEINA)  JIEKAPCTBEHHBIM
npernapar, COBMNAUAIOIMM O  MEXIYHAapOJHOMY  HEIaTEeHTOBAHHOMY
HAVMEHOBAHUIO (IIpU €ro OTCYTCTBHM - I'PYIIIMPOBOYHOMY MIIM XMMUYECKOMY
HaUMEHOBAaHMIO), JiIeKapCTBEeHHOM ¢opMe U JO3UpOBKE, - B TeUEHUE
30 xaneHAapHBIX OHEH CO JHA MNPUHATHA peIIeHHs O ToCyIapCTBEHHOIM
perucTpaliil IIpeleNbHON OTIYCKHOM IIeHbl IIPOM3BONUTENS Ha BTOPOM
BOCIIPOM3BEICHHEIN,  OMoaHaIOroBblii  (OMOMOAOOHBIA)  JIEKAPCTBEHHBIM
Ipenapar;

) €CIM 3aperuCTpPUpOBaHHAs IpefesibHas OTIyCKHas IleHa Ha IepBBIif
BOCIIPOU3BENICHHbIN,  OHoaHanoroBeli  (OuOMOAOOHBIA)  JIEKAPCTBEHHBIM
mpenapar IpoU3BOAUTEINS IrOCyAapCTBa - WieHa EBpa3suiickoro 3KOHOMHYECKOro
COI03a BBIIIE TNpENENbHON OTIYCKHOW LEHBl NMPOW3BOAUTENS TOCYJIapCcTBa -
ywieHa EBpa3suiickoro SKOHOMHYECKOTO COH03a, PacCUUTAHHOM ¢ yd4eToM
HOHIKaIomero KoddduimenTa, yKa3aHHOro B MPHWIOKeHHH Ne 9 K MeToxuke,
IIOCJIC TOCYIapCTBEHHOM peruCTpaliy MpeleibHON OTILyCKHOI IIEHBI Ha BTOPOit
BOCIPOM3BE/ICHHEIN,  OuoaHanoroseili  (6MOMONOOHEIN)  JEKapCTBEHHEIH
nperapaT IPOU3BOUTEINS IOCyJapCcTBa - WieHa EBpa3uiickoro 5KOHOMHYECKOTO

co103a, COBITaArONINH 110 MEXITyHapOJHOMY HENIaTeHTOBaHHOMY -

HAapMEHOBAHMIO (IIPH €r0 OTCYTCTBHUH - IPYIIUPOBOYHOMY MIIM XMMHYECKOMY),
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JIEKapCTBEHHOM (opMe ¥ NO3MPOBKE, - B TeueHHe 30 KaleH[apHbIX JHEH Co aHs
IIPUHATHS PELUIEHUS O IOCYJAapCTBEHHOM pErucTpalyy IpelelbHOW OTIyCKHOM
IIlEHbI IPOM3BOJUTENSI Ha BTOPOM BOCIPOU3BEICHHBIN, OMOAHAIOTOBEIH
(6brono0OHBIN) JIEKapCTBEHHBIM IpernapaT HpPOM3BOAMTENS TrOCyHapcTBa -
yena EBpa3suiickoro 5KOHOMHUYECKOr0 CO03a.

43. Ilepeperucrpanist 3aperucTpUPOBAHHON TIPEAENbHON OTIYCKHOH
I[eHbl BOCIIPOU3BEAEHHOT0, OroananoroBoro (6uonoq060HOT0) JIEKapCTBEHHOTO
mperniapara B CTOPOHY CHMJKEHHS B CIydasX, IIPeIyCMOTpPEHHEIX
nmoxmyHkTaMu "B" 1 "r" myHkra 42 Hactosmux [lpaBui, ocymiecTBiseTcs, eCiu
B paMKax MEXIYHapOJHOIO HEMAaTEeHTOBAaHHOIO HAWMMEHOBaHUA (NpU €ro
OTCYTCTBUM - IPYNIIUPOBOYHOIO 1015 XUMUYECKOTO HaMEHOBaHU )
M JIEKapCTBEHHOM (OPMBI 3aperuCTpUpOBaHa IIpeAeNbHas OTIyCKHas IeHa
IIPOM3BONUTENS] HAa  COOTBETCTBYIOIUN  pedepeHTHBIH  JIeKapCTBEHHBIH
npernapar.

44. B ciy4yae IepeperucTpaliyd 3aperWCTPUPOBAaHHON MpeAeIbHOU
OTIIYCKHOH 1LIEHBl [POW3BOJUTENS B CTOPOHY CHHXEHUS Ha OCHOBaHHH
3agBJICHUS] JEp)KaTelsl WX Biajesblla PEeTUCTPAIMOHHOTO YAOCTOBEPEHHS
JIeKapCTBEHHOr0 Inpemnapara (yIOJHOMOYEHHOTO UM JIMNA), IPEICTaBIEHHOTO
B COOTBETCTBMM C NyHKTOM 42 Hacrosmumx [lpaBun, nena Ha Takoi
JIeKapCTBEHHBIN mpenapaT He MOXeT ObITh 3asBJieHA B T€UEHHE KaJICHAApHOTO
roja Ha TMEpeperucTpalyio B CTOPOHY YBEJIHYEHHS B COOTBETCTBHH
¢ nynkraMu 32 u 34 nacrosauux [Ipasui. ‘

45. QenepanbHasg aHTHUMOHONOJBHAS cIyXk0a B IMCBMEHHOH (opme
yBEJIOMIISIET JAEp)KaTels WM BIaJenblla PErucTPallMOHHOIO YJIOCTOBEPEHHUS
JICKapCTBEHHOI'0 Ipemnapara (yHIOJTHOMOYEHHOE HM JIMIIO) O HEeOOXOIMMOCTH
nepeperucTpallii  3aperMCTPUPOBAHHON  IIPENENIbHON  OTIIyCKHOM  LIE€HEI
Ha JIEKapCTBEHHBIM NpenapaT B CTOPOHY CHIDKEHHUS, €CIH JIepkKaTellb WIH
BJIaJIeNIel] PETUCTPAlMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO IIpernapaTa
(YIOJTHOMOYEHHOE KM JIMIO) HEe NpPEeACTaBWI 3asBIIEHHE O IEePepEeruCTpalvH
B CTOPOHY CHMXXEHHS B COOTBETCTBUU C ITyHKTOM 42 HacTosux [IpaBuir.

Jepxarens  wnM  BIAAeliell  PETUCTPALMOHHOIO  yAOCTOBEPEHUS
JieKapCTBEHHOTo npenapara (YIIoJIHOMOYEHHOE UM JHI0) B TeueHue 20 paboumx
JHeH 1ocie mnoiydeHus yBenomiieHHs @DenepanbHON aHTUMOHOIIOIBHOMN
CIyX0Bl TNPUBOAUT 3aPETMCTPUPOBAHHYIO IIPENCIBHYIO OTIIYyCKHYIO IIE€HY
B COOTBETCTBUE C ILEHOH, PacCUYUTAaHHOW B COOTBETCTBHMU C HACTOSALIUMU
[TpaBunamu ¥ METOAMKOH, C y4eTOM MH(OpMaliH, yKa3aHHON B YBEIOMIICHUU
DenepabHOM aHTUMOHONOIBHON CITYXKOBI. '
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@denepanpHas aHTUMOHONONBHas choyx0a B TedyeHue 5 pabouux IHeH
II0CJIe MCTEUYEHUs CpOKa, YKa3aHHOI'o B ab3alle BTOPOM HACTOALIETO ITyHKTA,
OTMEHSIET peELICEHHWEe O COIJIaCOBAaHUM TMPEAENBHOR  OTIIyCKHOM  LIeHBI
IPOU3BOJMTENA Ha JIEKApCTBEHHBIM IIpernapar B Cly4dae HENpUBEACHUS
JepxkaTeneM WM BIAJCNBLEM  PEruCTPallMOHHOIO  YIOCTOBEpPEHHS
JIEKapCTBEHHOTI'O IIpernapara (YTIOJTHOMOYEHHBIM UM JIALIOM)
3apErUCTPUPOBAHHON  IpEeNIeIbBHOM  OTHYCKHOM LEHBI B COOTBETCTBHUE
¢ Hacrosiuumu IlpaBunamMu ¥ METOAMKON C ydeToM HMHQOpMaluy, yKa3aHHOM
B yBemomiieHun denepanpHO aHTUMOHOIONBHOU CIIyKOBI, B TeUeHHE OIHOTO
Mecsla co JHsS IOoNydeHus yBegomieHus PenepanbHON aHTHUMOHOIOJIBHOMN
CITy 051"}

npuwioxerus Ne 1 u 2 x ykazanHbIM [IpaBuiiaMm U3N0XHUTE B CleAyIOILICH
penaKiuun:
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B) JONOJIHUTH IIpaBunamu 00s3aTeNbHOM [IepePEruCTpaLyu
B 2019-2020 rozmax 3aperuCTpUpOBaHHBIX HPENEIbHBIX OTIYCKHBIX IEH
MIPOM3BOAUTENIEH HA JIEKapCTBEHHbIE Ipenaparbl, BKIIOYEHHBIE B II€peueHb
KU3HEHHO HEOOXONMMBIX MW BaXHEHIIMX JIEKAPCTBEHHBIX IpenaparoB
CJIEYIOLIETO CONEPIKaHuU:

"VTBEPXJIEHbBI

nocraHoBineHnneM [ IpaBuTenscTBa
Poccuiickoit ®enepanuu
oT 29 okTs6pst 2010 . Ne 865

IIPABHUIA

o0s13aTesIbHOM NepeperucTpauuu B 2019 - 2020 rogax
3aperucTpUMpPOBaHHbIX NMpee/IbHbIX OTHYCKHBIX IeH NPOU3BOAHTEJIeH
Ha JIeKapCcTBEHHbIE NPenaparbl, BKIIYEHHbIE B llepeYyeHb »KH3HEHHO
He0OXOAUMBbIX H BaKHeHIIHX JIeKAPCTBEHHbIX NpenapaToB

1. Hactositiue IlpaBuna ycTaHaBIWMBAIOT MOPSAJIOK OCYILECTBIECHUS
B 2019 - 2020 romax o0s3aTenbHOM NepeperucTpalvi 3aperucTpUpPOBAHHBIX
IpeleNIbHBIX OTIIYCKHBIX II€H IPOM3BOJWTENEN Ha JIEKapCTBEHHbBIE Mpenaparsl,
BKJIIOYEHHBbIE B TMEpeuYeHb JKU3HEHHO HEOOXOJMMBIX M  BaXHEHIIMX
JIeKapCTBEHHBIX IpernaparoB (Jajiee COOTBETCTBEHHO - MpeAebHbIe OTITYyCKHBIE
IICHBI, JIEKapCTBEHHBIE MpenapaThl, 00s3aTeIbHas iepeperucTpanms).

Obs3atenbHas nepeperucTpanusl MpeNeNbHBIX OTHYCKHBIX LIEH Ha
JIEKapCTBEHHBIE IIpenapaTbl OCYMIECTBISIETCI C COXPAaHEHHEM MOCHEeAHUX
3aperuCTPUPOBAHHBIX (TEPEPEruCTPUPOBAHHBIX) TIPEAEIbHBIX OTIHYCKHBIX ILIEH
Ha HMMYHOOMOJIOTMYECKHE JIEKQpCTBEHHBIE IIpernapaThbl, JIeKapCTBEHHBIC
rpenaparsl, CoIepXKallie HapKOTUIECKHUE CPEICTBA U IICUXOTPONHBIE BELIECTBA,
MPOU3BOACTBA TOCYHAPCTB - WIEHOB EBPa3zMiicKOro »KOHOMHYECKOTO COK03a,
a TaKXKe Ha JIeKapCTBEHHbIE ITpernaparhl B LieHOBOM cermenTe a0 100 py6Greit, He
MPEBLIIAIOIINX TPEAENbHBIX OTIYCKHBIX II€H, OMNpPEAENeHHBIX C YYETOM
noyioxkeHuit 4vactu 4 crarbu 61 @enepanbHoro 3akoHa "OO6 obpaieHUN
JIeKapCTBEHHBIX CPEACTB".

2. 3aperucTpupoBaHHbIE 10 BCTyIUIeHUs B cuiy DepepalbHOro 3aKoHa
"O BpBHecenun wusMeHeHuH B @DenepanbHblii 3akoH "OO0  obpaiieHun
JEKapCTBEHHBIX CpPeACTB" B 4YacTH TOCYAApCTBEHHOIO peryJIMpoBaHUs
IIeH Ha JIeKapCTBEHHble IpenapaTbl, BKJIIOYEHHBbIE B MEPEYEHb >KU3IHEHHO
HEOOXOAMMBIX K BaXKHEHIIMX JIEKAPCTBEHHBIX MpenaparoB’ MpeesbHbIe
OTITYCKHBIE  LI€HBI Ha  pedepeHTHbIE  JIEKAPCTBCHHBIE Npenaparbl
HOAJIeXKAaT 00s3aTeNbHOM TIepeperucTpallud Ha OCHOBaHMM  3asiBICHUHU
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BJQJIeNIbIIEB WK JepXarelell perucTpallMOHHBIX YJIOCTOBEpEeHWH TaKuxX
JIeKapCTBEHHBIX TNpenaparoB (YNOJIHOMOYEHHBIX HWMH JIMI), [OAaHHBIX
B COOTBETCTBUM ¢ HacTosmuMu [IpaBunamu.

3. MunucTepcTBO 3/paBooXxpaHeHust Pocculickoli @enepanu B TeUEHUE
10 pabouux aHe#ll co AHA BCTYIUIEHUS B CHUILy NocTaHOBiIeHHA [IpaBuTenbcTtBa
Poccuiickoii ®Peneparun ot 16 pexabps 2019 r. Ne 1683 "O BHecenuu
W3MEHEHUH B HEKOTOPbIC aKThI HpaBHTeJILCTBa Poccuiickoit ®enepanuu
B YacTU TOCYJapCTBEHHOH PpErHCTpallid K NepeperucTpauuu mnpeneabHbIX
OTIYCKHBIX II€H Ha JICKapCTBEHHBIC IpENapartbl, BKIIOYEHHBIE B II€pedyeHb
KW3HEHHO HEOOXOOUMBIX M BaXHEWIIMX JeKapCTBEHHBIX Ipenaparos”,
pasMelmaeT Ha CcBoeM O¢QUIMaNIbHOM caiiTe B  WH(OPMALUOHHO-
TeIeKOMMYHUKaMoHHOW cetu "HHtepHer" (nmanee - cerb "HHtepHer")
oOpaliienre K BIaeblaM Wi AepKaTessiM PEeruCTPallMOHHbBIX YOCTOBEpEeHUM
pedepeHTHBIX JIEKapCTBEHHBIX IpenapaToB (YMOJIHOMOYEHHBIM HMH JIMIIaM)
0  HeoOXOAMMOCTM  MpeACTaBIE€HHUS  JOKYMEHTOB W  HWHGOpMALNH,
MIpeIyCMOTPEHHbIX HacTosIKUMH [ IpaBunamu.

4. Jlep>xaTtens WIM BIafenel] PETUCTPAlMOHHOIrO  YJIOCTOBEPEHHUS
pedepeHTHOrO0 JIeKapCTBEHHOIo Ipenapara (yNOJIHOMOYEHHOE UM  JIHMIIO)
B TeueHue 40 paboumx gHEH CO AHSA BCTYIUIEHHS B CHIIy ITOCTAaHOBJICHHS
IIpaButenscTBa Poccuiickoil Penepanivii, yKa3aHHOrO B MYHKTE 3 HACTOSIIUAX
[lpaBus, mnpencraBiseT B MUHHCTEpCTBO 34paBooxpaHeHuss Poccuiickoit
Qepnepalud  cleAyouye  OOKyMeHThl  (Ha ~ OymMakHOM  HOCHUTene
B 2 5K3eMIUIApax U B JJIEKTPOHHOM BHJE):

3asBjeHHe 00 oOs3arensHON nepepeructpanuu B 2019 - 2020 romax
3apErUCTPUPOBAHHON  NPENENIbHOM  OTIYCKHOM  LIEHBl  IIPOWU3BOAUTENS
Ha pedepeHTHBIN JEeKapCTBEHHBIH Ipenapar, BKIIOYEHHBIH B IepeveHb
KU3HEHHO HEeOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IIpenaparoB, IO
(dopme cornacHo npuiioxeHuro Ne 1 (nanee - 3asBieHue);

CBEJICHHs O JIMUEH3HH Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

CBEJIEHUS O PpErUCTPALOHHOM  YJOCTOBEPEHHM  JIEKapCTBEHHOTO
npenapara;

pacuer NpeeiabHOH OTIYCKHOM LIEHBI MPOU3BOAUTENS HA pedepeHTHBIH
JIEKapCTBEHHBIN Ipemnapar, [IpeICTaBIAE MO TS obs3aTenbHOM
nepepeructpanyi B 2019 - 2020 rogax, mo ¢popme cornacHo IpHIoKeHHo Ne 2;

WHGOPMALIMIO O MUHMMAJIBHBIX OTITYCKHBIX IIeHaX Ha JIeKapCTBEHHBIH
npermapaT B HHOCTPaHHBIX  rocyJapctBax Io  (opme  COrJIacHO
npuioxeHuto Ne 3. [lepecueT LieHBl B MHOCTpaHHOM BaIIOTE HA JIEKAPCTBEHHBIE
npenapaThl B MHOCTPaHHBIX TOCYIapCcTBax, YKa3aHHBIX B MpuiioxkeHuu Ne 3
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K HacrosmwmM IlpaBmiiam, B pyOinM OCYIIECTBISETCS IO CpeAHEMY Kypcy
COOTBETCTBYIOIEH WHOCTPAaHHOW BaIIOTHI K pybmro Poccuiickoil @epepannu,
ycranoBiaeHHOMY LlenTpansaeiM 6ankoM Poccuiickoit @eneparnun 3a 2018 rog.

JomonHuTeNnbHO Ha 6YMaXXHOM HOCHUTEJIE IIPEICTaBISIOTCS:

cBefieHUs (IO BBRIOOPY JepXaTeis MWIH BiIaJeNblla PEeruCTPAlIOHHOIO
YAOCTOBEpEHHs JIEKapCTBEHHOIO Ipenapara (yIOJHOMOYEHHOTO MM JIHIA),
NOATBEPXKIAIONINE OTIYCKHbIE IIeHBl IIPOU3BOJIUTENS Ha JIEKApPCTBEHHBIHN
openapar B HMHOCTPAaHHBIX TOCYyAapCTBax, yKa3aHHBIX B IpuiioxeHum Ne 3
k HacrosmwmM [IpaBunam (B 2 sk3eMIuIsipax, ¢ IePeBOJIOM Ha PYCCKHH SA3BIK);

JIOKYMEHT, TIO/ITBEP K IAIOIIHIA TIOTHOMOYHS YIOTHOMOUEHHOTO JIHIIA.

