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O perucrpauus 1ieH Ha BOCIPOU3BEIEHHbIE
JIeKapCTBEHHbIE Npenaparsl (IMMyHKTH! 16 1 17
IIpaBun perucrpanyy 1eH)

B cBa3u ¢ mocrynarommumu B PAC Poccum oOpamieHussMH 10 BOIIpocam
(opMUpOBaHMS IpeleNbHBIX OTIYCKHBIX IIeH Ha BOCIPOH3BEAEHHBIE IKM3HEHHO
HeoOXooUMble M Ba)KHEHIIMe JieKapcTBeHHble mpemaparhl (manee — JXHBJI) ®AC
Poccun pasesacHseT mnoaxoabpl K INpUMeHeHHI0 ImyHKToB 16 wu 17 IlpaBun
roCyIapCTBEHHOM perucTpanuu U IIepeperucTpanuu yCTaHaBJIUBaeMbIX
IPOU3BOIUTENIAMH JIEKAPCTBEHHBIX IIPENapaToB MpeAeNbHbIX OTIMYCKHBIX IIeH Ha
JIeKapCTBEHHBIE IIpenaparsl, BKIOYeHHble B nepedeHb JKHBIIII, yTBepikaeHHBIX
nocranoBneHueM IlpaBurensctBa Poccuiickuit ®enmepammm or 29.10.2010 Ne 865
(manee — IIpaBuna).

1. B coorBercTBUH ¢ ab3anem 1 myHkTa 16 IIpaBui «aepxarens Wid Biageer
PETUCTPALMOHHOIO yNOCTOBEPEHHs (YIOJTHOMOYEHHOE MM JIMIIO) BOCIIPOM3BEIEHHOIO
JICKapCTBEHHOI'O IIperapara HWHOCTPAaHHOIO IIPOU3BOZACTBA HJIM BOCIPOHM3BEIECHHOIO
JICKapCTBEHHOTO IIpemnapara IIPOM3BOIACTBA TIOCYAApCTB — 4IEHOB EBpasmiickoro
9KOHOMHYECKOTO COI03a, He Haxonsuierocs B obpameHuu B Poccuiickoit denepanmu,
NPEeJCTaBIsIeT Uil TOCYAapCTBEHHOM DPErMCTpallM INpENeNbHYI0 OTIYCKHYIO IEHY
IIPOM3BOJUTENI Ha JIEKAPCTBEHHBIM IIpernapar, He IpeBblIaronrylo 80 IpoIeHTOB
CpenHed 3aperMCTPUPOBAHHOM MPEAENbHOM OTIYCKHOM II€HBI NPOU3BOAMTENS Ha
pedepeHTHBIM JIeKapCTBEHHBIH Ipenapar, pacCUMTaHHOM 3a nepuon 3 €T 1o
NPEICTAaBICHUs JAepKareleM WM BIaJellblieM PEruCTPallMOHHOIO YHIOCTOBEPEHHS
(YIIONTHOMOYEHHBIM KM JIMIOM) YKA3aHHOTO BOCIIPOM3BEIEHHOTO JIEKapCTBEHHOTO
npenapara npeaeabHON OTIYCKHOM LIeHbl, PACCYMTAHHOM HMCXOAS U3 CTOMMOCTH OXHOM
JIEKapCTBEHHOU (POPMEID».
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®AC Poccuu coobmiaet, uto B ciydyae, KOoraa JTO3UPOBKH BOCIPOU3BEAEHHOIO U
pedepeHTHOro JIeKapCTBEHHOIO INpemnapaTa COBIANAIOT, pacyeT LEHBI OCYIIECTBISIETCS
UCXOIs M3 CpelHell BeJHYHMHBbI BCeX 3aperMCTPHPOBAHHBIX IE€H YCTAHOBJIEHHOIO
pedepeHTHOro0 JIeKapCTBEHHOI0 Mpenapara COOTBETCTBYIOIIEH O3MPOBKH U3
pacdeTra CTOMMOCTH OAHOH JieKapcTBeHHOH ¢opMmbl. B cioydae, xorma I0o3upOBKHU
BOCIIPOU3BENEHHOTO U peepeHTHOrO JIEKApCTBEHHOTO Iperapara pa3IHdaloTcs, pacieT
LIEHbl OCYILIECTBIISIETCS HCXOAs M3 cpedHed BeJHYHHbI BCeX 3aperHCTPHPOBAHHBIX
IleH YCTAHOBJIEHHOIO pe()epeHTHOro JIeKAPpCTBEHHOIO Mpenapara BCeX IO3HPOBOK
U3 pacyeTa CTOMMOCTH OJHOH eJHMHHIbI [eiicTBYIOLIEro BelIeCTBa, C YYeTOM
TpEXJIETHETO Neproia PerucTPallvi IIeH Ha pe(epeHTHBIN JeKapCTBeHHBIH Ipenapar.