5. Csenenus, IpeayCMOTPEHHBIE IIyHKTOM 4 HacTtosmux Ilpasmin,
YKa3bIBaIOTCSI B COOTBETCTBHM C JEHCTBYIOUIMM Ha JaTy MOJNa4Yd 3asBICHUA
PErUCTPAaLMOHHBIM yAOCTOBEPEHHEM JIEKAPCTBEHHOTI'O IIpenapara. '

6. [lepxarens MM BHajelell  PETHCTPAallMOHHOTO  yAOCTOBEPEHMS
JIeKapCTBEHHOT0 Ipenapara (YIIOJTHOMOYEHHOEe UM JIUIO) B TedeHue 40 pabounx
JHE! co JHs BCTYIUIEHUS B CHIIy noctaHoBieHUs lIpaBurenscrBa Poccuiickoi
Oepepanyy, yka3aHHOro B ITyHKTe 3 Hactosiuux [lIpaBun, oOs3aH ykasaTh
B JIMYHOM KaOWHeTe 3asBUTENSA Ha IIOpTalie IO BEAEHHIO I'OCYAapCTBEHHOI'O
peecTpa JEKapCTBEHHBIX CPEACTB pEeCcTPOBBIE 3allUCH TI'OCYJIapCTBEHHOTO
peecTpa IMpeAeNbHBIX OTIIYCKHBIX II€H IPOU3BOAMWTENIEH Ha JIEKapCTBEHHBIE
Ipenapartsl, BKIIOYEHHBIE B IIEPEUEHb XU3HEHHO HEOOXOIMMBIX U BaXKHEHIIMX
JIeKapCTBEHHBIX IIperapaToB (lajee - peecTp), MOIJIeXAIINe HCKIIOYEHUIO
U3 peecTpa, COAEp)Kallde HOMEpP PETrUCTPAIMOHHOTO  YAOCTOBEpPEHHUS
JIEKapCTBEHHOIO IIpenapara, HaMMEHOBaHHE BIAJeNblla MWIM JIepxKaTens
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO TperapaTa, HauMEeHOBaHHUS
IIPOU3BOAUTENEH (nIpou3BOACTBEHHEIX IUIOLIAA0K IIPOU3BOAUTENIN),
MEXIYyHapOJHOE HENaTeHTOBaHHOE€ HaMMEHOBaHUE (IIPH €ro OTCYTCTBHUH -
XUMUYECKOe WM TPyNIIMPOBOYHOE HAMMEHOBaHHE), TOProBOE HaMMEHOBAaHUE,
JeKapCTBEHHYI0 (GopMy, JO3HPOBKY (KOHIIEHTpaluio, 00BeM, aKTHBHOCTH
B €OWHHIIAX JEHCTBHA), (OpPMY BBIMYCKA, KOJHYECTBO B IOTPEOUTEIHCKOM
YIaKOBKe, 3aperMCTPUPOBAaHHYIO NPENCIBHYIO OTIIYCKHYIO IIEHY C yKa3aHHeM
JaThl W HOMepa IIpHKa3a MMUHUCTEPCTBA 3[paBOOXpaHeHus Poccuiickoii
Qepepanii 0 TIOCYJapCTBEHHOM PpErMCTpallMM WJIA HepeperucTpamuu
npeeIbHON OTIYCKHOR IeHB! W (MIM) JaThl U HOMepa BBIIMCKH U3 peecTpa,
BEIZJAHHON BIAAENbLly WJIM JEpPXAaTeNi0 PErUuCTPAIMOHHOIO YJIOCTOBEPEHHS
JeKapCTBEHHOrO0  IIpemapara IO  pe3yjbraraM BHECEHHS  H3MeHeHHH
B PpPEECTPOBYIO 3allUCh peecTpa MWIM [0 pe3yibTaTaM  CHMKEHWUS
3aperMCTPUPOBAHHOM  INPENENbHOM  OTIHYCKHOM  LEHBl  IPOU3BOJUTEJIS
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Ha JICKapCTBEHHBIN Ipenapar, LITPUXOBOM KOJ, HAHECCHHBIM Ha BTOPHUYHYIO
(moTpeOUTENIbCKYIO) YIIAKOBKY JIEKApCTBEHHOTO- IperaparTa).

7. Ilpu obs3aTenbHOM NepeperucTpalii IIpelelbHON OTIYCKHOM IeHBI
Ha KOHKPETHBIH pedepeHTHHIN JIeKapCTBEHHBIM Ipernapar CBEICHHS IO BCEM
yYKa3aHHBIM B paMKax  OJHOIO  PEruCTPallMOHHOIO  yAOCTOBEpPEHUs
JeKapCTBEHHOIO IIpenapara NPOM3BOACTBEHHBIM ILIOWAAKaM IPOU3BOAUTENS U
¢dbopmMaM BBIITyCKa JIEKAPCTBEHHOIO MIpenapara IpeICTaBlIs0TCS] OJHOBPEMEHHO.

8. MuHuCTEpCTBO 3apaBooxpaHeHus Poccuiickoil Peliepany B TedeHUE
15 paboumx paHed cO [OHSA TIOJIYHeHHMS YKa3aHHBIX B ITYHKTEe 4 HACTOSIIMX
[IpaBus JOKYMEHTOB M CBEACHUU OCYILECTBIISIET MIPOBEPKY HMX IMOJHOTHI H
HanpaBiieT OJWH 3K3eMIUIAp JOKYMEHTOB M CBelicHHMH B DeaepanbHyO
aHTUMOHONIOJBHYIO  CIyXOy WM IpuHMMaeT pemeHne o0  OTkase
B 00s3aTeNbHOM  IEpeperucTpaliyi  MpeAesbHOM  OTIYCKHOH  IEHBI
Ha pedepeHTHBIH JICKapCTBEHHBIN Ipenapar.

9. ®enepanbHas aHTUMOHOTIONBHAS CITyk0a B Teuenue 70 pabounmx gueii
CO IHS TOJNy4eHUs OOKYMEHTOB U CBEJACHUN NPOBOJUT B COOTBETCTBUH
¢ Hactosmumu IIpaBunamMu 5KOHOMHUYECKHM aHAIU3 IPEAeNbHBIX OTIIYCKHBIX
[eH Ha pe(epeHTHHIE JEKAPCTBEHHEIE IIpelapaThl, NPUHAMAET U HaIlpaBIIsIeT
B MunucrepctBo 3apaBooxpaHeHHs Poccuiickoil @enepauuu penieHHe
O COlIaCOBaHWH NPENEeNbHONH OTIyCKHOM IleHsl Wi 00 oTKaze B ee
COrJJaCOBaHMU C  YyKa3aHMEM [NPUYMH  OTKaza, INyOIUKyeT JaHHBIE
O COTJIaCOBaHHOH IIeHe pedepeHTHOro JIEKapCTBEHHOTO IpelapaTa Ha CBOEM
opuuraisHOM caiite B ceTd "IHTEepHET".

10. B ciydae HeoOXOOUMOCTH YTOYHEHHUS CBEACHHUM, COJEpXalluxcs
B IPEICTaBICHHBIX JOKyMEHTaX, U (W) MOJNY4YeHHUS JONOJHUTEIHLHOMN
HeoOxoauMor wHpopManuu MUHHCTEPCTBO 3ApaBooxpaHeHus Poccuiickoii
Genepaunn 1 DenepanbHas aHTUMOHONOJNBHAS CIIy)k0a 3ampaliuBaioT
COOTBETCTBYIOLIME JOKYMEHTHl KU CBEJCHHMS B MOpPAJKE, INPEeIyCMOTPEHHOM
nyHkTamu 12 u 14 IlpaBun rocy1apcTBEHHOM perucTpanyy 1 lepeperucTpaiim
IIPEAENIBHBIX OTIIYCKHBIX I[€H IIPOM3BOJUTENEH Ha JIEKapCTBEHHBIE Ipenaparsl,
BKJIIOYEHHBIC B IIEPEYECHb IKM3HEHHO HEOOXOIWMEBIX M  BaKHEHMIIHX
JIEKapCTBEHHBIX IPENapaToB, yTBEPKIAECHHBIX noctaHoBneHreM [IpaButenscTBa
Poccutickoit @eneparun ot 29 oxtsaops 2010 r. Ne 865 "O rocynapcTBeHHOM
PETYIMpPOBaHUM LIEH Ha JIEKapCTBEHHBIE NpEIapaThl, BKIIOYECHHBIE B [I€PEUYCHb
KU3HEHHO HEOOXOIMMBIX M  BaXKHEWMIIMX JIEKAPCTBEHHBIX IIpenapaToB”
(manee - [IpaBuiia perucTpaiuy).
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11. OcHoBaHusAMU [UII OTKaza B 0O0s3aTeNbHONW MepeperucTpanuu
MunuctepcTBoM 31paBooxpaHenus Poccuiickoit @enepanuym npeaenbHON
OTITYCKHO LIeHEI Ha peepeHTHBIN JIEKapCTBEHHEIH IpernapaT SIBISIOTCS

a) OTCYyTCTBME B TIPENCTaBICHHbIX B COOTBETCTBUHM C IIYHKTOM 4
HacTosamx IIpaBUi NOKyMEHTax CBENEHUM, NPEAYyCMOTPEHHBIX HACTOSIUMU
IIpaBunamuy;

0) HempecTaBI€HUE CBEACHUH B COOTBETCTBUMM C ImyHKTaMH 4 u 10
Hacrosiumx IIpaBuir;

B) pemiennie ®DenepanbHON aHTUMOHOIONBHOM CiyxkObl 00 oOTKaze
B COMNIACOBAaHWH MpPEHEeNbHOM OTIYyCKHOM IeHbl Ha pedepeHTHBIH
JeKapCTBEHHBIN IIpenapar.

12. OcHoBanusMu ang  npuHiATHS DenepalbHOM  aHTUMOHOIIOJIBHOM
ciryx00i pemenus o6 OTKase B COIJIACOBAHUM IPEJEIBHOW OTILyCKHOM IICHEI
Ha pe)epeHTHBIN JIeKapCTBEHHBII Mpenapar sSBISIOTCS:

a) IpeJCTaBJIEHUE HeJOCTOBEPHBIX CBEJEHUH;

0) nmpeAcTaBiIeHUE TOKYMEHTOB B HEIOJHOM OO0BeMe W (MJIM) HEIOJIHOTA
cozlep KaIuXcs B HAX CBEJICHHUIH;

B) HENPEJICTaBJIEHWE CBECHUM B COOTBETCTBUH C IIyHKTOM 10 HacTosmmx
Ilpasuu;

T) IPEBBIIIEHUE IIPE/ICTABIEHHON K 00s3aTeNbHOW mepeperucTpanuu
npenesbHOR OTIYCKHOU IIeHbl Ha pedepeHTHBIH JIeKapCTBeHHBIH Ipenapar Hal
LEHOH, PaCCYUTaHHON B COOTBETCTBUHU € HacTosmumMu I IpaBunamu.

13. ®denepanpHas aHTUMOHOIIONBHAS Clyx0a IpH NPOBEPKE CBEICHUM,
IPE/JCTaBICHHBIX  BIaJeNbLeM  WIM  JepXKareleM  perucTpalioOHHOTO
YIAOCTOBEPEHUS JIEKAPCTBEHHOTO IMperapaTta (YIOJHOMOYEHHBIM MM JIAIIOM)
B COOTBETCTBUM C Hactosmumu [IpaBunamMu, HCHONB3yeT HCTOYHHKH,
collepXXalqye I€Hbl Ha JIEKapCTBEHHBIE IIpemnaparbl B  HHOCTPaHHBIX
rocyziapcTBax COINIACHO MPUIIOXKEeHU0 Ne 3, COOTBETCTBYIOIIME TPeOOBaHUSM,
IpeaycMOTpeHHbIM ITyHKToM 17 IIpaBui perucrparuy.

14. MunucrepcTBo 31paBooxpadenus Poccutickoit denepanyy npuHUMaeT
pemeHye 00 00S3aTENBbHOM MMepeperucTpanyyl IMpelelNbHON OTILyCKHOH IICHBI
Ha pedepeHTHBIH JEKapCTBEHHBIN npemapar B 3aBUCHUMOCTH OT peIIeHHS
O COrjlacoBaHWM IpPEAEIbHONM OTHYCKHOW IeHbl, npuHsAtoro @denepanpHOoi
AHTUMOHONIONBHON Ci1yX00i, OJHOBpPEMEHHO ¢ pelleHHeM o0 00s3aTeIbHOI
IepeperucTpali  NpeJelbHbIX OTIYCKHBIX II€H Ha BOCIPOU3BEIEHHEIE,
6uoananoroseie (0MONOIOOHbIE) JIEKApCTBEHHbIE IpernapaTsl B 3aBUCUMOCTH
OT pereHus, npuHAToro denepanbHON aHTUMOHOIIOIBHON CIIy k001,
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15. MuHucrepcTBO 3apaBooxpanenns Poccuiickoii Genepaiiny B TedeHue
20 pabounx gHeH co  gAHA  noiydeHus — pemenus — DexgepanbHoii
AHTUMOHOIIOJIBHON CcyXOBl O COTJIaCOBAaHHMU NPEAEIBFHOM OTIIYCKHOM IEHEI
IPOU3BOJIUTENS Ha pedepeHTHBIN JIEKapCTBEHHBIM IIpernapar HalpaBiseT
B @DejnepanbHyl0 aHTUMOHOIOJBHYI) CIYy)X0y B  OTHOIIEHMH 3TOTO
peepeHTHOrO JEKapCTBEHHOTO Ipernapara 10 COCTOSHUIO Ha ACHb MPUHATHI
YKa3aHHOTO pelieHUs IIepe4YeHb 3aperucTpUpOBaHHBIX B  Poccwmiickoi
Oenepaun BOCIIPOU3BEACHHBIX, 610aHaIOTOBBIX (6ronono6HEIX)
J€KapCTBEHHBIX IIPENaparoB, IpeaeibHble OTIYCKHBIE ILEHBI Ha KOTOpHIE
3apeTUCTPUPOBAHbl U BKJIIOYEHBI B PEECTp, COAepXallui HeoOXomaumoe s
IIPUMEHEHHS TOHMXAIoLero Kosg@uiyeHTa ONMUCaHHE BOCIPOU3BEIACHHBIX,
OnoaHamoroBslx  (OMONMOMOOHBIX) JIEKAPCTBEHHBIX IIpernapaTtoB  (HOMep
PETUCTPAllMOHHOIO yAOCTOBEPEHMS JIEKaPCTBEHHOIO NpernapaTa, HAMMEHOBaHKe
BIIaJeNbIla U JAepKaTelsl PErUCTPalliOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
nperiapata, HaWMMEHOBAaHUS IIpou3BoAMTENeH (IIPOUM3BOACTBEHHBIX ILIOMIATOK
IPOU3BOAMTENIA), MEXIYHApOJHOE HEIATCHTOBAHHOE HaMMEHOBaHME (TIPU ero
OTCYTCTBUHM - XMMHYECKOE WJIM TPYyNIHPOBOYHOE HAaMMEHOBaHHUE), TOProBOE
HavMEHOBaHUe, JIeKapcTBEHHas ¢opMa, J03UpOBKa (KOHIIEHTpamus, o0beM,
aKTUBHOCTh B E€IMHHLAX JEHCTBUS), BBIpAXEHHAs B COOTBETCTBYIOIIMX
eAWHUIAX H3MepeHus, ¢opMa BBIIYCKa, KOJUYECTBO B IOTPEOHMTENBLCKOMN
yOaKkoBKe, IOCHeAHss IpeJielbHas OTIYyCKHAas IleHAa ¢ YKa3aHWeM JaThl
U HOMepa npHkaza MuHucTepcTBa 37paBooxpaHeHns Pocculickoit ®enepanun
O PpErucTpallMd MIH IIepeperucTpalvy IpeAesbHOM OTIYCKHOM  LIeHBI
¥ (WIKM) [aThl M HOMEpPA BBHIIUCKH U3 pEecTpa, BBIOAHHOW BIAAENBILy WIU
JEpXKATEN0 PErUCTPallMOHHOIO yAOCTOBEPEHHUS JIEKapCTBEHHOIO IIpernapara
[0 pe3yJbTaTaM BHECEHHs HU3MEHEHUUM B PEECTPOBYHO 3aIlUCh peecTpa HIIH
IO PE3YNIbTATAM CHIDKEHUS 3apErUCTPUPOBAHHON IIpeIeNIbHOM OTITyCKHOM IIEHEI
Ha JIEKapCTBEHHBIM IIpernapar, LITPUXOBOM KOJ, HAaHECEHHBIH Ha BTOPHYHYIO
(moTpebuTensCKy0) YHaKOBKY JIEKApCTBEHHOro IIperapara), Ha OyMa)kKHOM
HOCHTEJIE U B 3JIEKTPOHHOM BHJIe B TaOiu4yHOM opmare.

16. MunucrtepcTBo 3paBooxpaHeHus Poccuiickoil @enepanyu B TeYeHHE
15 pabounx  gHeHr co  AHA  moiydeHus — pemenus — DepepanbHoit
AHTUMOHOIIONIEHOM CITy>kObI 00 OTKa3e B COTJIACOBAaHWH IPEIETHHON OTIIYCKHOM
IeHbl  Ha  peQepeHTHBI  JIeKapCTBEHHBI  IpermapaT  IPHHHMAET
COOTBETCTBYIOIIEE pelleHHe 00 OTKa3e B 00s3aTeNbHON IepeperucTpanuu
IIpeIeIFHOM OTILYCKHOM IIeHBI Ha peepeHTHBIN JeKapCTBeHHBII Ipenapar.

IIpy npuHATHH pelieHHus o0 OTKaze B 00sf3aTelnbHOU INepeperucTpalvy
IpeneNbHON OTIYCKHOM ILIeHBl Ha JIEKApCTBEHHBIM Npenapar MUHHCTEPCTBO
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3apaBooxpaHeHus Poccuiickoit Penepalu B CpOK, HE IPEBHILIAIONTUIH
5 pabouux gHel co AHS nmoiydyeHus pelleHus OenepanbHOR aHTUMOHOIIOIBHOM
cnyx0bl, yBEIOMJIIET JepKaTels WM BIaJesiblla  PETUCTPALMOHHOTO
yIOCTOBEpEHUSl JEKAapCTBEHHOIO IIpernapaTta (YHOJHOMOYEHHOE HM JIUIO)
B MUCEMEHHOM QOopMe 0 NPUHATOM PELICHUH (C U3T0XKEHUEM MIPUINH 0TKa3a).

17. B cnydae ecnu JepKaTelneM WIM BIAJENbLEM pErdcTPalldOHHOTO
YJIOCTOBEPEHUS peepeHTHOro JeKapCTBEHHOTO Ipenapata (yIOJIHOMOYSHHEIM
UM JIMLIOM) B TeueHHe 15 paboumx gHEH co JHS NpUHATHA MUHUCTEPCTBOM
3npaBooxpanenus Poccuiickoit denepanum peneHus o6 oTkase B 0013aTeIbHON
NEpeperucTpalliy  MpefeNbHOR  OTIYCKHOM LeHel Ha  pedepeHTHHIH
JEKapCTBEHHBIH IIpernapaT IOBTOPHO IpeaCTaBlieHbl B MMHHCTEPCTBO
3npaBooxpaHeHuss Poccuiickoit @epepanil JTOKYMEHTBI B COOTBETCTBHH
¢ myHkToM 4 Hacrosuwmx I[IpaBui, cpokd pacCMOTpeHHs ITOBTOPHO IMOJAHHBIX
JIOKYMEHTOB OIPEHEISAIOTCS B COOTBETCTBUM ¢ IyHkTaMH 10 m 13 IlpaBun
peruCTpalyH.

18. I'lpu o0s3aTenbHON NepeperucTpalii npeeibHas OTIIyCKHas LieHa Ha
pedepeHTHBINA JIEKapCTBEHHBIM Ipenapar s KaXXJIoH JeKapCTBEHHOH (OpMBI,
JIO3UPOBKU (KOHLEHTpAIMy, aKTUBHOCTH B €IWHMIAX JAEUCTBUSA) M 0OIIEro
KOJMYecTBa BO BTOPHYHOH (IIOTpeOUTENnsCKoil) ynmakoBke 6e3 ydera (hOpMEI
BBIITyCKAa, 3a HCKIIOYEHHWEM CiIydas, M[OpeIyCMOTPEHHOro ITyHKTOM 21
HacTosMX IIpaBui, He MOXET IPEBBILLIATE!

a) pa3Mep MHUHUMAJIBHOM OTIYCKHOH ILieHB! MpousBoauTens (0e3 ydera
MPOU3BOJCTBEHHBIX IUIOUIAJ0OK IIPOM3BOJMTENSA) Ha TaKOMl JIeKapCTBEHHEIH
IpenapaT B HHOCTPAaHHBIX TOCYJapCTBaX, YKa3aHHBIX B NOpHiIoXeHHH No 3
Kk HactosiuM IlpaBunaM (C y4yeToM pacxoOIOB, CBSI3aHHBIX C TaMO>KE€HHEIM
opOpMIIEHHEM), PpAaCCUMTAHHBIA Ha OCHOBaHMM  JAHHBIX, YKa3aHHBIX
B nnpmwioxxeHruH Ne 2 x HactosmuM [Ipasunam;

0) paHee 3aperuCTPUPOBAHHYIO (IIOCIEHHIO IIEPEePEeruCTPUPOBAHHYIO)
OpeneIbHYIO OTIIYCKHYIO LIEHY Ha 3TOT JIEKAPCTBEHHBIN IIpenapar;

B) IpEelCNbHYI0 OTIYCKHYIO IEeHy Ha JIeKapCTBEHHBI Ipenapar,
ONpeeNICHHYI0O C y4eToM IyHKTa 8 IIpaBiI perucrpaiyu, 3a HCKIOYEHUEM
clIydaeB, IPeIyCMOTPEHHBIX IIYHKTOM 6 HacTosmux IlpaBui.

19.1lpu  oOs3aTenbHON mepeperucTpaliid ¢  y4eTOM ITyHKTa 18
Hacrosmx [IpaBmi B pamMkKax OJHOTO  TOProBOrO  HanMMEHOBaHMS
JIEKApCTBEHHOIO Ipernapara ¢ Y4eTOM H3MEHEHMs TOPrOoBOr0 HanuMEHOBAHUS
JEKapCTBEHHOrO0  Ipemapara  JJi1  BCEX  NOMIEKAINMX  CHMXKCHUIO
3aperHCTPUPOBAaHHBIX (IIEpeperuCTPUPOBAHHBIX) MpPENeNbHBIX OTIYCKHBIX IICH
Ha pedepeHTHBII JIEKapCTBEHHBIA npenapar IPOU3BOAUTENIEH
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(TpOU3BOICTBEHHBIX ILIONIA/IOK ITPOU3BONTENS), YKa3aHHBIX B paMKax OJHOTO
PETHCTPAIlMOHHOTO  YJOCTOBEPEHMS, II0  pe3ylnbTraraM  00g3aTeNbHOM
IIepeperucTpalii B PeecTpe YCTaHaBIIMBAaeTCs €AMHAs INpefeiibHAas OTILyCKHas
leHAa Ha JIEKapCTBEHHBIM MpemnapaT IJasd KaXIOW JEeKapCTBEHHOH (opMsl,
JIO3UPOBKHM (KOHLEHTpallMy, aKTHBHOCTH B €IMHMIIAX JEHCTBUS) U 0OIIero
KOJIMYECTBA BO BTOPUYHOH (MOTpeOUTENBCKOM) ymakoBke Oe3 ydera (opMmbl
BBIITYCKa, 3a MCKIIOYEHUEM Ciy4as, I[peIyCMOTPEHHOIO IyHKTOM 21
Hactosux [Ipasui.

20.B cnydae ecaum B paMKax OJHOTO TOProOBOIO HAauMMEHOBaHMS
pedepeHTHOrO JEKapCTBEHHOIO Iperapara ¢ y4eTOM H3MEHEHMs TOpProBOTO
HaVMEHOBaHUsA JIEKapCTBEHHOTO npernapara 3aperUCTPUPOBaHHAS
(epeperucTppoBaHHas) IpeJeibHas OTIYyCKHas ILeHa Uil OJHOr0 WM
HECKOJIBKUX MPOU3BOAUTENEH (IpON3BOACTBEHHBIX IIOMANOK IIPOU3BOIUTENS),
yKa3aHHBIX B paMKax OJHOIO PETHCTPAlMOHHOIO YIOCTOBEPEHHUS, HUXKE, YeM
npeaenpHas OTITyCKHas 11€Ha, pacCUMTaHHAs B COOTBETCTBHU C IIyHKTOM 18
Hacrosmpx [IpaBui, 3Ta leHa IOAJIEKUT COXPAHEHUIO B PEECTPE.

B ciydae ecnu ans peepeHTHOro JeKapCTBEHHOTO IIpenapara ¢ OIHOU
JIeKapCTBeHHOU (OpMOH, AO3UPOBKON M OOIMUM KOJWYECTBOM BO BTOPHUYHOU
(TI0TpeOUTENRCKOM) yHaKOBKE 3aperuCTPUPOBAHO HECKOJBKO IIpeJeNIbHBIX
OTIIyCKHBIX 1[€H, IpefebHas OTIyCKHAas II€Ha Ha JEKapCTBEHHBIN Ipernapar He
MOXET IPEBBINIaTh MUHUMAIBHYK) W3 3aperMCTPHPOBAHHBIX IIPENebHBIX
OTIYCKHBIX IIeH (C YUeTOM IOCIEeIHEN NepeperucTpUpOBaHHOM IIeHbl, Oe3 yuera
IIPOU3BOJCTBEHHBIX IJIOUIAI0K IPOM3BOAUTENS) C YYETOM CBEIAEHHUM O HATMIHH
3apEerUCTPUPOBAHHBIX IpEeAENbHBIX  OTIYCKHBIX  I€H 3a5BIIEMOTO
JIEKapCTBEHHOTO IperapaTa COIIaCHO MpuIoxkeHuto Ne 4.

21.B cmayyae eciM MUHUMAIBHBI YpoBeHb IeH pedepeHTHOro
JIEKapCTBEeHHOI'O IIpernapaTa Ha pas3in4yHble (QOpPMBI BBIIycKa (LINIPHUL-PYUKH,
KapTpuaku 100 HHBIE (QOPMBI BBITYCKa, COBMECTHMBIE C YCTpoHcTBaMu
BBefleHns (MIPUMCHEHMS) WU  SBISIOIIMECS  YCTPOMCTBAaMH  BBEIEHMSA
(npuMeHeHUs1) B OJHOM U3 TIOCYyJapCTB, YyKa3aHHBIX B IpuiokeHHU Ne 3
K HacrosmwmM [IpaBunam, pasnumgaercs Oosnee yeM Ha 10 mporeHTOB, mpHU
00s13aTeIFHOM TepeperucTpaiy NpeaeIbHbIX OTIYCKHBIX IIEH Ha YKa3aHHBIR
pedepeHTHBIM  JIEKapCTBEHHBIM  IIpernapaTr  AOIIYCKAeTcss  yCTaHaBIIMBATh
IpeleNbHYI0 OTIyCKHYI0 IEeHy Ha KaXAyl0o U3 TakuxX (OpM BBIIyCKa
JIEKapCTBEHHOIO IIpenapara.

22. IlpenenpHast OTIyCKHas LIeHa Ha peQEepeHTHBIM JIeKapCTBEHHBIN
mpernapar B ciy4ae, IpPeIyCMOTpeHHOM IIyHKTOM 21 Hacrosmux Ilpasui,
yCTaHABIMBaeTCs HAa  OCHOBAaHMM  MUHHMMAJIbHOM  OTIIYCKHOM  LIEHEI

291030B1.doc



23

npousBojutens (6e3 ydyeTa IPOW3BOACTBEHHBIX IUIOMIAJIOK IPOU3BOIUTENS)
Ha COOTBETCTByIOIIME (OPMBI BBITyCKa TakKOro JIEKAPCTBEHHOrO IIperapara
B TOCYJapCTBaX, YKa3aHHBIX B IpmioxeHMH Ne3 k Hactosmum IlpaBuiam
(c y4eToM pacxoJI0B, CBSI3aHHBIX C TAMOXXEHHBIM O(OpPMIIEHUEM).

Ilpy 3TOM MakcHMallbHas pa3sHUIA MEXIY NpPeNeIbHBIMU OTITYCKHBIMH
I[eHaMd Ha Takoi pe(epeHTHBIH JIEKapCTBEHHBIA IpernapaT B Pa3IHYHbIX
dopmax BBIIYCKa, COIOCTABUMBEIX IO JIEKApPCTBEHHOM (opMme, IT03UPOBKE
(KOHIIEHTpalH, aKTUBHOCTH B €IMHHUIAX JeHCTBUSA) U 00ImEeMy KOJIMYECTBY BO
BTOPUYHONH  (IOTpeOUTENbCKOM)  yIakoBKE, HE  MOXET  IPEeBHIINATh
90 npoueHTOB.

23. Obs3aTenpHas MepeperucTpanysl IpeJeNbHbIX OTIYCKHBIX UEH Ha
UMMYHOOMOJIOTNYECKHe JIeKapCTBEHHBIE npernapartel (BaKIHEI)
OCYILECTBJISETCS B COOTBETCTBHU C TpeOOBAaHUAMHU, YCTAHOBJIICHHBIMH IS
pedepeHTHBIX JI€KapCTBEHHBIX NIPENapaToB.

24. 3aperucTpupoBaHHbIE  IpeJeNbHbIE  OTIYCKHBIE ~ IIEHBI  Ha
BOCIIpOM3BElIcHHbIe,  OwoaHanorosble  (OHOMOHOOHBIE)  JIeKAPCTBEHHEIE
nperapaTsl [OMJIeXKAT 00sA3aTelnpbHON ImepeperucTpaluy 0e3 NpeacTaBlIeHUs
3asiBJICHUS BIaJeNbllaMH WIN Aep>KaTelIIMU PEeruCTPallMOHHbBIX YIOCTOBEPEHHIA
TaKUX JIEKapPCTBEHHBIX IIpenapaToB (YIOJIHOMOUYEHHBIMUA UMH JIMIIAMH ).

25. Ilpu o6s3aTenbHON NIepeperucTpanuu npeaenbHas OTITyCKHas [IeHa Ha
BOCIPOM3BEJICHHBIH,  OuoaHanoroBeli  (6MONMOMOOHEIN)  JTeKapCTBEHHEIMH
mpenapaTr Uil KaXAOoW IeKapCTBEHHOU (OpPMBI, NO3UPOBKH (KOHIIEHTpAIHH,
aKTUBHOCTH B €AWHHUIAX JACUCTBUA) M OOLIEro KOJMYECTBA BO BTOPHYHOMH
(nmorpebutenbckoil) ynakoBke 6e3 ydera (OPMBI BBITYCKa, 3a HCKIHOYEHHEM
cloy4das, HOpPEeAyCMOTPEHHOro mnyHKToMm 21 Hactosumx IIpaBun, He Moxer
IPEBHINIATh:

a) paHee 3apErHCTPUPOBAHHYIO (IIOCIEIHIO IEePEPErUuCTPUPOBAHHYIO)
IpeleNbHYI0 OTIYCKHYIO LieHy IPOM3BOJUTENS Ha 3TOT JIEKapCTBEHHBIM
Tperapar;

0) npenensHyI0 OTIYCKHYIO II€HY Ha 3TOT JIEKapCTBEHHBIH Iperapar,
ompeeNeHHyl0 ¢ ydeTroM TpeboBanuit myHKTa 8 IlpaBmn peructpanun
6e3 ydeTa MpEeJelTbHBIX OTIYCKHBIX II€H, HCKJIIOYEHHBIX B COOTBETCTBHH
¢ myHkToM 6 Hacrosmx [IpaBu;

B) A JIEKQpCTBEHHOTO Ipenapata (3a HWCKIIOUEHHEM oOphaHHOro
JIeKapCTBEHHOIO Ipemaparta), - LeHy, pacCYUTaHHYI0O B COOTBETCTBUHU
¢ pasgenom VIII wMeroguku pacuera IpeAeNbHBIX  OTIYCKHBIX  IHEH
IIPOU3BOAMUTENECH Ha JIEKApCTBEHHBIC IIpenaparthl, BKIIOYEHHBIE B IEPEUYCHb
KU3HEHHO HEOOXOAMMBIX M BaXHEHIMX JIEKapCTBEHHBIX IIPeNaparos,
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yTBEpXKAeHHOUN mocTaHoBieHUeM lIpaButensctBa Poccuiickoit Penepanuul oT
15 centsabps 20151. Ne979 "O BHeceHMM HW3MEHEHMA B IIOCTaHOBJIEHHE
[TpaButennctBa Poccuiickoilt @enepanun ot 29 oxtsibps 2010 . Ne 865 u 06
YTBEPXXIEHHA  METOAMKHA  pacueTa  M[peAeNIbHbIX  OTIYCKHBIX  LEH
IPOU3BOJIUTENEH Ha JeKapCTBEHHBIE IIperapaThl, BKIIOUYEHHBIE B IepedyeHb
KU3HEHHO HEOOXOIMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IPENaparos,
IpH WX TOCYJAapCTBEHHOW perucTpali M mepeperucTpauuu” (naisee -
METOJIHKa), C TPUMEHEHHEM IIOHKXAIoUero kod(duimeHTa B OTHOIIEHUH
MEPePEeruCTPUPOBAaHHON B 00fA3aTeNbHOM  MOpSAKE B  COOTBETCTBUU
¢ HactosuuMmu  [lpaBunamMu  mOpeaenbHOM — OTOYCKHOM — IIEHBI  Ha
COOTBETCTBYIOLIMN pedepeHTHBIH JIeKapCTBEHHBIM IIpemnapar. 3HaYeHUs
HOHIKaoImero  kodpduiueHta, NpUMEHSIeMOro Ipd  0Os3aTeNbHOU
nepepeructpauun B 2019 - 2020 romax  mpeAenbHBIX  OTIIYCKHBIX  LEH
IIPOM3BOJIMTENIEl Ha BOCHpPOU3BEJEHHBIe, OMOaHaJIOroBble (OHOMOI00HEIE)
JIEKapCTBEHHBbIE TpenapaThl, ONpeAeNsioTcs mo (opMmyiaM pacuera COTJIACHO
npuiioxeHuto Ne 5;

r) 11 opdhaHHOTIO JIeKapCTBEHHOrO Ipenapara - IpelelbHy0 OTIYCKHYIO
[IleHy Ha COOTBETCTBYIOUIMI pedepeHTHBIH JIeKapCTBEeHHBIM IMpemnapar,
NepeperucTpUpOBaHHYI0O B 00s3aTe€JIbHOM  MOPSIAIKE B COOTBETCTBUU
¢ Hacrositumu IlpaBunamu.

26. I'lpu 00s13aTeNIbHON MepeperucTpalyy ¢ y4eTOM MyHKTa 25 HaCTOSIIIUX
[IpaBun B paMKax OXHOTO TOPrOBOrO HAUMEHOBAHUS JIEKAPCTBEHHOTO
mpernapara ¢ y4eToM HW3MEHEHHS TOProBOoro HaMMEHOBaHUS JIeKapCTBEHHOTO
npenapara it BceX MNOAJEXKAIIUX CHWKEHHIO TpelebHbIX OTIYCKHBIX IIeH
Ha BOCIIPOM3BEACHHbIE, OHOaHATOTOBbIe (OMOMONOOHBIE) JIEKAPCTBEHHBIE
IIpenapaThl MPOoU3BOAUTeNeH (TIPOU3BOICTBEHHBIX IUIOMIAZOK MPON3BOIAMTENS),
yKa3aHHBIX B paMKaxX OJHOIO PEruCTPaliOHHOrO YJOCTOBEpPEHHUs, MO
pe3ynbraraM 00s3aTeNIbHON MepeperucTpaly ¢ y4eTOM ITyHKTa 29 HacTosmuX
ITpaBun B peecTpe ycTaHAaBIMBAIOTCS €UHBIE Npe/ieIbHbIE OTITyCKHbIE LIEHbI Ha
JIeKapCTBEHHbIE MpemnapaThl s KaXAoH JeKapcTBeHHOH (OpMBI, 103UPOBKU
(KOHLIEHTpALlMY, aKTUBHOCTH B €AMHMIIAX AEHCTBHSA) U OOLIEro KOJIUYECTBa BO
BTOpUYHOHN (MOTpeOUTENbCKOM) ymakoBKke Oe3 ydera QOpMBI BEHIMYyCKa, 3a
HCKIIIOUEHUEM Cilyyasi, IpeycMOTpeHHoro nyHkToM 30 Hactosiux [TpaBui.

27.B cnywae ecnu B paMKax OAHOrO TOProBOTO HaWMEHOBaHUS
BOCIIPOU3BEACHHOTO, OHOaHanoroBoro (6MomnogoOHOT0)  JIeKapCTBEHHOTO
mpernapara ¢ y4eTOM H3MEHEHHS TOProBOrO HAaMMEHOBAaHHS JIEKapCTBEHHOI'O
npernapara  3aperucTpupoBaHHass  (IepeperucTpupoBaHHasl)  MpejaeibHas

4323930



25

OTIyCKHas IleHa JUIi OJHOTO WM  HECKOJNBKUX  IPOU3BOAUTENEH
(IpOM3BOACTBEHHBIX ILIOMIAIOK IIPOU3BOAUTENS), YKAa3aHHBIX B paMKaxX OJHOTO
PETUCTPAIIMOHHOTO YIOCTOBEPEHHS, HUXKE, YEM IpelebHasl OTIyCKHas IIeHa,
paccdMTaHHas B COOTBETCTBHM C IIyHKTOM 25 Hacrtosuux IIpaBui, sra nexa
IIOJJIEIKUT COXPAHEHMIO B peecTpe.

B cirydae eciy 1711 BOCIIPOM3BEIEHHOTO, Oroananorosoro (6uonogobHoro)
JIEKapCTBEHHOrO IIpenapara ¢ OAHOM JeKapCTBeHHOH (opMoil, JO3HPOBKOH
H O0mMM KOJMYECTBOM BO BTOpPUYHOH (MOTPEeOUTENHCKON) yIaKOBKE
3aperuCTPUPOBAHO HECKOJBKO TIPEAENBHBIX OTIYCKHBIX I€H, HpeJelbHas
OTIIyCKHas lIeHa IPOM3BOAUTENSA Ha JIEKApCTBEHHBIN IIpenapaT B paMKax OJHOTO
PErUCTPAIIOHHOTO YIOCTOBEPEHMS HE MOXET IIPEBBIATh MHUHUMAIBHYIO
U3 3apeTUCTPUPOBAHHBIX IIPEAEIBHBIX OTIYCKHBIX II€H C YYeTOM HX
nepeperucTpalyy, 3a HUCKIIOYEHHWEM  IpelelbHBIX  OTIYyCKHBIX  IIeH,
UCKITIOYeHHBIX B COOTBETCTBUU C ITyHKTOM 6 Hactosuux [Ipasui.