Hampumep, ecnu 1neHsl Ha pedepeHTHBId JIeKapCTBEHHBIH Ipemapar
peructpupoBainuck exerogHo ¢ 2010 mo 2016 rr, TO B pacuer OepyTcs
3aperucTpUpOBaHHbBIE II€HBl 3a IOCIEeAHHE 3 roxa A0 Jarhkl IIOAA4YH 3asBIEHHS Ha
perucTpanuio 1eHel, To ecTb ¢ 2014 mo 2016 rr. Ecam uneHsl Ha pedepeHTHBIN
JIEKapCTBEHHBIN IIpenapar perucTpUupoBaiuch Tonbsko B epuox ¢ 2010 mo 2012 rr., To B
pacder OepyTcsi 3aperucTpUpoBaHHBIe LeHbI 3a mepuox ¢ 2010 mo 2012 rom, kak
JENUCTBYIOLIME B IEPUOL 3 JIET 10 NpEeACTaBIEHUS 3asBICHHS.

Ot nony4eHHO# cpeqHel BeTMUKHBI IPUMEHSIETCS OHIKAIOIINN K03 GHIIUEHT B
pasmMepe 80 % M pganee yduTHIBaeTCS KOJIMYECTBO JIEKAPCTBEHHOIO IIperapara B
IOTPEOUTENBCKON yIIaKOBKE.

2. B cootBercTBHH ¢ 4acThio 2 a63ana 1 mynkra 16 IlpaBua «aepxarens win
BIaJeNlel]l ~ PEerHCTPAallMOHHOIO  yIOCTOBEpeHUs  (yHOTHOMOYEHHOE WM  JIHIO)
BOCIIPOM3BENEHHOIO JIEKAPCTBEHHOI'O IIperapara HWHOCTPAaHHOTO IIPOW3BOICTBA HIIH
BOCIIPOM3BEICHHOI'0 JIEKAPCTBEHHOIO IIpenapara MpOU3BOJACTBA TOCYJApCTB — YJIEHOB
EBpasuiickoro 5KoHOMHYECKOIO CO03a, He HaXOsIerocs B obpamenud B Poccuiickoii
Qenepanuy, B Cllydae OTCYTCTBHA pPe(hEepeHTHOrO JIeKapCTBEHHOIO IIperapara
NPEICTaBIAeT Uil TOCYNapCTBEHHOM PpErucTpalMd IpeAebHYI0 OTIYCKHYIO LEHY
IIPOU3BOAUTEIS, HE IIPEBBIIAIOIIYIO 80 IIPOLIEHTOB MaKCHUMaJIbHOU
3apETUCTPUPOBAHHOM IpPENEIBbHON OTIyCKHOW LIEHBI NMPOU3BOAMTENS HAa aHAJOTHMYHBINA
JIEKapCTBEHHBIN Ipenapar (0 MeXIyHapoIHOMY HENATEeHTOBAHHOMY HAaMMEHOBaHMIO
WIA IPA €ro0 OTCYTCTBHM — XHMMHYECKOMY MWJIHM TPyNIIMPOBOYHOMY HAUMEHOBAHHMIO,
JIEKapCTBEHHOH (opMe U JO3MpPOBKe (KOHIEHTpAalMM, AKTUBHOCTU B eIWHHIAX
JeUCTBHS), PACCYMTAHHOM MCXOJS U3 MaKCHMAIIBHOM CTOMMOCTH OJHOM JIeKapCTBEHHOM
bopMBbD».

®AC Poccun coobmaet, 4ro Asis JiekapeTBeHHbIX npenaparos (MHH), no
KOTOPBIM pedepeHTHDbIH JIeKapCTBEHHbIH IMpenapaTr OTCYTCTBYeT, pacueT IIeHb
OCYWIECTBIIETCSI MCXONS W3 MAaKCHMAaJbHOM 3aperuCTPUPOBAHHOM LEHBl Ha
aHAJIOTMYHBIA JIeKapCTBeHHBIH mnpemnapar (mo MHH wix npu ero orcyrcTBHm —
XUMUYECKOMY WM TIPYNIUPOBOYHOMY HAMMEHOBAHHMIO, JIEKApCTBEHHOM (opme u
JI03UPOBKe (KOHLEHTPAIMH, aKTHBHOCTU B SAMHULAX JHCTBUS), PACCYUTAHHON UCXO/S
M3 MaKCHMAJbHOH CTOMMOCTH ONHOH JIeKapCTBEHHON (oOpMEI, 6e3 ydera BHAA
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NePBHYHON H BTOPHUYHOH YIIAKOBKH.