B cnydae eciy B paMKax OJHOTO PETHMCTPALIMOHHOTO YOCTOBEPCHHS
JIEKApCTBEHHOTO IpenapaTa 3aperuCTPUPOBaHbl LIEHB Ha BOCIPOU3BEIEHHBIMH,
O61oaHaIOroBeIil  (OMOMOMOOHEIN) JIEKAPCTBEHHBIM ITperiapar NMPOU3BOAUTEIIS
rocyJaapcTBa - wieHa EBpasuicKoro 5KOHOMHYECKOTO COI03a U MHOCTPaHHOTO
IPOU3BOJACTBA, MUHNMAaJIbHAs U3 3aPETUCTPUPOBAHHBIX IPEIETIBHBIX OTITYCKHBIX
IIEH OmIpelensieTcss ¢ COXpaHeHHeM IPUHAJUICKHOCTH HPOU3BOTUTEINS
K TOCYNapCTBY - 4lieHy EBpa3suiickoro 3KOHOMMYECKOI'O COI03a MU
WHOCTPAHHOMY ITPOU3BOJIATEIIIO.

28. B ciyuyae eciu mo pesyiabTraraMm oOs3aTeNbHOM IEepeperucTpanuu B
paMKax MEXIyHapOJHOTO HENaTEeHTOBAHHOTO HauMeHoBaHUA (IIpH  ero
OTCYTCTBUY - IPYIIIUPOBOYHOIO WM XMMUYECKOIO) M JIEKAPCTBEHHOU (OPMEI
Ha COOTBETCTBYIOLIUM pedepeHTHBI JeKapCTBEHHBIM mperapaTr yCTaHOBJICHEI
pa3nuyHBie  IpefeNbHBIE  OTIIYCKHBIE  II€HBl, NPUMEHSETCS  cpegHee
apu@MeTHIECKOe 3HaueHUEe MOHIDKAIOMIEro KO3(PQUIMeHTa, pacCUuTaHHOE Ha
OCHOBaHHMH YCTAHOBJIEHHBIX II0 pe3ylbTaTaM O0S3aTeNbHON IepeperucTpariu
NIpeJIeNIbHBIX OTITYCKHBIX LIeH Ha ped)epeHTHBIH JIeKapCTBEHHBIIH Ipernapar.

29. B ciydae ecnyd B paMKaxX OJHOTO PErHCTPAallMOHHOTO YIOCTOBEPEHUS
JIeKapCTBEHHOT0 npenapara 3apEeTUCTPUPOBAH BOCIIPOM3BEICHHBIM,
OuoaHanoroBeli (6nono00HEIN) JeKapCTBEHHBIH IIpenapaTr IMPOU3BOIUTEIS
rocyaapcTna - 4ieHa EBpasuiicKoro 3KOHOMHYECKOIO COX03a M HHOCTPAHHOTO
IIPOM3BOACTBA, IEHBI JJ  YKa3aHHOIO  JIGKapCTBEHHOIO  IIperapara
PacCYUTHIBAIOTCA B COOTBETCTBUM ¢ pazzeioMm VIII MeTonuku ¢ npUMeHeHueM
IOHIDKAIOMNX  KOBG(ULMEHTOB, 3HAYEHUS  KOTOPBIX  ONpENENsIIOTCs
B COOTBETCTBUH C npusioxeHueM Ne 5 xk HactosmumM [Ipasunam.
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30. B cmy4yae ecnu npepeibHas OTIyCKHas IieHa Ha peQepeHTHBIHA
JIEKapCTBEHHBIN IIperapar yCTaHOBJIEHA B COOTBETCTBUU C MyHKTamMu 21 u 22
Hactossmwx  IlpaBun,  pacdeT — HpedenpHBIX  OTIYCKHBIX  II€H  Ha
BOCIIPOM3BENICHHBIN,  OuoaHanoroBblii  (OMOMOOOHEBIN)  JIeKapCTBEHHBIM
npenapar OCYHIECTBISETCS B COOTBETCTBUM C HMyHKTamM 24 - 27 HaCTOSIIMX
[IpaBun jist kaxa0#¥ GOpMBI BEITYCKa UCXOMS M3 IPEIENbHBIX OTIIYCKHBIX LIeH
Ha COOTBETCTBYIOIIHE (OPMBI BEIIYCKa pedepeHTHOro JIEKapCTBEHHOIO
penapara.

31. enepanbHas aHTUMOHOIIONEBHAS CiIyx0a B TeueHune 60 pabounx qHei
co naHA mnomydeHMs oT MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit
Qenepallud CBEICHUHM, NPEAYCMOTPEHHBIX IIyHKTOM 15 Hactosimmux IIpaBuin,
IIPOBOJUT B COOTBETCTBHM C HacrosimuMmu [lpaBuimamMu M MeToaukoi pacyer
NpefeNbHbIX OTIYCKHBIX IIeH Ha BOCIpPOU3BEACHHBIe, OHOaHAJIOrOBBIE
(buomo00HEIE) JIeKapCTBEHHBIE IIperaparbl, a TakXe MyOJMKyeT Ha CBOEM
obpunuaibHOM caifte B cetd "VHTepHer" U OJHOBPEMEHHO HampaBIAET
B MusnucrepcTBo 3apaBooxpaHeHds Poccuiickoit ®Penepanvu yka3zaHHBIN
pacdeT NpefeNbHBIX OTIYCKHBIX II€H Ha BOCIPOHM3BEACHHBIC, OMOaHATIOrOBEIE
(buononoOHBIE)  JeKapCTBEHHBIE  IIpenapaThl,  COAEpPXKAIlUi  HOMeEp
PErUCTPaLlMOHHOI0 yAOCTOBEPEHUS JIEKapCTBEHHOIO MpernapaTra, HANMEHOBaHUE
BJIAJEJIbIIA WIH JAEpKaTess PeTUCTPAlMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara, HaMMEHOBaHHUS NPOU3BOAUTENEHN (IMPON3BOACTBEHHBIX ILIOIIAI0K
IPOU3BOUTENS), MEXIYHAPOJHOE HENAaTeHTOBaHHOE HauMeHOBaHUE (IIpH ero
OTCYTCTBUHM - XMMHYECKOE WJIM TIPYyNIMPOBOYHOE HaNMMEHOBAHHUE), TOProBOE
HAaHMEHOBaHUE, JIEKapCTBEHHYIO (GOpMy, HO3UPOBKY (KOHIEHTPALHIO, 00BeM,
aKTUBHOCTP B €IWHHUIAX JeicTBus), QopMy BBEIIyCKa, KOJHYECTBO
B MOTPEOUTENHCKON yIIakoBKe, NMPEeAeNbHYI0 OTIyCKHYIO LIEHY, PAaCCUUTAHHYIO
®DenepanbHON aHTHMOHOIIOIBHOM CIy)KOOH, INITPUXOBOM KO, HaHECEHHBIH
Ha BTOPUYHYH (IIOTPeOUTENHCKYI0) YIIaKOBKY JIEKAPCTBEHHOTO IIperapara)
(ra OyMa)XHOM HOCHTENE U B 3JICKTPOHHOM BHJIe B TabiuuHoM Gopmare).

32.ITlpu HeoOxonuMOCTH YTOUYHEHHS UHQOpManyH, TpedyeMoit i
MPOBEJICHHST pacyeTa MpEJeIbHBIX OTIYCKHBIX LIEH Ha BOCIPOHU3BEICHHBIMH,
OuroaHanoroBeiil (0MOMOHOOHEIH) JIeKapCTBEHHBIH Ipenapart, COOTBETCTBYIOIIHE
CBEJICHUS 3aIlpalllMBAIOTCA B MOPSAKE, IPeIyCMOTpeHHOM ITyHKTOM 14 IlpaBun
pEruCTpalyy.

33. MunuctepcTBo 3apaBooxpanenus Poccuiickoit @enepanyu B TeUEHHE
20 paboumx paHe#l co aHA monydeHus oT DenepanbHON aHTUMOHOIOJIBHOMN
cyk0bl pemieHHs 00 YTBEpKACHUM pacdeTa IpeleNbHBIX OTIyCKHBIX II€H
Ha BOCHPOU3BEIEHHEIE, OHOaHAJIOroBhIe (OHOIIOAOOHBIE) JEKapCTBEHHEIE
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npenaparsl B COOTBETCTBHU C IYyHKTOM 31 Hacrosmux IIpaBun mnpunHumaer
petieHre 00 00s3aTeNbHONM NepeperucTpalii NpeaelbHON OTIyCKHOHW 1eHBI Ha
JIeKapCTBEHHEBIN Ipernapar, BHOCUT COOTBETCTBYIOLIUE JIaHHBIE B PEECTP B CPOK,
npenycMoTpeHHbIM IyHKTOM 6 [lpaBun BeneHHs rocyiapcTBEHHOIO peecTpa
npefeNbHBIX OTHYCKHBIX LE€H IMPOU3BOJAUTENEH HA JIEKAPCTBEHHBIE MpenapaTtsl,
BKJIIOYEHHbIE B TMepeueHb JKU3HEHHO HeoOXOMMMBIX U  Ba)KHEHIIHX
JIEKapCTBEHHBIX IPENapaToB, YTBEPXKACHHBIX NoCcTaHOBIeHUEM [IpaBuTenbcTBa
Poccuiickoit ®@enepanuu ot 29 oxtsadbps 2010 r. Ne 865 "O rocymapcTBeHHOM
pPEryIUpOBAaHUHU LIEH HA JICKAPCTBEHHBIE INpENaparhbl, BKIOYEHHBIE B MepeyeHb
XXKU3HEHHO HEOOXOIUMBIX U BaXKHEHMIIUX JIEKAPCTBEHHBIX MpenaparoB”, BBIIAET
JepKaTemro WIH BIIAJENbILY pPErucTpaLioHHOro YAOCTOBEpEHUS
JeKapcTBEHHOro npenapara (yrnoJHOMO4YEHHOMY MM JIMIY ) BBIITMCKY U3 TpUKa3a
MunucrepctBa 3apaBooxpaHeHust Poccuiickoii ®@enepauun 00 obsi3arenbHON
NepeperucTpalyy MpeAebHOM OTIIYCKHOM IIEHBI Ha JIGKApCTBEHHBIN Mpernapar
U pa3MellaeT COOTBETCTBYIOIIYIO HHPOPMAIHIO Ha CBOEM O(PHUIIMATILHOM caiTe
B ceTd "MHTepHeT".

34. Ilpukaz MuHuctepcTBa 3apaBooxpaHenus Poccuiickoit @enepanuu
o6 o0s3aTenpbHOM  nepeperucTpalv  MpeAeNbHOM  OTIYCKHOH  II€HBI
MPOU3BOJIUTENS Ha JIEKAPCTBEHHBIM Mpenapar BCTYyMAeT B CHIIy 10 UCTEYEHHH
5 Mecs1EeB CO OHS €ro NPUHATHS.

35. MuHucTepcTBO 3ApaBooXpaHeHus Poccuiickoil ®denepanuu B 1EIAX
coboeHust HOpMbI 4acTH 2 ctaTh 63 DenepanbHoro 3akoHa "O6 obpaieHuH
JeKapCTBEHHBIX  CpeACTB" OTMEYaeT B  peecTpe COOTBETCTBYIOIILYIO
nHpopMalMio 000 BCeX paHee 3aperuCTPUPOBaHHBIX (TlepeperucTpUPOBaHHEIX )
npelelbHBIX  OTHYCKHBIX IleHaX [poW3BoAuTeNled Ha  pedepeHTHBIN
¥ COOTBETCTBYIOIIME €My BOCIPOM3BEEHHBIE, OM0aHaIOroBble (OHOMOI00HBIE)
JleKapCTBEHHBIE ITpENaparhl.

36. IIpu Hecornacuu ¢ npousBeaeHHBIM DeepanbHON aHTUMOHOIIONBHOM
Cinyx00il pacyeToM TMpeleNbHBIX OTIYCKHBIX I[€eH Ha BOCIPOU3BEICHHBIE,
OuoaHaoroBsle (OMOMOAOOHEBIE) NEKApCTBEHHBIE MpemapaThl JepKaTelld WU
BIIA/IEJIbIbI PETrUCTPaLMOHHBIX YAOCTOBEPEHHU I BOCITPOM3BEICHHEBIX,
61oaHaIOroBBIX (6uonono6HBIX) JIEKapCTBEHHBIX npenapaTroB
(YnoITHOMOUYEHHBIE MU JIMIIa) BIPaBe B TEUEHHUE OAHOI'0 KaJeHAApHOTO Mecsala
CO IHS NpUHATHS MUHHCTEPCTBOM 3ApaBooxpaHeHust Pocculickoit ®Meneparuu
peiieHUs1 06 00s3aTeNnbHOM NEpeperucTpalyuy NpeaeTbHON OTITYCKHOHN LIEHBI Ha
JeKapCcTBEeHHBIN Ipenapar obpatutbes B DenepalbHyl0 aHTHMOHOIOJIBHYIO
cnyk0y ¢ 3asgBIEHUSIMH O IIEPECMOTpPE pacueTra 3aperucTPUpPOBAHHBIX
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NpefeNbHbIX OTIYCKHBIX II€H Ha JIeKapCTBEHHBIE IIpernaparbl, B TOM YHCIEe
B paMKaX OJHOT0 MEXIyHapOIHOr0 HEIaTeHTOBAHHOI'0 HAMMEHOBAHMS.

3asBiIeHUS O IEPEeCMOTpPE pacueTa 3aperdCTPUPOBAHHBIX IPEAEIIBHBIX
OTITYyCKHBIX II€H Ha JIEKapCTBEHHBIE IIpernaparhl ¢ MpUIOKEeHHeM (10 BBIOOPY
Jepxarened  WaIM  BIAQAENbIIEB  PETrUCTPallMOHHBIX  YAOCTOBEPEHHUH
JIEKapCTBEHHBIX IIPeNnapaToB, YHNOJHOMOYEHHBIX HMH JIUI]) MOTHBHPOBAHHOIO
JIOKYMEHTAJILHOTO IMOATBEPXKJEHUA pacueTa yKa3aHHOM LIeHB! NMPEeICTaBIISIOTCS
B DenepanabHy0 aHTUMOHONIOJIBHYIO cIyX0y Ha OyMaKHOM HOCHTEIe.

37. ®enepanpHas aHTUMOHOIIOJBHAS CITy)X0a B TE€UCHHWE OJHOTO MecsIa
CO MOHS HOCTYIUIEHMs 3asBICHHM M [JOKYMEHTOB, yKa3aHHBIX B IIyHKTe 36
Hacrosmmx IlpaBun, npoBepseT pacueT MNpeNeNbHBIX OTITYCKHBIX IIeH Ha
BOCIIpOM3BEJICHHBIE,  OwoaHanoroBele  (OMONMONOOHBIE)  JIEKAPCTBEHHEBIE
nperaparel, Ipd HEOOXOAMMOCTH II€pECMATPUBAET pacueT IpeleNbHBIX
OTITYCKHBIX I[€H Ha YyKa3aHHBIE JIEKApPCTBEHHBIC IIperapaThl, OTMEHSIET paHee
IPUHATHIE pElIeHus M HanpaBiaseT B MMHUCTEPCTBO 3ApaBOOXPaHCHHUS
Poccuiickoit @enepani HOBBIE pellleHUs 00 YTBEpPXJCHUM pacdeTa
IpeAeNbHBIX OTIYCKHBIX II€H NPOM3BOAMTENS Ha yKa3aHHbBIE JIEKapCTBEHHEBIE
npenapaTsl WM HalpaBiseT 3asBUTEISIM pellleHHe o0 OTKaze B IepecMoTpe
pacdera IpeJeNbHBIX OTIYCKHBIX [€H Ha YKa3aHHbIE JI€KapCTBEHHEIC
npernapaTsl (C yKazaHHEeM NPUYHH OTKa3a).

38.B cnyuae otmeHbl DexnepalbHOM aHTUMOHOIONBHOH Ciy)00#
pemreHus 00  YTBEpXKIAGHUM pacdeTa MpEAeNbHBIX  OTIYCKHBIX  IIeH
Ha JIEKapCTBEHHBIE IpenapaTsl MUHUCTEPCTBO 3paBooxpaHeHus Poccuiickoi
Qenepanuy  OTMEHsAET pemeHHe 00 00s3aTelnbHON  IepeperucTpariu
IIpe/lelbHBIX OTIYCKHBIX II€H Ha 3TH JIEKapCTBEHHbIE NperapaThl, UCKIIYaeT
IIEPEePErUCTPUPOBAHHBIE B 00513aTEIbHOM IMOpSJIKEe INpeAeNbHBIE OTIIYCKHBIE
IIEHbl Ha yKa3aHHBIE JIEKapCTBEHHbIE IpenapaThl U3 peecTpa U NPUHHUMAET
HOBBIE pelleHUs 00 00A3aTeNnbHOM NepeperucTpaniyl MpeeabHbIX OTILYCKHBIX
IIEH Ha 3T JIEKapCTBEHHBIE IIpENapaThl B 3aBUCUMOCTH OT PEIIeHUH, IPUHATEIX
®enepanpHON aHTUMOHONIOIBHOU CITy K00,

39.B ciuydae ecnu B paMkKax MeEXAYHapOZHOIO HENaTEHTOBAaHHOTO
HAaUMCHOBAaHMSI M  JIEKApCTBEHHOW (OpPMBI  OTCYTCTBYeT pedepeHTHBIH
JIEKapCTBEHHBIA IpernapaT WM IleHa Ha HEro HE 3aperucTpUpOBaHa,
3aperuCTpUpOBaHHas [0 JHA BCTYIUIGHHS B CWIy IIOCTAHOBIICHUS
ITpaButensctBa Poccuiickoit Menepaiiyy, yka3aHHOTO B IIyHKTE 3 HACTOSIIMX
[IpaBun, npenensHas OTIyCKHasi IIeHa B OTHOIIEHHH COOTBETCTBYIOIIErO
BOCIIPOU3BEIEHHOrO, Ouoananmorosoro (6romogo6HOro)  JIEKapCTBEHHOTO
npemnapata LneHoBoro cermenrta ceeimie 100 pyGnelt moanmexur o6s3aTeNbHOM
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HIepeperucTpallMd ¥ HEe MOXEeT MpeBHILIaTh paHee 3aperuCTPUPOBaHHYIO
(mepeperucTpUpoOBaHHYIO) MpeAeNbHYI0 OTIYCKHYIO [[eHY BOCHPOH3BEIEHHOTO,
O6mnoanaoroBoro (6uonofoOHOro) JeKapcTBeHHOro npemnapara (6e3 yuera
(hOpMEI BBIITYCKA).

B cayyae ecaim B paMKax OJHOTO TOPrOBOIO HaMMEHOBAaHUS
BOCIIPOM3BEIEHHOr0, OuoaHanoroBoro (OHOMOAZOOHOr0) JIEKAPCTBEHHOTO
mpenapaTta IieHoBoro cermeHTa cBeilie 100 pybneil ¢ ydyeroM HW3MeHEeHHS
TOProBOTO HaWMEHOBaHHs JIEKAPCTBEHHOTO Iperapara ¢ OJHOH JiekapCTBEHHOU
dopMoli, [O3UPOBKOM U  OOMMM  KOJMYECTBOM  BO  BTOPHYHOMN
(MOTpeOUTENBCKOM) YMaKOBKEe 3aperucTpHUpPOBAaHO HECKONBKO TPEIebHBIX
OTIYCKHBIX 1I€H, Ipe/eNbHas OTIYCKHas IIeHa HEe MOXXET IIPeBBILIATH
MUHUMAIBHYIO U3 TMOCIEIHUX 3apETHCTPUPOBAHHBIX MpPENeIbHBIX OTITYCKHBIX
1eH (C y4eTOM UX MepeperucTpaini).

B ciaydae ecnmu B paMKax OJHOTO PETMCTPAllMOHHOTO YIOCTOBEpPEHUS
JIEKapCTBEHHOTO npernapara BOCIIPOU3BEICHHBIN, O1oaHaIOTOBHIH
(6buonooOHBIM) NEeKapCTBEHHBIM IpenapaT MPOU3BOJUTCA B TOCYyHapCTBE -
yreHe  EBpa3uiickoro  3KOHOMHYECKOr0  COH3a M WHOCTPaHHBIM
IPOU3BOJIUTENIEM, MHHUMalbHAs W3 3aperHCTPUPOBAHHBIX  IPeAeIbHBIX
OTIyCKHBIX I[€H  OIpeJeNsercsi C  COXpPaHeHWEM  MNPUHAMJIEKHOCTH
JeKapCTBEHHOTO  Mpemapara K  TrOCyIapcTBY - wieHy  EBpasuiickoro
HKOHOMMYECKOTr'0 COK03a UM HHOCTPAaHHOMY IIPOU3BOAUTEIIO.

40.B ciydae ecid mpeAelibHas OTIyCKHas IleHa Ha pedepeHTHBIN
JIeKapCTBEHHBIN Npenapar He NMepeperucTpupoBaHa B 00S3aTeNbHOM IOPSIIKE,
pacueT IIeHbl Ha COOTBEICTBYIOIIME BOCIPOU3BEAEHHbIC, OHOAHAJIOTOBHIE
(buorogoOHBIE)  JNEeKapCTBEHHbIE  IpenapaThl Npu ee  00s3aTelbHOH
nepeperucTpaund ocyulectiuiercs denepaibHON aHTUMOHOIIONBHOM CITY)KOOi#H
C yueToM TpeOoBaHHMI NYHKTOB 25 -27 Hactosmmx [IpaBui, a Takxke
Ha OCHOBaHMM MHUHHMAJIbHON OTHYCKHOW LeHbl npousBoautens (6e3 ydera
OPOU3BOJICTBEHHBIX IUIOIIAJOK TPOU3BONUTENS, HO C YYEeTOM pacxooB,
CBA3aHHBIX C TaMOXXEHHBIM  O(OpMIIEHHEM) Ha  COOTBETCTBYIOLIUH
pedepeHTHBIA JIEKapCTBEHHBIM Ipenapar B HWHOCTPAaHHBIX TOCyJapcTBax,
YKa3aHHBIX B NpUIoKeHUH No 2 K MeTOuKe, ¢ MpUMEeHEeHHeM MOHMXKAIOIETo
Kod(hduLMeHTa, 3Ha4eHUs] KOTOPOrO OINpENENsIIOTCS B COOTBETCTBUH
¢ npwioxeHneM Ne 5 k Hactosimm [ IpaBunam.

B cimydae OoTCyTCTBUS LieH Ha pedepeHTHBIH JIeKapCTBEHHBIN mperapar
B MHOCTPAHHBIX TOCYAapCTBaX, YKa3aHHBIX B HpUJIOXKeHHH Ne 2 K MeTOIHuKe,
pacdeT IIeHBl Ha COOTBETCTBYIOLME BOCIPOU3BEICHHBIE, OHOAHAIOI'OBBIE
(buononoOHBIE) NEeKapCTBEHHBIE IMpemnaparthl ocyluectBiugercs DenepanbHOR
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AHTUMOHOIIONBHON CiIy00i1 Ha OCHOBaHMM MUHUMAJIBHON OTIYCKHOU IICHBI
IIPOU3BOJUTENS. Ha 3TOT BOCHPOM3BEJEHHEBIN, OMoaHanoroBelil (61ono106HEbH)
JeKapcTBeHHBIH ImpernapaT (6e3 yduera NPOM3BOACTBEHHBIX IUIOIIAIOK
MIPOM3BOJIUTENS) MO MEXIYHapOJHOMY HENAaTEeHTOBAHHOMY HauMEHOBAaHHIO,
JieKapCTBEHHOU (pOpMe U JO3MPOBKE B MHOCTPAHHBIX FOCYAapCTBaX, YKa3aHHBIX
B IpuyIoKeHUU Ne 2 K MeTofuKe.

41. MunuctepctBo 3apaBooxpaHeHus Poccuiickoit @enmepanum 1o
ncredenuy 70 paboymx AHeH co AHS BCTYIUIGHHS B CHIIY IIOCTaHOBJICHHS
[IpaButensctBa Poccuiickoit @epepamyy, yka3aHHOTO B ITYHKTE€ 3 HACTOSILIUX
[TpaBun, Hampasiser B DenepalbHYyI0 aHTUMOHONONBHYIO CIIyXkO0y CIHCOK |
pedepeHTHBIX JIEKapCTBEHHBIX IIPEnapaToB, IPEJENbHBIE OTIYCKHBIE IEHEI
Ha KOTOpBIE 3aperdCTPUpPOBAHBI W BKIIOYEHBI B peectp, HO HE 3asBJEHBI
K 00s3aTeIbHON TmepeperucTpaly WM B 00s3aTeNhHOM IlepeperucTpariin
KOTOPBIX OTKa3aHO JBa)K[bl B COOTBETCTBHH C IyHKTaMH 11 m 12 mactosmmx
[lpaBuii, a TakXe IMEpeYeHb COOTBETCTBYIOIIUX UM ‘BOCHpOI/IBBeI[eHHBIX,
Onoanamoropelx (OMOMIOAOOHBIX) JIEKAPCTBEHHBIX NPENAPaTOB, IIPEeACIbHEIE
OTIIYCKHEIE IIeHbl Ha KOTOpBIE 3aperuCTPHpPOBaHBl U BKIIIOYEHBI B PpEECTp,
comepxamuii HeoOXxoAUMoe [l MPUMEHEHUsS HOHMXKAIoLero ko3gduuuenra
ONMCaHue BOCIIPOM3BEIAEHHEIX, O0M0aHAIOTOBBIX (61omOI00HEIX)
JIEKapCTBEHHBIX IpenaparoB (HOMEpP pPErHCTPAlMOHHOIO YJIOCTOBEPCHHMS
JIEKapCTBEHHOrO IIpernapara, HaMMEHOBaHWE BIaJeNblla WIH Jep)Kareis
PETHCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Npenapara, HauMeHOBaHMS
MIPOU3BOAUTENICH (IpOoU3BOACTBEHHBIX ILIOIIAIOK IIPOU3BOJUTENS),
MEXAYHAPOHOE HEIAaTeHTOBAHHOE HANMMEHOBaHHE (IIPH €ro OTCYTCTBHH -
XHMHYECKOE WJIM IPYIIIMPOBOYHOE HAUMEHOBaHHE), TOPrOBOE HaMMEHOBaHUE,
NeKapcTBeHHas (opma, n03MpoBKa (KOHIEHTpamus, o00beM, aKTMBHOCTE
B E€OUHUIAX JeHCTBUS), BEIPOKEHHAas B COOTBETCTBYIOIIMX EIWHHUIIAX
U3MepeHus, (opMa BBITYCKa, KOJIHWYECTBO B MOTPEOUTENHCKOR yIakoBKe,
IIOCJIEHSA peesibHas OTIYCKHas [IeHa C yKa3aHHeM JaThl U HoMepa IpHKasza
MunucTepcTBa 3apaBooxpaHeHus Poccuiickoil Menepanyii 0 perucTpaliy Win
IIepeperuCTpaIiy IpeIeIbHON OTIIYCKHON LIEHBI Ha JEeKapCTBEHHBIH Ipernapar
¥ (W) JaThl M HOMepa BBIINCKM M3 peecTpa, BBIAAHHOW BJIQJENbIly HIIA
JepXKaTelI0 PEeruCTPalOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIpernapaTta Io
pe3yapTaTaM BHECEHUS U3MEHEHUH B PEecTPOBYIO 3allUCh PeecTpa, LITPUXOBOM
KOJ, HaHECCHHBII Ha  BTOPUYHYK  (HIOTpeOHUTENbCKYIO)  YIaKOBKY
JIEKapCTBEHHOI'O IIpenapara), Ha GyMaXXHOM HOCHUTENIE M B 3JIEKTPOHHOM BHIE
B TaOnu4yHOM (popmare.
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42, OepepanbpHas aHTUMOHOIIONBHAS CiTyX6a B TedeHue 60 pabounx nHe
Co JOHSA ToNydeHHs OT MuHHCcTepcTBa 34paBooXpaHeHHss Poccuiickoi
@denepanyiii  CBeICHUM, NPEAyCMOTpPEHHBIX IyHKTOM 41 Hacrosmmx [Ipasun,
IIPOBOAUT B COOTBETCTBHM ¢ HACTOAIMMH lIpaBuilaMu M METOOUKOHM pacueT
NpeleNbHbIX OTIYCKHBIX ILIeH Ha BOCIPOU3BEICHHBIC, OHOaHAJIOrOBBIE
(Ouomoo0HBIE) JIEKapCTBEHHBIE Ipemnaparhl, CcoAepXKaumii uHOpManHio
0 HOMEepe pPEruCTPallMOHHOIO YIOCTOBEpPEHUs JIEKAPCTBEHHOIO IIpemnapara,
HaMEHOBAaHMM BJaJeNblla WIM JepxkKaTesld pPerucTpPaliOHHOIO YOCTOBEPEHHUS
JIEKapCTBEHHOT'O Ipernapara, HaUMEHOBaHUAX IIPOU3BOAUTENEH
(IIpOM3BOACTBEHHBIX IUIONIA/I0K IIPOU3BOAUTEIS), MEXIyHapOIHOM
HENATEHTOBaHHOM HAaMMEHOBaHMHU (NIPU ero OTCYTCTBUU - XUMHYECKOM HITH
IpyNIIMPOBOYHOM HaMMEHOBAHMH), TOPrOBOM HAaMMEHOBAHUH, JEKapCTBEHHOI
dbopMe, A03UpoBKE (KOHIEHTpaluy, OOBEMe, AaKTUBHOCTH B €AMHHUIAX
nerictBus), GopMe BBIMYCKAa, KOJNHYECTBE B HOTPEOUTENHCKOH YIIaKOBKe,
MpeAeNbHON OTITYCKHOM IieHe, paccuuTaHHON denepalbHON aHTUMOHOIOJIBHON
CIy>k00#, IITPUXOBOM KOJle, HAHECEHHOM Ha BTOPUYHYIO (IIOTPEOUTENHCKYIO)
YyIIaKOBKY  JIeKapcTBeHHoro mpemnapara. OnpHoBpemenHo  ®DexnepanbHas
AHTMMOHOIIONbHASL CIyX0a IyGNMKyeT yKa3aHHBI pacdeT Ha CBOeM
oduIManEHOM caiiTe B ceTH "HHTepHeT" M HanpaBiseT ero B MUHHCTEPCTBO
3npaBooxpaHeHus Poccuiickoit @enepaumu Ha OyMaXHOM  HOCHUTENe
¥ B 3JIEKTPOHHOM BHJE B TabIMYHOM popmarte.

43. Ilpu npencTaBiIeHUN AepKaTelIeM WY BIaJeNbleM PErUCTPAllMOHHOTO
yIOCTOBEPEHUS peepeHTHOro JEeKapCTBEHHOro npenapaTa (yIOJIHOMOYEHHBIM
UM JiioM) B MusucTtepcTBO 3ApaBooxpaHeHus Poccuiicko ®enepanun
JOKYMEHTOB B COOTBETCTBMM C IIyHKTOM 4 Hacrosuumx IlpaBun mocre
HarnpapjeHuss MUHHUCTEPCTBOM 3apaBooxpaHeHus Poccuiickoit ®enepanuu
IOKyMeHTOB B DelepallbHyI0 aHTUMOHOIIOJIBHYIO CIYX0Y B COOTBETCTBHH
¢ nyukroM 41  Hacrosmux  IlpaBun, 3a  UCKIIOYEHHEM  Ciydas,
IpelyCMOTPEHHOr0 IyHKTOM 16 Hacrosmux IIpaBun, 3asBineHHas K
00s13aTeNNLHON ITepeperucTpalvy IpeenbHas OTIlyCKHas IleHa Ha pe(bepeHTHmﬁ
JEKapCTBEHHBI  IIpemaparT HE  MOXET  HpeBBIIaTh  MAaKCHUMAaTbHYIO
[IepeperuCTPUPOBAHHYIO B 00s3aTeNbHOM MOpPSAKE INPEJeNIbHYIO OTIIyCKHYIO
I[EHy Ha  COOTBETCTBYIOUIUM  BOCIIPOU3BEICHHLIH, 6uroaHaNoroBEIH
(6uorogoOHEIi) JIEeKapCTBEHHBIH Ipernapar.
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r)B IlpaBunax BejeHUS TIOCYAapCTBEHHOIO peecTpa IIpeaesIbHBIX
OTITYCKHBIX LIEH IIPOM3BOAUTENIEH Ha JIeKapCTBEHHBIE IIpEapaThl, BKIIOUEHHEIE
B TIepedeHb JKU3HEHHO HEOOXOOMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX
IIperapaToB, YTBEPKIEHHBIX YKa3aHHBIM I0CTAHOBJIEHUEM:

B ITyHKTE 5:

ab3al IEpBBIA mocine cioBa "(mepepeructpaiuu)” JONMONHHUTE CIOBAMH
" obs3aTensHOM nepepeructpanun B 2019 - 2020 ronax";

nmoAnyHKT "e" mocne cioBa "(nmepepeructpauuu)’ JOMOJHHTE CIOBAMMU
", 0bs3aTensHOM nepepeructpanuy B 2019 - 2020 romax";

B ITyHKTE 6:

ab3aiy TmepBBI mocie cioB  "peructpauuu (mepeperucrpaunyu)”
JOTIONTHUTH CII0BaMu ", 06s13aTepHOM nepepeructparuu B 2019 - 2020 roxax";

nociie ab3ara TpeThero JONOTHUTH ad3aleM CIIEAYIOLEro COACPKaHNU:

"IpUHATUSA perIeHus 00 o0s3aTebHON [IepeperucTpaIum
B 2019 -2020 romax mnpenenpHOM OTIYCKHOM UEHBI IIPOM3BOAUTENS Ha
JleKapCcTBEeHHBIN npemapar.";

abzal| IATHIA IOCNE CJIOB "pElIeHHs O IepeperucTpaluu" TOMOJHUTH
cioBaMu ", obs13aTenpHOI nepepeructpanuu B 2019 - 2020 romax";

B ITyHKTE 7:

nocye ab3ala MepBoro AONOJHUTE ab3allaMK CIICAYIOIEero CONEPKAHM:

"U3BMEHEHUsl CBEACHHII O perucrpanuy Jepkarels WIM Blajaeilblia
PETHCTPAIlMOHHOTO YXOCTOBEPEHUS JIEKapCTBEHHOIO TIIperapara B KauecTBE
HAJIOTOTIATEIbIIKA (mns POCCHUICKHX IOPUIUIECKUX JIIY -
HieHTUOUKAIMOHHBIA HOMep Hanoromnarensimka (MHH), nns mHOCTpaHHBIX
IOPUAMYECKUX JIUIl - CTpaHa PEerucTpanyy, HauMEHOBAHUE PErHMCTPUPYIOIIETO
OpraHa, perucTpallMOHHBIA HOMEp, KOJ HaJlorolUiaTelblldKa B CTpaHe
pervucrparyy (MHKOPHOpPALMK) WK €r0 aHaJor);

U3MEHEHUS CBEJEHHUH O PETUCTPalUM INPOU3IBOJUTENS JIEKAPCTBEHHOTO
npenapaTta I MEIULMHCKOTO NPHUMEHEHMUSA B KadeCTBE HaAJIOTOILIATENBIINKA
B CTpaHe perucrpaimu (s  pocCHMCKUX  IOPUANYECKHAX  JIMI[ -
UAeHTUGUKAIMOHHBIM HoMep Hanoromiarensumka (MHH), nis wHOCTpaHHBIX
IOPUAMYECKUX JIML - CTpaHa PEerucTpalyy, HauMEHOBaHHE PErHCTPUPYIOIIErO
opraHa, pEruCTpallMOHHBIA HOMEp, KOJ| HaJIOTOIUIAaTEeNbIINKA B CTpaHe
perucTpanyy (MHKOPIIOpalKH) WM ero asaior);";

a03all MATHAAUATHINA M3JIOXKUTE B CIEAYIOUISH peaaKIIuu;

"JlommyckaeTcsl BHECEHHE M3MEHEHHH B peecTp ©0e3 corjlacoBaHHS
¢ OenepanbHOM aHTHMOHOIIOJIBHOM CIIy’)k00M € COXpaHEHHWEM IociexHei
3aperWCTPUPOBAHHON IIeHBl Ha JIEKapCTBEHHBIM MpenapaT HHOCTPaHHOIO
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IPOU3BOJICTBA NPH BHECEHMH H3MEHEHHS B pPEECTPOBYIO 3allCh B YacTH
U3MEHEHHs HHOCTPAHHOIO IPOU3BOAMUTENS Ha HPOU3BOAUTENS rocyJapcTsa -
yneHa EBpa3suiickoro 3kOHOMHUYECKOr O COr03a.";

B ITyHKTE 9:

ab3all nepBelid nocne cinoBa "(nmepeperucrpanyy)” JAOMONHHTE CIOBaMH
", obs3aTensHOM nepepeructpanyu B 2019 - 2020 roxax";

noANyHKT "n" mocine cioBa "mepeperucrpanyu” JTONMONHHATH CIOBaMH
", obs3arensHOM nepepeructpaimu B 2019 - 2020 rogax”;

OpUIOKEHWEe K yKa3aHHBIM IlpaBunam wu3lO0XKUTH B cleayloueit
penakuuu:

291030B1.doc
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n)B IlpaBumax yCTaHOBIEHHUS NpENENbHBIX pPa3MEpPOB  OITOBBIX
U IpeleNbHBIX pa3MepoB PO3HUYHBIX Ha/l0aBOK K (DAKTHYECKHUM OTITYCKHEBIM
[IEHaM, YCTAaHOBJICHHBIM IIPOM3BOJUTENSIMH JICKAPCTBEHHBIX IIPETapaToB,
BKJIIOYEHHBIX B I€pPEYeHb JKU3HEHHO HEOOXONMMEBIX H  BaKHEHIIHMX
JIEKapCTBEHHBIX IIpenaparoB, B cyObekrax Poccuiickoit ®enepaunny,
YTBEPXK/ICHHBIX YKa3aHHBIM [TIOCTAHOBIICHHUEM

B ITYHKTE 7:

B ab3alle IepBOM CJIOBa "3aperuCTPUPOBaHHYIO IIeHY" 3aMEHUTH CIOBaMH
"3aperucTpUPOBAHHYIO WM IEPEPErMCTPUPOBAHHYIO IPEAEIBHYIO OTIIYCKHYIO
LIEHY MPOU3BOAUTENSA";

ab3ampl BTOpOM M TpeTwil mocie ciioBa "3aperucCTpHpPOBaHHYIO"
JOTIOJTHUTE CJIOBAaMU WU NePEePEruCTPUPOBAHHYO";

OPWIOXKEHHWE K YyKasaHHbIM IlpaBunamM U3JI0XWUTH B  CleXyroIei

peNaKIH:

291030B1.doc
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2.B nocraHoBnenuu llpaButenscrBa  Poccuiickoit = @enepanuu
or 15 centabpsa 2015r. Ne 979 "O BHeceHUM H3MEHEHUN B IIOCTaHOBJICHHE
IlpaButenscrBa Poccuiickoit @epepauun oT 29 oxTabps 2010r. Ne 865
U 00 YTBEpXXIEHUM METOJMKH pacieTa yCTaHABIUBAEMBIX IPOU3BOAUTEIISIMH
JIEKapCTBEHHBIX NpenapaToB IpeJeNbHBIX OTIIYCKHBIX LIEH Ha JIEKapCTBEHHEIE
IIpenaparsl, BKIIOYEHHBIE B IIEPEUEHb KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIMX
JIEKapCTBEHHBIX MpenaparoB, IMpH HX TIOCYJapCTBEHHOM perucrpanyu
u nepepeructpamuu” (Cobpanue 3akoHomarenbcTBa Poccuiickoit @enepartuuy,
2015, Ne 38, ct. 5302; 2018, Ne 43, cT. 6597):

a) B HaUMEHOBAaHUM CJIOBa 'METOJUKHM pacueTa YCTaHaBIMBAEMBIX
IIPOU3BOAUTENAMH JIEKAPCTBEHHBIX IPENapaToB IpPeJeNbHBIX OTIIYCKHBIX IICH
Ha JIEKapCTBEHHBIC TMpenapaThl, BKIIOYEHHBIE B IepedYeHb IKU3HEHHO
HEeOOXOMMMBIX M  BaXHEUIIMX JIEKApCTBEHHBIX IIpenapaTroB, MNOpH HX
roCyJapCTBEHHOM perucTpallM H IepeperucTpaliuu 3aMEeHUTh CJIOBaMHU
"METOIMKH pacueTa MpeleNbHBIX OTIYyCKHBIX IIeH NPOU3BOAUTENEH Ha
JIeKapCTBEHHBIE [TpelapaThl, BKIIOUEHHbIE B IEPEIEHb KU3HEHHO HEOOXOJUMBIX
¥ BaXHEHIINX JIEKapCTBEHHBIX IIperapaToB";

6) ab3a1 TpeTuil ITyHKTa | M3JI0KUTH B CIeAYIOIIEN peaaKIIiu:

"METOAMKY pacdeTa IIPEeAENbHBIX OTI[yCKHBIX II€H IPOU3BOAUTENICH
Ha JIGKapCTBEHHBIE IIperapaTsl, BKJIIOYEHHBIE B IEpe4YeHb JKU3HEHHO
HEOOXOIMMBIX U BaXXHENIIINX JIEKAPCTBEHHBIX MpeNaparosB.”;

B) B METOAMKE pacyeTa  YCTAaHaBIMBAEMBIX  IPOU3BOJUTEIIAMHU
JIEKapCTBEHHBIX IIPENapaToB MNpeAeNbHBIX OTIIYCKHBIX I[€H Ha JIEKapCTBEHHBIE
Tpenaparsl, BKIIOYEHHBIE B IIepEUYeHb KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIIHX
JIEeKapCTBEHHBIX IpenapaToB, IIPU WX TOCYJAPCTBEHHOH perucTpaian
¥ TIepeperucTpaly, yTBEPKIAECHHOW yKa3aHHBIM IIOCTAHOBIIEHUEM:

HaMEHOBaHHE U3JI0KHUTH B CIEAYIOLIEH pegaKuu:

"MeToJuKa pacueTa TpefelbHBIX OTIYCKHBIX ILEH IIPOM3BOJUTENeit
Ha JIeKapCTBEHHBIE IIpeNapaThl, BKJIIOYEHHBIE B IEpPeUeHb  KU3IHEHHO
HeOOXOIMMBIX U BaKHEHIIINX JIEKapCTBEHHBIX [IpenapaToB”;

B IIYHKTE 2 cj0Ba "yCTaHaBIUBAaE€MBIX IIPOM3BOJUTEIIMH JIEKAPCTBEHHBIX
[pernapaToB MPEAEIbHBIX OTIYCKHBIX II€H'" 3aMEHUTh CIOBaMHU 'NpelesIbHBIX
OTIYCKHBIX I[€H ITpOU3BOAUTENEH";

B ITyHKTE 3:

B alf3alle NepBOM CJoBa '"TPOU3BOJAUTENEH ToCyIapcTB - WICHOB"
3aMEHUTH CJIOBaMH "MPOU3BOIUTENS rOCcyapcTBa - WieHa';

B moAmyHkTe "a" cioBa "IPOU3BOAMUTENIECH TIOCyJapcTB - WIEHOB"
3aMEHUTh  CIIOBaMM  "IIPOM3BOAMTENSI  TOCyAapcTBa - WwieHa',  cloBa
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"MHOCTpaHHBIX ITPOM3BOJUTENIEH, OCYIIECTBISAIOIIUX MEPBHYHYIO U (UIH)
BTOPHYHYIO YIAaKOBKY JIEKQpCTBEHHOI'O mpemapaTa’ 3aMEHUThb CIIOBAMH
"JexapCcTBEHHOTr'0 Ipernapara HHOCTPaHHOTO IPOM3BOJICTBA, ITepBUYHAA U (WIIH)
BTOpPUYHAs  YIAaKOBKa KOTOPOIO  OCYIIECTBISETCS WM  IUIAHUPYETCH
OCYILIECTBIATHCA";

B moamyHkTe "0" cioBa 'roCyIapcTB - WIEHOB" 3aMEHUTh CJIOBaMH
"rocynapcTBa - WwieHa'";

B ITYHKTE 4:

B ab3ame mnepBOM CjoBa "MHOCTpaHHBIX IPOMU3BOAMUTENEH Ha
pedepeHTHEIH JIeKapCTBEHHBIH npenapaT” 3aMeHUTh CII0BaMH "Ha peepeHTHEBIH
JIEKapCTBEHHBIN NTpenapaT HHOCTPAHHOIO IPOU3BOCTBA";

B OAIyHKTe "6":

CJI0Ba "MHOCTpaHHOr0  HpoW3BOAUTENA" 3aMEHHUTh  CIOBaMH
"Ha pedepeHTHBIN JIEKapCTBEHHBIN ITpenapaT UHOCTPAHHOIO TPOU3BOACTRA ",

cioBa "Ha pedepeHTHBIH JIeKapCTBEHHBIN Npenapatr” HCKIIOYUTE,

B IIYHKTE 5:

a03al1 mepBhIH U3I0KUTH B CIEAYIOIIEH peaKIuu:

"5.Ilpennaraemass K TOCYJapCTBEHHON perucTpaldd IpefelbHas
OTIIyCKHas IleHa Ha pedepeHTHBIH JIeKapCTBEHHBIH Mpernapar HHOCTPaHHOI'O
IIPOU3BOJACTBA, IepBUYHAas ¥ (WIKM) BTOpPUYHAs  YHNAKOBKa KOTOPOIo
OCYIIECTBIISETCSA UIIH IIJIaHUPYeTCs OCYIEeCTBIAThCS B Poccuiickoit @enepanun,
HE MOXET MPEeBhIATh:";

B IIOJITyHKTE "6":

ClI0oBa "MHOCTPAHHOI'O IIPOU3BOAUTENA" 3aMEHUTh CJIOBaMH
pedepeHTHBIN JIeKapCTBEHHBIH NpenapaT THOCTPAaHHOIO IIPOU3BOACTBA";

ciioBa "Ha pedepeHTHBIH JIeKapCTBEHHBIN ITpenapaT” UCKITIOYUTE;

noanyHKTH! "a" 1 "0" myHKTa 7 U3NO0XUTH B CIEAYIOLIEH peaakiiug:

"a) B cirydae €ciIu B paMKaX OOHOTO PErHCTPallMOHHOTO YJOCTOBEpPEHUS
JIEKapCTBEHHOIO IIpernapara 3aperdCTpPUPOBAHbl PEAENbHBIE OTIIYCKHBIE I[CHBI
Ha pedepeHTHBIN JIEKapCTBEHHBIM IIpelnapaT ¢ TaKOM JXe JIeKapCTBEHHOM
dopMoii ¥ HO3UPOBKOM (KOHIEHTpalueld, aKTHBHOCTBIO B €JWHHIAX
JeHCTBHSA), - CTOMMOCTH OJHOH JIeKapCTBEHHOH GopMEl pedepeHTHOro
JEKapCTBEHHOI'O  IIpernapara, pPAacCUYWTaHHYIO  HCXOAS M3  CpedHero
apu(pMETHIECKOTO 3HA4€HUSA MOCIEIHUX 3aperUCTPUPOBAaHHBIX LEH Ha
OyvbKalfIiie CMEXHBbIE KOJIMYECTBa JIEKapCTBEHHBIX (OPM BO BTOPHYHOH
IOTPeOUTEIFCKON  YITaKOBKE 3adBJISIEMOrO JIEKAPCTBEHHOrO IIpernapara u
YMHOXXEHHYI0O Ha KOJMYECTBO JIEKAPCTBEHHBIX (OPM BO BTOPUYHOM
HOTPEOUTEIBCKOM YMaKoBKe 3asfBIAEMOro pedepeHTHOro JEeKapCTBEHHOI'O

Ha
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npernapata, Ha OCHOBAaHWM CBEACHMM O HalW4MHM 3apErHCTPUPOBAHHBIX
IpelenbHBIX OTIIYCKHBIX IIeH 3asgBISIeMOro JIeKapCTBEHHOro IIperapara
COrjlacHO IpunoxeHuro Ne 5;

0) B ciy4ae eciii He 3aperuCTpHPOBaHbl MpeAeIbHBIE OTITYCKHBIE IIEHb! Ha
3asBJIeMbId pedepEeHTHBIN JIEKapCTBEHHEIN Npernapar ¢ TaKOH Xe JO3MPOBKOMH
(koHLEHTpauyel, aKTUBHOCTBIO B €MHUIAX JIEHCTBUA), - CTOUMOCTD €AUHUIIBI
JefcTByIOmero BelmlecTBA  peepeHTHOrO JeKapCTBEHHOTO — IIpernaparta,
PaCCUUTaHHYI0 HUCXOJAS U3 CPEAHEro apu(PMETHUECKOTrO 3HAYEHHS ITOCIETHUX
3apETUCTPUPOBAHHBIX I[€H Ha OJIbKaiImie CMeXXHbIe HO3UPOBKHU 3asBISEMOrO
JIEKapCTBEHHOr0 IIperapata ¥ yMHOXEHHYI0O Ha KOJUYECTBO  €IMHMI]
JNEHCTBYIOIIEr0 BeUIECTBA 3asBIAEMOT0 pehEepeHTHOro JIEKapCTBEHHOI'O
mpenapara, Ha OCHOBaHMHM CBEJEHHHM O HAJIWYUU 3apEerdCTPHUPOBaHHBIX
IIpefe/IbHBIX OTIIYCKHBIX II€H 3asABISE€MOro JIEKapCTBEHHOTO IIperapara,
IpeAyCMOTPEHHBIX NpunoxenrueM Ne 5 k Hactosme metoquke.";

B myHkTe 10:

B ab3alme IIepBOM cJOBa '"IPOU3IBOAUTENEH TOCYHapCTB - YWICHOB"
3aMEHUTH CJIOBaMH "MPOU3BOIUTENS IrOCyapCTBa ~ WieHa",

B moamyHkre "B" crnoBa "IMpOM3BOAMTENIEH TOCYIapCTB - WICHOB'
3aMEHUTH CJIOBaMH "TIPOM3BOJAUTEINS IOCyAapCTRa - 4ieHa",

B abzare mepBoM IyHkTa 11 ciioBa "WHOCTPaHHBIX IPOU3BOIUTEIEH
Ha BOCIPOW3BEICHHBI JIEKapCTBEHHBIN mpenapar’ 3aMEHUTh CJIOBaMU
"Ha ~ BOCIPOU3BEJEHHBIM  JIEKAPCTBEHHBIX  IpemapaT  HHOCTPAHHOI'O
IIPOU3BOJICTBA";

B yHKTe 12:

ab3a1] HepBHIf N3TO0XKUTE B CIIEAYIONIEH peakInu:

"12. Ilpeqnaraemass K TrOCyJapCTBEHHON pErucTpalliyl IIpejeibHas
OTHyCKHas II€Ha HAa  BOCHPOM3BEIEHHBIM  JIEKAPCTBEHHBIH  Ipemapar
WHOCTPAHHOTO IIPOM3BOACTBA, IEpBUYHAs U (WIM) BTOPHUYHAA YIIaAKOBKA
KOTOPOI'0 OCYIIECTBISETCS WU IUIaHUPYETCA OCYIIEeCTBIATHCS B Poccmiickoi
Qenepaly, He MOXET NPEBBIIIATH: "

B noanyHkre "B" cimoBa "MHOCTpaHHOro mnpousBoautens (6e3 ydera
MPOU3BOACTBEHHBIX IUIOINIAJIOK) Ha BOCIPOUZBEIAEHHBIA JIEKAPCTBEHHBIN
mpenapar’ 3aMEHHTh CJIOBaMHM '"'Ha BOCIPOW3BEINEHHBIM JIEKapCTBEHHBIM
mpenaparT HHOCTPaHHOrO IHpou3BojAcTBa (0e3 yuera IPOU3BOJICTBEHHEIX
IJI0IIA0K)";

noaIryHKTH "a" 1 "6" myHKTa 14 H3N0XUTE B CIEIYIOIEH peIaKiiu;

"a) B cllyyae €clu B paMKaxX OJHOIO PErMCTPAllMIOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOIO IIpernapara 3aperuCTPUPOBaHb]l NPEeENbHBIE OTITYCKHEIE LEHBI
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Ha BOCIPOM3BEIECHHBIN JIEKAPCTBEHHBIN IpernapaT ¢ TaKOH K€ JEKapCTBEHHOM
dbopMOil U JO3MPOBKOM (KOHLEHTpauued, aKTUBHOCTBIO B eIUHHUIAX
JIEHCTBUS), - CTOMMOCTH OJIHO¥ JIEKApCTBEHHOH (OPMBI BOCIPOU3BEICHHOIO
JEKapCTBEHHOTO  Ipelmapara, pacCUUTaHHYID  HCXOAi W3 CpeIHero
apu(pMETHIECKOr0 3HAYEeHMs IOCIEAHMX 3aperMCTPHPOBAaHHBIX LEH Ha
Oyvbkadliie CMEXHBIE KOJUYeCTBa JIEKAPCTBEHHBIX (OpM BO BTOPUYHOMH
NOTpeOUTEBLCKOH  YIMAaKOBKE  3asBJIIEMOTO  JIEKapCTBEHHOr0  IIperapara
H YMHOXCHHYIO Ha KOJHMYECTBO JIEKapCTBEHHBHIX (OpPM BO BTOPUYHOM
IIOTPeOUTENECKOM YIIaKOBKE 3asBJISIEMOI0O BOCIPOM3BEIEHHOTO JIEKAPCTBEHHOTO
nmperiapata, Ha OCHOBAaHUM CBEACHUH O HAJIMYUM 3aperUCTPHPOBAaHHBIX
IIpeAENbHBIX OTIYCKHBIX LIEH 3asfBIAEMOI0 JIEKapCTBEHHOrO Iperapara,
IIpeIyCMOTPEHHBIX MpHIIOKeHHeM Ne 5 K HacTosIIeld METOAUKE;

0) B ciydae €CIM He 3aperuCTPUPOBAHBI IpeNeNbHBIE OTITYCKHBIE IIEHEI
Ha 3asBJISEMBIA BOCIPOM3BEJCHHBIN JIeKapCTBEHHBIN IpenapaT C Takod ke
JIO3UPOBKON (KOHI[EHTpallMed, aKTUBHOCTHIO B €JWHHLAX JEHCTBUA), -
CTOMMOCTh  €IWHULBI  JEUCTBYIOLIEr0  BEIIECTBA  BOCHPOU3BEAECHHOIO
JEKapCTBEHHOro  MpemnapaTa, pacCUMTaHHYIH)  MCXOAS U3  CPEJTHEro
apuGMETHYECKOr0  3HAYEeHHUs]  IOCIAEIHHMX  3aperHCTPUPOBAaHHBIX  IleH
Ha OmbKafiue CMEXHBIE JIO3UPOBKHU 3asABIIIEMOr0 JIEKAPCTBEHHOTO Iperapara
¥ YMHOXXEHHYIO Ha KOJIMYECTBO €JVHUILI IEHCTBYIONIErO BEIIECTBa 3asIBIIEMOTO
BOCIPOU3BE/ICHHOTO JIEKAPCTBEHHOI'O0 IIpernapara, Ha OCHOBaHUM CBEICHHUH
O HaJUYUHU 3aperMCTPUPOBAHHBIX MPEAENbHBIX OTIIYCKHBIX II€H 3asBISEMOIO
JeKapCTBEHHOTO  IpenapaTra, [pPeIyCMOTPEHHBIX  HpwioxeHueM Ne S
K HacTogIel MeToauke.";

HauMeHOBaHue pazjena IV u3noXuTe B cleayromed peJakiuu:

"IV. PacueT cpenHeB3BelICHHOW (akTUHUECKON OTIyCKHOM IieHBl Ha
JIEeKapCTBEHHBIN TIpenapaT IPOU3BOAUTENS rOCyAapcTBa - WwieHa EBpasuiickoro
PKOHOMHYECKOI'0 COK03a M  JIEKapCTBEHHBIM MpemapaT HMHOCTPaHHOTO
IPOM3BOJCTBA, IE€pBHYHAs U (WJIHM) BTOPUYHAS  YIAKOBKAa  KOTOPOTO
OCYIIECTBISAETCS WM  IUIAaHUPYETCAd  OCYILIECTBIATBCAL B  Poccuiickoii
Oenepauun"; |

a063al1] epBbIi MyHKTa 16 U3JI0KUTH B CIEAYIOLIEH pelaKluu:

"16. Pacyer cpenHeB3BEIIEHHON (aKTUUECKOH OTIyCKHOW IIeHB Ha
KOHKPETHBIH JIeKapCTBEHHBIM IpernapaT NMpOU3BOJUTENS IOCyJapcTBa - 4dieHa
EBpasuiickoro 3KOHOMHYECKOTO COr03a ¥ (WIM) JIeKapCTBEHHBIN IIpemnapar
HHOCTPaHHOI'O0 IIPOU3BOJCTBA, IIEpPBUYHAs U (MIM) BTOPUYHAs YIaKOBKa
KOTOPOTO OCYIIECTBISETCS WM IUIAHUPYETCs OCYIIECTBIAThCA B Poccuiickoin
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®denepanyu, TPOU3BOAMUTCS 3a OTUETHBIM IEpHUOJ] Ha OCHOBAaHUU CBEICHUH,
IIpelyCMOTPEHHBIX NpunoxeHreM Ne 1 k HacTosmed MeToauke."

B ab3ane mepBoM ITyHKTa 17 cioBa "mpouwsBoguTened ToCyAapcTB -
YJIeHOB" 3aMEHUTH CIIOBaMH ''TPOU3BOAUTENS TOCYAapCTBa - HWiieHa';

B IyHKTe 18 cnoBa "MHOCTpaHHBIX IPOM3BOAUTENEH, OCYIIECTBISIOLIUX
MEPBUYHYI0 M (WIM) BTOPHYHYIO YNaKOBKY JIEKAPCTBEHHBIX IIpelapaToB
B Poccuiickoif @enepanuy, Ha JeKapCTBEHHBIM Ipenapatr’' 3aMEHUTH CIIOBaMU
"JIeKapCTBEHHOT'O MpenapaTa HHOCTPAaHHOIO MPOU3BOJCTBA, IEpBUYHASA U (WIIH)
BTOpPHYHAs  YINaKOBKA KOTOPOI'O  OCYINECTBISAETCS WM  IUIAHUPYyETCS
ocymecTBnsATbes B Poccuiickoit Denepanun’”, cioBo "OTIyIIEHHbIH" 3aMEHUTD
CJIOBOM "OTIYLIEHHOr0";

B HaUMEHOBaHUHM paszjena V cioBa '"rocyAapCTB - WIEHOB" 3aMEHUTH
CJIOBaMH '"rocyJapcTBa - uieHa';

B nyHkre 19 cnoBa 'rocyZapcTB - WIEHOB" 3aMEHUTh CIIOBaMu
"rocynapcTBa - uieHa';

B ab3alle repBOM IIYHKTA 22 cIOBO "MpOU3BOAUTENEH" 3aMEHUTE CIIOBOM
"mpou3BoaAUTENS "

B HaMMEHOBaHUM pazjena VI cioBo "mpomsBonurelss” 3aMEHUTH CIOBOM
"mpousBoacTBa';

B a03aire MepBOM MyHKTa 24 cIOBO "MPOM3BOAUTENS" 3aMEHUTH CIOBOM
"mpomn3BoncTaa';

B al03amax dYEeTBEpPTOM M IIATOM ITyHKTa 25 cJIoBO "mpou3BOgUTENA"
3aMEHUTH CJIOBOM '"NPOU3BOACTBA";

MIYHKT 29 U3JIOXUTH B CIEAYIOLIEN pelaKLu:

"29.B cioyyae TroOCyAapCTBEHHOM perucrpamuu (mepeperucTparnuin)
B Pocculickoil @enepaliyu npeAelbHON OTIYCKHOM LIEHBl Ha JIEKapCTBEHHBIN
Iperapar ¢ KOJIM4eCTBOM JIEKApCTBEHHBIX (OPM B HOTPeOUTENHCKON yIIaKOBKe
(KOTMYeCTBOM 103 B YIIaKOBKE, OOBEMOM), OTCYTCTBYIOIIMM B OJHOM HIIH
HECKOJBKUX HWHOCTPAaHHBIX TOCYyJapcTBaX, YKa3aHHBIX B INpUIOXeHHH Ne 2
K HacrosIeid Meronuke, B Tabmuie 1 npuioxerus Ne 3 K HacTosIIEH METOJIUKE
YKa3bIBaIOTCS MUHMMAJIbHBIE 1[€HBl Ha 3asBISEMBIH JIEKapCTBEHHBIA IIpenapar
¢ OmwxalUIMMHU  CMEXHBIMH  KOJIMYECTBaMH  JIEKAPCTBEHHBIX  (GopMm
BO BTOPHYHOH MOTPeOUTEIHCKOM yITakoBKe (BHE 3aBUCHMOCTH OT HAJMYUS WX
roCyJapCTBEHHON perucrpanuy Ha Teppuropuu Poccuiickodl ®enepanun),
KOTOphlE  peamu3ylOTCsi B  HMHOCTPAaHHBIX TIOCYJapCTBax, YKa3aHHBIX
B IpriioeHuu Ne 2 K HaCTOSIENR METOIHKE.

I[Ipy »5>TOM MHHMMANbHas LEeHa IMPOM3BOAUTENS Ha 3asiBISEMBIi
JeKapCTBEHHBIM NpenaparT omnpeiensercss KaK cpefHee apupMeTHYecKoe
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3HAYEHHE CTOMMOCTH OJHOHW JICKAPCTBEHHOH (OpPMBI  JIEKAPCTBEHHBIX
IpernapaToB, MMEKOIUX OMKalIne CMEXHBIC KOJHMYECTBA JIEKApPCTBEHHBIX
(¢bopM BO BTOPUYHOM NOTPeOUTENHCKON YIAaKOBKE, YMHOXECHHOE Ha KOJIUIECTBO
JIEKapCTBEHHBIX (POPM BO BTOPUYHOM NOTPEOUTENHCKON yIIAaKOBKE 3aiBIIEMOI0O
JEKapCTBEHHOr0 IperapaTa B KaXIOM U3 HHOCTPaHHBIX TOCYAapCTB
(rpada 6 Tabmuup! 1 mpuitoxenus Ne 3 K HACTOSIIIEH METOAMKE).

B cmywae rocynmapcTBeHHOM — perucrpanmu  (IIepeperucTpaliyu)
B Poccuiickoii @enepanuu npeaesbHOM OTHYCKHOM II€HBI JE€KapCTBEHHOIO
npernapara C JO3UPOBKOM, OTCYTCTBYIOLIEH B OZHOM MM HECKOJBKUX
WHOCTPAHHBIX TI'OCYJapCTBaX, YKa3aHHBIX B MNPUIOKEHUH Ne 2 K Hacrosiei
MeTouKe, B Tabnuue 1 nmpmwioxeHus Ne 3 K HacTosel METOANKE YKa3BbIBAIOTCS
MUHHUMAJTbHBIE LIEHBI Ha 3asBIIsIEMBbI JIEKapCTBEHHBIN IIpenapar ¢ Onmxaiimmmu
CMEXXHBIMHU JIO3UPOBKaMH (BHE 3aBUCHMOCTH OT HaJIMYMSA UX PETUCTpallH Ha
tepputopuu Poccutickoit @enepanun), KOTOPhIE PEAU3YIOTCS B MHOCTPAHHBIX
rocyJapcTBax, yKa3aHHBIX B IPIIIOXKEHUU Ne 2 K HacTos1Iel MEeTOIHKeE.

Ilpu >TOM MHUHUMabHAs LE€Ha [POU3BOJMUTENS Ha 3asBJISCMBII
JEKApCTBeHHBI IIpemapar ompejesseTcs Kak cpefHee apuMeTUdecKoe
3Ha4eHHE  CTOMMOCTM  OJHOM  eOWHHUIBl  JEWCTBYIOIIEr0  BEIIECTBa
JEeKapCTBEHHBIX IIPENApaToB, HMEIOIIUX OJIDKallllie CMEXHBIE [O3UPOBKH,
YMHOXXEHHOE Ha KOJMYECTBO €OUHUI NeHCTBYIOLIErO BEIIECTBA 3asBIIAEMOrO
JEKapCTBEHHOrO0 IIpermapara B KaXJOM H3 MHOCTPaHHEIX TIOCYJapCTB
(rpada 7 tabmumer 1 mpmnoxenus Ne 3 k HacTosmel meromuke). B pacuere .
HE YYUTHIBAIOTCS ONMKallIne cMeXHbIe TO3UPOBKY, IPEBBIIIAIONINE TO3UPOBKY
3asIBJIEHHOT'O JIEKapCTBEHHOTr'O Mpelapara, IpeJHa3HaueHHOTO ISl IPUMEHEHHUS
B IeJUaTpUYecKOd ImpakThke (HAa OCHOBaHUM CBEJEHUNW HHCTPYKIHU
110 MEAUIIMHCKOMY IPUMEHEHHIO), 6osiee ueM B 2 paza.”;

B ImyHkTe 30:

B IIPENJIOKEHUU IIEpBOM CJIOBAa "MHOCTPaHHOIO IIPOM3BOJUTENS"
3aMEHHUTH CJIOBaMH 'MHOCTPaHHOT'O IIPOU3BOJCTBA, B TOM HHUCIIE IIPOU3BOACTBO
rOTOBOM JEeKapCTBEHHOH (opMbl, mepBUYHas U (WIM) BTOPUYHAS YIIAaKOBKA
KOTOPOI'0 OCYIIECTBIAETCS WIM IUTAHUPYETCS OCYILECTBIATHCS B Poccuiickoit
®enepanyy,";

B MNPEMJIONKEHUH BTOPOM CJIOBa '"HHOCTPAaHHOIO MNPOU3BOAUTENS HA'"
3aMEHUTH CJIOBaMH "Ha Takoii";

ab3a1lbl BTOPOH M TpeTHil IyHKTa 32 U3I0XKHUTH B CIEAYIONIeH peaakium:

"B cimydae eciu He 3aperuCTPUPOBaHEI NpeJiebHble OTIIYCKHBIE LIEHBI Ha
pedbepeHTHBI JIeKapCTBEHHBIM mpemapaT ¢ TaKUM JKe€ KOJIWYECTBOM
JIEKapCTBEHHBIX (OPM BO BTOPUYHOM MOTPeOUTENHCKON YIAKOBKE, YTO H
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3asBJIIEMBI  BOCIPOU3BEJEHHBIM JIEeKapCTBEHHBIM IIperiapaTr, LieHa Ha
BOCIIPOM3BEJICHHEBIN JIEKapCTBEHHBIN IpenapaT ONpeAesseTcsl KaK CTOMMOCTh
OJIHOH JieKapcTBeHHOH GOpMBI pedepeHTHOro JIeKapCTBEHHOro Ipernapara,
paccuMTaHHas ~ MCXOAsS K3  CpeAHero  apu¢pMEeTHYECKOro  3Ha4YeHUs
3apeTHCTPUPOBAHHBIX  IleH Ha  Oumxaifiime  CMeXHBle  KOJMYeCTBa
JIEKApCTBEHHBIX  (OpM  BO  BTOPUYHON  IOTPEOUTENLCKON  yITakoBKe
pedepeHTHOr0 JIEKapCTBEHHOIO IIpenapaTta M yMHOXEHHas Ha KOJIMYECTBO
JIeKapCTBEHHBIX (JOPM BO BTOPUYHOM NOTPEOUTENHCKOH YIAKOBKE 3asBIISIEMOTO
BOCIPOU3BEIEHHOT'O JIEKapCTBEHHOT'O npenapara, pu 3TOM
Ko coorBeTcTBEHHO paBeH 1.

B ciy4ae ecnu He 3aperucTpUpOBaHbI MPEAEIbHBIE OTILYCKHBIE IIeHBI Ha
pedepeHTHBIN JeKapCTBEHHBIN IIpenapaT C Takoil k€ JO3UPOBKOHM, |TO
U 3asABJIIeMBId  BOCIPOM3BENCHHBIM  JIEKQpCTBEHHBIM Ipemapar, IlIeHa
Ha BOCIIPOM3BEJIEHHBIH JIeKapCTBEHHBIN IIperapat olpelesieTcsi Kak CTOUMOCTD
OJTHOM eIWHHIIBI JEeHCTBYIOIIEr0 BellecTBa peepeHTHOro JIeKapCTBEHHOI'O
npenapaTa, pacCUMTaHHas UCXOZS H3 CPEJHEro aph(PMETHYECKOro 3HAYCHHS
3aperMCTPUPOBAHHEIX I[eH Ha Onmxaiiimue cMexHble JO3UPOBKU pedepeHTHOrO
JIEKapCTBEHHOTO IIpermapara W YMHOXEHHas Ha KOJIMYECTBO  EIUHMII
JIeACTBYIOIIETO BEIIECTBA 3asABIIEMOIO BOCIPOU3BEJIEHHOTO JIEKAPCTBEHHOTO
npenapara, Ipu 3ToM K1 cOOTBETCTBEHHO paBeH 1.

B ITyHKTe 33:

B a03a1ie BTOpOM CJI0Ba "U T03UPOBKE" UCKIFOUHTE;

B a03ale TpeTheM:

cioBa "Ha JIEKaPCTBEHHBIM IpenapaT WHOCTPAHHOTO IPOW3BOJIUTEIS,
B TOM YHCJI€ OCYINECTBJISIOIIEr0 NMEPBHYHYIO U (WIM) BTOPUYHYIO YIAKOBKY
JIEKapCTBEHHOI'0 IIpernapara’ 3aMeHUTh CI0BaMH 'JIEKapCTBEHHOTO Mpernapara
HHOCTPAHHOTO MPOU3BOJCTBA, B TOM YHCIIe NEpBHYHAs U (WJIH) BTOPWYHAS
yIaKOBKa KOTOPOTO OCYILECTBISETCS WIX IIJIaHUPYETCS OCYIIECTBIATHCS "

cioBa "u J03UpPOBKe" UCKITIOUYUTE;

B ab3a1le yeTBepTOM cJI0Ba "M TO3UPOBKE" UCKIIOYHT;

B ab3arie MmsToMm:

cioBa "Ha NEKapCTBEHHBIH IpenapaT MHOCTPAHHOIO NPOU3BOJIUTENA, B
TOM YHCJE OCYIIECTBJIONIEr0 NEePBUYHYIO U (WIIM) BTOPUYHYHO YIAKOBKY
JIeKapCTBEHHOro IpenapaTta’ 3aMEHHUTh CIOBaMH "IEKApCTBEHHOIO IIpernapara
HHOCTPaHHOI'0 IIPOM3BOJICTBA, B TOM 4HCJEe IepBUYHas U (WIM) BTOpUIHAS
yIIaKOBKa KOTOPOT'O OCYILECTBIISAETCS WU IUIAHUPYETCS OCYIEeCTBIATHCS "

cjioBa "M HO3UPOBKE" UCKIIIOUYUTE;

JOIIOJTHUTE a03alieM CIIeYIOIIero CoIepKaHus:
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"B OTHOWIEHHH BOCIPOU3BEIEHHOI0, OHOAHAIOrOBOro (OHONOI0OHOIO)
opdbaHHOrOo  JIeKapCTBEHHOrO Ipenapara MOHIWKAIMHUKA  KOdPIUILIUEeHT
onpezensercs mo GopmynaM pacyeTa, IpelyCMOTPEHHBIM NpuioxeHueM Ne 8
K HacToAlled MeTOAWKE, M  BOCIPOU3BEIAEHHOro, OHOAHAIOrOBOTO
(6buonono6HOT0) OphaHHOTO IEKapCTBEHHOTO Npenapara.”

B ITyHKTE 34:

ab3aly ceapMOM  Mmocle  CIOB  'MpEeJENbHBIX  OTIYCKHBIX  II€H
IMPOU3BOIUTENEH HA" TOMOMHUTE CIIOBaMHU "BTOpBIE U MOCNenyonme";

B ab3a1ie BOCEMOM:

ci1oBO "(eauHUI)" UCKITFOUYHTD;

CJIOBO "KauecTBOM" 3aMEHUTh CJIOBaMH 'KOJIUYECTBOM JIEKapCTBEHHBIX
(GopM BO BTOPHYHOM yakoBKe";

MYHKT 35 M3JI0KUTH B CIEIYIOIIEN peJaKuu:

"35. MakcuMmanibHasT IleHa OTpefeNnsiercss Kak 3aperuCcTpHpOBAaHHAS
(nepeperucTpupoBaHHas) IpejAefbHas OTIyCKHas LeHa 3a IMOTPeOUTENILCKYIO
YyIaKoOBKY JIEKAPCTBEHHOIO IIpernapara, COBIAJAOLIEro C  3asBISEMBIM
BOCIIPOH3BE/ICHHBIM  JICKAPCTBEHHBIM MpPENaparoM [0 MEeXAYHapOJHOMY
HENaTEHTOBAHHOMY HAaMMEHOBAHMIO (TIPH €ro OTCYTCTBUH 10 XUMUUYECKOMY HJIH
IPYNIIHPOBOYHOMY HAWMMEHOBAHUIO), JIEKapCTBEHHOW ¢GopMe H JTO3UPOBKE
C MaKCHMaIbHOM CTOMMOCTBIO OJJTHOM JIeKapCTBEHHOU (OpPMBI:

B Clly4ae eclid 3aperucTpupoBaHa (TepeperdcTpUpoOBaHa) TMpenebHas
OTIIyCKHasT I[[eHa Ha TaKoW JIeKapCTBEHHBIH IpenapaTr, COBMNAJAIOLIUI
[0 KOJIMYECTBY BO BTOPUYHON NOTPEOUTENBCKOW YIAKOBKE C 3asBISIEMBIM
BOCIIPOM3BEJCHHBIM  JIEKAPCTBEHHBIM IIpemapaToM, MaKCUMallbHas IIeHa
onpezenseTcs Kak MOCHeAHss 3aperucCTpUpOBaHHAas (MepeperucTprupOBaHHAS)
npe/ieSibHAas OTIYCKHAs LIeHa Ha TaKOM JIeKapCTBEHHBIN Npenapar;

B Clydae eclid Ha TaKoW JIeKapCTBEHHBIH MpemnapaT B paMKax
PETHUCTPALIHOHHOTO YAOCTOBEPEHHUS JIeKapCTBEHHOTO npenapara
3aperuCTPUPOBAHO ([IEPEePEruCTPUPOBAHO) HECKOIBKO MPEAENBHBIX OTIyCKHBIX
IIEeH Ha JIEKapCTBEHHbIE MpenapaThl, OTJINYHbIX [0 KOIUYECTBY BO BTOPUUHOU
NOTpeOUTENBCKOM  yNakoBKE  OT  3asB/IEMOrO0  BOCIPOM3BEJIEHHOTO
JeKapCcTBEHHOIO Ipenapara, MaKCUMallbHash 1i€eHa oMpejensieTcss Kak
cpenHee apudmeTHueckoe 3HAaUYEHHWE MOCIEOHUX  3aperuCTPHUPOBAHHBIX
(mepeperucTpUpOBaHHbBIX)  INpPEAENBbHBIX  OTIMYCKHBIX LIEH Ha  Takue
JIeKapCTBEHHBIE TMpernapaTrbl HCXOAS W3 CTOMMOCTH OJHOHM JieKapCTBEHHOMH
GbOopMBI, YMHO)KEHHOE Ha KOJMYECTBO JIEKApCTBEHHBIX (POPM BO BTOPHYHOM
nOTpeOUTENBCKON YIaKOBKE 3asBISIEMOr0 JIEKApCTBEHHOro Ipemnapara, IMpu
sToM K cooTBETCTBEHHO paBeH 1;
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B ClIy4ae OTCYTCTBUS 3apErMCTPHUPOBAHHBIX MPEAEIBHBIX OTIIYCKHBIX
IIeH Ha JIEeKapCTBEHHBI [Ipenapar, COBMAJAIOIUANA [0 MEXIyHapOLHOMY
HEMIaTeHTOBAaHHOMY HaMMEHOBAHHIO (IIpH €ro OTCYTCTBUY IO XUMUYECKOMY HITH
TPYNIIIPOBOYHOMY HaMMEHOBAHMIO), JIEKapCTBEHHOM (opMe U JO3HPOBKE,
MaKCHMajbHas IleHa OIpeAensercd KaK 3aperiucTpUpOBaHHAs MpeiesbHas
OTITYCKHasl IIeHa 3a MOTPEeOUTENIbCKYIO YIIaKOBKY JIEKApCTBEHHOrO IIpernapara,
COBIAJAIOIIEr0  C  3asABIIA€MBIM  BOCIIPOU3BEJCHHBIM  JIEKapPCTBEHHBIM
IopemapaToM HO MEXAyHapOJAHOMY HENAaTEHTOBAaHHOMY HaUMEHOBAHHIO
(npu  ero  OTCYTCTBUM IO XHMHYECKOMY WIHM  TIPYNIIHPOBOYHOMY
HAaMEHOBAHUIO) W JIEKapCTBEHHON ¢(opMe ¢ MaKCHMalbHON CTOMMOCTBIO
€IUHULBI 1eHCTBYIOIIETO BENIECTBA,;

B CiIydae eclIM Ha Takoil JIeKapCTBEHHBI IpernapaT B paMKax
PErUCTPALIIOHHOTO yIOCTOBEPEHUS JIEKapCTBEHHOTO Ipemnapara
3apEruCTPUPOBAHO ([IEPEPETUCTPUPOBAHO) HECKOIBKO IPEAETBHBIX OTITYCKHEIX
IIeH Ha JICKapCTBEHHBIE Ipenaparsl, OTJIMYHBIX 10 JO3UPOBKE C 3aiBJISIEMBIM
BOCTIPOM3BEICHHBIM JIEKAPCTBEHHBIM IIpernaparoM, MakKCUMallbHas ILeHa
ompenensercs Kak cpegHee  apuU(pMeTHYecKoe 3HaueHHEe  IOCIeIHHX
3apErHCTPUPOBAHHBIX ([I€PEPETUCTPUPOBAHHBIX) IIPEIENbHBIX OTIYCKHBIX IIEH
HAa TakKWe JIEKApPCTBEHHBIE IpenapaTbl HCXOIs HU3 CTOMMOCTU €IWHUIIGI
JIEACTBYIONIETO BEIIECTBA, YMHOXKEHHOE Ha KOJIMYECTBO €AMHUI] ACHCTBYIOIIETro
BelleCTBA  3asBIIEMOr0  JIEKAPCTBEHHOTO  mOpemapaTra, IIpU  3TOM
Kz cooTBETCTBEHHO paBeH 1.";

IYHKT 36 TONOTHUTH ab3alleM CIeIYIOIIero COAepKaHus:

"B cimydasx, Npu KOTOpPHIX Ha JIEKapCTBEHHBIN IIpenapar, onpeaeneHHbIHA
B COOTBETCTBMM TpeOOBaHUSMU IyHKTa 35  HacTosmed  MeTOIUKH,
3aperuCTPUPOBAHBl pa3iInYHble IpEJEIbHblE OTIYCKHBIE IE€HBI, MPUMEHSIETCS
cpenHee  apu¢pMeTHYECKOe  3HA4YeHWEe IMOHWXKamomero  kod3dduimenra,
paccuyuTaHHOE Ha OCHOBaHUU IIOCJIETHUX 3aperucTpUpPOBaHHBIX
(mepeperucTpUpOBaHHbIX)  IpPEleNbHBIX  OTIYCKHBIX II€H Ha  TakKoi
JEKapCTBeHHBIA IIpernapaT, 3a HWCKIFOYEHHEM CJIy4aeB, IpPH KOTOPHIX
HOHIKaImuiA kodhduiueHT paseH 0.";

HauMeHOBaHue pasjiena [X u3noxuTh B CIeayIOen pefaKiuu:

"IX.PacueT 1mpenenbHOM OTIYCKHOW II€HBl INPOU3BOAUTENEH Ha
JIeKapCTBEHHBIN IIpenapaT IPOU3BOAUTEN] IOCYyAapCTBa - dieHa EBpasumiickoro
HKOHOMHYECKOT'0 COI03a IIPH €€ MepEPErUCTpalun’;

B ImyHKTe 37 cnoBa "HacTosmed MeTonukoi"
"HacTOAIKM pa3fesiom";

3aMCHHUTDh CJIOBaMHU
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B ab3ame ImepBoM M moAamyHkre "6" myHkra 38, B a03ale mepBoM
nyHkTa 39, nmyHkte 40 um ab3aue nepBoMm IyHkTa 4l cioBa "rocymapcTs -
YJIeHOB" 3aMEHUTH CJIOBaMH 'TOCYIapCTBa - YieHa';

B myHKTax 43, 44 u B ab3alle nepBoM ITyHKTa 45 cjioBa "MPOU3BOUTENEH
rOCy/1apCTB - YWICHOB" 3aMEHHUTh CJIOBaMM "NIPOM3BOJAWTENS TrocylapcTBa -
yeHa";

HaHMEHOBaHMe pazjiena X M3JI0XKUTh B CIEAYIOLEN pelaKIuu:

"X. Pacuer npelesbHON OTILyCKHOM LIEHBI Ha JICKApCTBEHHBIM Mpenapar
HHOCTPAHHOrO0 IPOM3BOJCTBA, B TOM HYHUCJIE MEpBUYHAs U (MIM) BTOPHYHAsS
YIIAaKOBKA KOTOPOTO OCYINECTBISETCS WIH IUIAHUPYETCS OCYIIECTBIATHCS
B Poccutickoii @eneparuy, Ipu ee nepeperucTpauun’;

B NyHKTe 47 cioBa "MHOCTPAaHHBIX NPOU3BOAUTENEH" 3aMEHUTDH CIIOBAMH
"HHOCTPaHHOrO IPOU3BOJCTBA", cilOBa "HAacCTOAIMIEH METONUMKOU" 3aMEHHTH
CJI0OBaMH "HaCTOSIIIINM pa3feiioM";

B ITyHKTE 48:

B abzane nmepBoM cioOBa "MHOCTPaHHBIX MPOU3BOAMTENCH Ha
JeKapCTBeHHBIH IpernapaT" 3aMEeHHUTH CJIOBaMHM "Ha JIEKapCTBEHHBIH Ipernapar
WHOCTPaHHOTO IIPOU3BOJCTBRA";

B MHOAMyHKTE "0" CjIoBa "MHOCTpaHHBIX NPOU3ZBOJIUTENECH, B TOM YHCIIE
OCYUIECTBIISIOIIMX NEPBUYHYIO U (MIM) BTOPUYHYIO YIIAaKOBKY JIEKQpCTBEHHOTO
mpenapara" 3aMEHUTH CJIOBaMH "HHOCTPAaHHOIO IPOU3BOACTBA, B TOM YHCIIE
HepBUYHass W (WIM) BTOpPUYHAS YIIAKOBKa KOTOPOTO OCYINECTBISAETCS HIIH
IUTaHUPYETCS OCYIIECTBIATHC "

B abzale nepBoM IIyHKTa 49 cioBa "MHOCTpaHHBIX INPOU3BOAUTEIICH,
OCYIIECTBJISIOIINX IIEPBUYHYIO U (WJIM) BTOPUYHYIO YIIAKOBKY JICKAPCTBEHHOIO
npenapara’ 3aMEHUTH CIIOBaMH '"Ha JIEKApCTBEHHBIM HperapaT WHOCTPaHHOIrO
IPOM3BOJCTBA, INepBHYHag M (WJIM) BTOpPUYHAss  YIAaKOBKa  KOTOPOTO
OcyHléCTBJIﬂeTCSI WM [IJIAHAPYETCS OCYIIECTBIAThCA";

B ItyHKTeE 50:

B ab3ale MepBOM CJIOBa "WHOCTPAHHBIX MIPOU3BOJUTENEH, B TOM YHCIIE
OCYIIECTBIISIOLIMX NIEPBUYHYIO U (MJIM) BTOPUYHYIO YHAKOBKY JIEKapCTBEHHOT'O
nperapaTta" 3aMEHHTh CIIOBaMHU "Ha JIGKapCTBEHHBIN IIpenapaT MHOCTPaHHOTO
IIPOM3BOJICTBA, B TOM YHKCIIE TIEpBUYHAS U (MJIM) BTOPUYHAs yIIaKoBKa KOTOPOTO
OCYILECTBIISAETCS WIH IUIAaHUPYETCS OCYIEeCTBIATECS "

B noamyskre "6" cJ0Ba "MHOCTPaHHOIO IIPOU3BOUTETIA,
OCYIIIECTBIISIONIEr0 NEePBUYHYI0 MU (MIM) BTOPUYHYIO YNAKOBKY" 3aMEHUTH
CJIOBaMH "MHOCTPaHHOrO TPOU3BOACTBA, IE€pBUYHas U (WIM) BTOpPHUYHAS
yIaKOBKa KOTOPOTO OCYIIECTBISIETCS MU IITIaHUPYETCSA OCYINECTBIAThCA"
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B  moxmyHkre "B" cinoBa  "MHOCTPaHHOrO  INPOW3BOJUTENS  Ha
JIeKapCTBEHHBIM IIpernapaT’ 3aMEHUTH CIOBaMH "Ha JIEKapCTBEHHBIM Mperapar
HHOCTPAaHHOTO IPOM3BOJICTBA";

B IIyHKTE 52:

B ab3ame MepBOM CJIOBa "HHOCTPAaHHOTO IIPOHM3BOJAUTENS  HA
JIeKapCTBEHHBIA Ipenapar'' 3aMEHUTH CIIOBaMHU "Ha JIEKapCTBEHHBIM NpemapaT
HHOCTPAHHOT'O NPOU3BOACTBA";

B a03ale BOCBMOM CJIOBO '"Ipow3BOAWTEIA' 3aMEHHUTH CJIOBOM
"MpousBoJCTBA";

B IyHKTe 53 cioBa "WHOCTPAaHHBIX IPOU3BOJAUTENEH, OCYIIECTBIMIOMUX
MEepBUYHYI0 U (MIHM) BTOPUYHYIO YNakoBKy B Poccuiickoit ®enepanuu,
Ha JIeKapCTBEHHBIH Ipemapar” 3aMeHHTh CIOBaMH "Ha JI€KapCTBEHHBIH
npernapaT HMHOCTPAaHHOIO IIPOM3BOACTBA, IIE€pBUYHAs U (WIM) BTOpHYHAS
yIakoBKa KOTOPOTO OCYIIECTBISAETCS WA IUIAHUPYETCA OCYINECTBIIATECS
B Poccuiickoit @enepamnun,";

JOIIOJTHUTD pazzenoM X ciemyromero coaepx anus:

"XI. Pacuer npenenbHON OTILyCKHOM LIEHBI IPOU3BOAUTENS Ha JIEKapCTBEHHBIN
IIpenapar Nnpu ee IepeperucTpaiuy B LeNIX CHUKEHUS

55. Ilepepeructpanys B LENAX CHIKEHHUS NPEAEIbHOM OTITYCKHOM II€HBI
IIPOM3BOJUTENS] Ha JIEKApCTBEHHBIM IpemapaTr IIPOBOOUTCS B  Clydasx,
IIpeayCMOTPEHHBIX NOAIMYHKTOM "a" myHkTa 42 [IpaBu, B CBA3U CO CHIDKEHUEM
IIeHbl B HAIIMOHAJBHOM BajJIOTE Ha JIEKAPCTBEHHBIM Ipernapar B WHOCTPAHHBIX
rocyJapcTBax, yKa3aHHBIX B IpUIOXKeHUH Ne2 K HacTodAmed MeTOIUKe,
Ha OCHOBAaHHMM pacyeTa, NpelyCMOTPEHHOTo IpuioxeHueM Ne 3 k HacTosIuei
MEeTOJNKEe, B Clydae, €CJIM pacCUUTaHHas B COOTBETCTBHU ¢ paszjenom VII
HACTOSIIeH METOJAMKHA MHUHUMAajIbHAs OTIYCKHAas IeHa ITPOM3BOIUTEIS
Ha JICKapPCTBEHHBIM IIpenapar ¢ Y4eTOM pPacXOOB, CBA3AHHBIX C TaMOXEHHBIM
odopMIIEeHHEM, HIXE, YeM 3aperuCTpUpOBaHHas NpeAesIbHas OTIYCKHas IieHa
Ha JICKapCTBEHHBIH IIpenapar. '

56. Ilepeperucrpanus HpeNebHOMN OTITYCKHOM LIEHBI
BOCIPOU3BEIEHHOr0, OKoaHanoroBoro (OWonmomoOHOro) JIEKapCTBEHHOT'O
mpenapara IPOBOJMUTCS B ClIydasX, IPeAyCMOTPEHHBIX NOJAITYHKTOM "G"
nmyHkTa 42 IlpaBuwil, B CBSI3M CO CHHMI)KEHHMEM IIPEACIBHON OTIIyCKHON IIE€HBI
pedepeHTHOTO JIEKapCTBEHHOIO IpenapaTa B CilydasX, IpeIyCMOTPEHHBIX

moAnyHkToM "a" myHkTa 42 IlpaBui.
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Ilepeperucrpaiiss B UEIAX CHUKEHHUS MPEAENIBHON OTIIYCKHOW ILIE€HBI
BOCIPOU3BEIEHHOTO, OuoanamoroBoro (O6HOIOA0OHOr0)  JIEKAPCTBEHHOTO
IpernapaTa OCYIIECTBISIETCS B Ciydae, eClId 3aperdCTpHUpOBaHHAs IIpelebHas
OTIIyCKHass IIeHa BOCIIPOU3BEAEHHOT0, OnoaHantoroBoro (O0MOmoOxXoOHOrO)
JIEKapCTBEHHOIr'0 Iperiapara IpPEeBhHIIIaeT LHeHy pedepeHTHOro JEKapCTBEHHOTO
rpernapara, IEepepeEruCTpUPOBAaHHYI0 B LEJIX CHIDKEHHUS B COOTBETCTBUH
C myHKTOM 55 Hactosined Metoauku. IIpu 3TOoM mpenenpHas OTIyCKHas IeHa
BOCIIPOU3BEICHHOT0, Ouoananoroporo (6Momofo6HOro) JEeKapCTBEHHOTO
mperiapaTa HE MOXET MPEBBILIATh LEHYy pedepeHTHOro JEeKapCTBEHHOTO
mperapara, [EpEepPEerucCTPUPOBAaHHYI0 B LENAX CHUXKEHUS B COOTBETCTBHH
C IIYHKTOM 55 HacTosIIe! METOIUKM.

57. Ilepeperucrpanus NpeaenbHON OTILyCKHOMU I{€HBI Ha
BOCIIPOM3BE/ICHHBIM, OuoaHamoroBeii  (6MOmomoOHBIN)  MeKapCTBEHHBIN
mpernapaT HHOCTPAHHOIO IIPOM3BOJACTBA, B TOM YHCIE IEpBUYHAS | (WIIH)
BTOPUYHAs  YNakOBKa KOTOPOTO  OCYIIECTBISETCS HWIM  IUIAHUPYeTCs
ocymecTBIATECS B Poccuiickoit @enepauuy, NPOBOAUTCS B  CiIydasX,
IIpeyCMOTPEHHBIX NNOATYHKTOM "B" IyHKTa 42 [IpaBui, Ha OCHOBaHUM JNaHHBIX
pacueTa MpefeNbHBIX OTIIyCKHBIX IIEH Ha BOCIPOM3BEACHHEIE, OMOaHAIOTOBEIE
(6uortonoOGHBIE)  JIEKapCTBEHHBbIE  IIpernaparbl,  IpPEJCTaBIfEeMBIX  Ha
rOCyJapCTBEHHYIO PpErHCTpalii0 B COOTBETCTBHU C mpuioxeHHeM No9
K HaCcTOSIIEeH METOJMKE B CBS3M C TOCYJapCTBEHHOH perucrpanueil BTOpoH
[lEHBI Ha BOCIPOU3BEIEHHBINA, OHOaHaTOr0OBRIH (O0HMOMIOT00HKIH) JIeKapCTBEHHBIM
mperapaT, COBINAJAIOMMII 10  MEXIYHapoJHOMY  HENaTeHTOBaHHOMY
HAaUMEeHOBaHUIO (IIPH €ro OTCYTCTBUH - TPYIIIMPOBOYHOMY WJIM XHUMHUYECKOMY),
JIeKapCTBEHHOU (opMe U TO3UPOBKE.

ITepepeructpanusi B LEISX CHWKEHUS TpeielbHONH OTITyCKHOU IIEHBI Ha
BOCIIPOM3BEJICHHBIN, OuoaHanoroBelii  (OMOMOJOOHBIN)  JEKapCTBEHHBIN
penapaT MHOCTPAHHOIO IIPOM3BOJACTBA, B TOM 4MCJIE IepBUYHAs W (WIH)
BTOpWYHasi yMaKOBKa KOTOPOIO  OCYIIECTBISIETCS WM  IUIAHHUPYETCS
ocymiecTBIATEC B Poccuiickoil deepanvy, oCyIIecTBIsETCS B Cllydae, €Clii
3aperiucCTpUpoBaHHAas IpejelibHas OTIyCKHas IeHa IIPeBBIIIAeT LEeHY,
PACCUMTAaHHYI0O B KadecTBe IIpoeKTa IpeAelNbHOH OTIYCKHON ILeHBl Ha
BOCIIPOM3BEICHHBIM, OuoaHanoroseii  (OHONMONOOHEIN)  JEeKapCTBEHHBIN
IperapaT B COOTBETCTBUHU C pazfesnoM VIII HacTosmiell MeToauKY.

58. Ilepeperucrpanus IIpeleIbHON OTILyCKHOM L(€HBI
BOCIIPOM3BEJIEHHOro, OunoaHamoroporo (6MonoJ00HOr0) JIEKAPCTBEHHOTO
npemnapara IIPOU3BOJUTENS rocyJ1apcTBa - 4JieHa EBpasutiickoro

3KOHOMHYECKOTI'O COI03a IPOBOOUTCA B ciy4yasx, IpEAYCMOTPECHHBIX
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noanyHkToM "r" mynkta 42 IlpaBui, Ha OCHOBaHMH JaHHBIX pacdera
NpeleNbHBIX OTIYCKHBIX IIeH Ha BOCIPOM3BEICHHBIE, OHOAHAIOTOBBIE
(buommomoOHBIE)  JIEKApCTBEHHbIE  IIperaparhbl,  IpeJICTaBIsfeMBIX  Ha
TrOCyHapCTBEHHYIO PETHUCTPAIMI0O B COOTBETICTBHM ¢ IpmiloxeHMeM Ne 9
HACTOSIIEH METOAMKE B CBSI3U C MOCYJApCTBEHHOM perucTpanyell BTOpOy LeHbI
Ha BOCIPOM3BENCHHBINA, OnoaHANOroBhId (OMOMONOOHBIN) JleKapCTBEHHBIHN
IpenapaT IpOU3BOUTENS FOCY[apCTRa - WieHa EBpasuiicKoro SKOHOMUYECKOro
COI03a, COBHQJAIOIMN IO MEXIYHapOJJHOMY  HENAaTeHTOBaHHOMY
HAaVMEHOBAaHMIO (IIPU €r0 OTCYTCTBUU - I'PYNIUPOBOYHOMY HIIM XUMHYECKOMY),
JIEeKapCTBEHHO! (hOpMeE M JO3UPOBKE.

[lepepeructpauys B LENISX CHUXKEHHS IPENENbHON OTIyCKHOM IIEHBI
BOCIIPOM3BeleHHOro, OuoaHamoroBoro (6MonogoOHOro)  JIEKapCTBEHHOTO
nmpenapara IIPOU3BOIUTEISA rocylapCcTBa - YJeHa EBpasmuiickoro
SKOHOMHYECKOT'0 COI03a OCYIIECTBISETCS B CIydae, €ClId 3aperuCTpUpPOBAHHAS
mpeAeNbHasl OTIyCKHAas L€Ha IIPEeBBIIAET ILIEHY, PAacCCUUTaHHYIO B KadyecTBE
IIPOEKTa MpeAeNIbHON OTITyCKHOM IIE€HBI Ha BOCIIPOM3BEICHHBIN, OM0aHaIOrOBBIA
(OwomomoOHEBIN)  BOCHIPOW3BEACHHBIH, OuoaHanmoroselil  (O6MOIIOIOOHEIIL)
JIEKapCTBEHHBIH IperiapaT MPOU3BOAUTENS I'OCYNapCcTBa - WieHa EBpasuiickoro
3KOHOMHMYECKOr0 COI03a B COOTBETCTBHM ¢ pazaenoMm VIII nHacrosmeit
METOJVKH.

59. IlpenenpHast OTIyCKHAass LieHAa Ha JIEKapCTBEHHBIA Impemapar
IpH MEepeperucTpalv B LENSIX CHIKCHHS YCTaHaBIMBACTCS IS KaXJIOro
MPOU3BOAUTENS B paMKaxX PErMCTPAllMOHHOTO yAOCTOBEPEHUS JIEKapCTBEHHOrO
IpernapaTa B COOTBETCTBUM C TpeOOBaHUAMU IIyHKTOB 24 u 25 IlpaBun.";

npwioxeHus Ne 1 - 12 x yxa3aHHOM METONWKE U3JIOXKHUTH B ClIEXyrOIIei
peaaKLun:
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