OT MakcUMajnabHOM CTOMMOCTH OIHOW JIEKQpCTBEHHOW (OPMBI MPHUMEHSETCS
MOHMKaromud kodgduuueHtr B pasmepe 80 % W mamee y4YHUTHIBAE€TCS KOJHYECTBO
JIeKapCTBEHHBIX OPM B OTPEOUTETHCKON YIIaKOBKE.

3. B coorBeTcTBUM Cc aG3anem 2 nyHkTa 16 IlpaBua «aepxarenp Wiy BiIajeen]
PErUCTPAIllIOHHOTO  yAOCTOBEepeHUs (YIIOJIHOMOYEHHOE WM JIMI[0) BTOPOro U
IIOCJIEAYIOIIMX BOCIPOM3BEACHHBIX JIEKAPCTBEHHBIX IIpPelaparoB HMHOCTPAHHOIO
NPOU3BOACTBA, HE Haxomsiluxcs B oOpameHun B Poccuiickoit ®enepanmu,
IPEeACTaBIsIeT s TOCYAAPCTBEHHOW PErucTpalyd IPeAesIbHYI0 OTIIyCKHYIO LEHY
MIPOM3BOAMUTEINSI HA JIEKAPCTBEHHBIM IpernapaT HIDKE Ha S MPOLEHTOB IMOCIEAHEH
3apErUCTPUPOBAHHON MpPEAEIbHON OTIYCKHOM LIEHBI NMPOWU3BOAUTEISI Ha aHAJIOTUYHBIN

BOCITPOU3BEICHHBIN JIeKapCTBEHHBIN npernapar (o MeXIYHapOIHOMY
HENaTeHTOBAaHHOMY HAMMEHOBAaHHUIO WJIM IPH €ro OTCYTCTBHM — XHMHUYECKOMY HIIH
IPYNIIEPOBOYHOMY HalMEHOBAaHHIO, JIeKapCTBEHHOM dopwme, JO3UPOBKE

(KOHLIEHTpalMK, aKTUBHOCTU B eIMHULAX JEeHCTBHS), pPAaCCUMTAHHOH MCXOIOsl U3
MaKCHMaJIbHOM CTOMMOCTH OJHOM JIEKapCTBEHHOU (POPMEBIDY.

®AC Poccum coolmiaer, 4to pacdeT LEHBI IJII BTOPOIO M IIOCIEXYIOIIMX
BOCIIPOM3BECHHBIX JIEKAPCTBEHHBIX IpernaparoB HHOCTPAHHOIO IMPOHM3BOACTBA
OCYILECTBIISIETCS MCXOAs U3 CpeliHell LIeHbl pedepeHTHOro JIEKapCTBEHHOIO Iperapara
WIA MaKCUMaJbHOM LIEHBl aHAJIOIMYHOIO JIEKapCTBEHHOIO IIpemapara (pacdeT CM.
Belle) (He Beime 80 %), a Takke UCXOAS U3 MOCIEAHEN 3aperuCTPUPOBAHHON [IEHEI Ha
aHAJIOTUYHBIA BOCIIPOU3BEACHHBIN JIeKapCTBEHHBIN npenapar (He Beime 95 %).

To ectes M BTOpOoro M mOCIEAYIOIIMX BOCIPOU3BENCHHBIX JIEKAPCTBEHHBIX
IpenaparoB HHOCTPAHHOIO IPOM3BOJACTBA HEOOXOAHMMO BBINOJHEHHE OJHOBPEMEHHO
000MX yCJIOBHIH.

IIpu »>TOoM mocnenHe#l 3aperucTpUpPOBaHHOM IIEHOH Ha  aHAJOTHMYHBIN
BOCIIPOM3BE/ICHHEIN JIEKAPCTBEHHBIM Ipernapar OymeT CYMTAThCSA IOCIHENHSAA IieHa,
3apETHCTPUpPOBAHHAs HA  AATy  NOJA4YH  JepKarejleM  HIA  BiajelbleM
PEruCTPaHOHHOTO YI0CTOBEPEHHS (YIIOMHOMOYEHHBIM UM JIMIIOM) BOCIIPOU3BENCHHOIO
JIEKapCTBEHHOI'O Npernapara 3asiBjieHusi B Munsapas Poccun.

4. B coorsercTBUM ¢ aG3amem 3 myHkra 16 IIpaBua «IIpu CHHMXKEHHH OT
MaKCHUMaJIbHOM 3aperuCTPUPOBAHHOM NpeeNIbHON OTIIYCKHOM LI€HBI IPOM3BOAUTENS HA
pedepeHTHBI JIeKapCTBEHHBIN Ipemapar, a B CJIy4ae ero OTCYTCTBHA — OT
MaKCHMaJIbHOM 3aperHCTPUPOBAHHOM 1I€HBI HAa aHAIOTHYHBIH JIEKapCTBEHHBIN Mpenapar
(T0 MeXITyHapOTHOMY HEIIaTeHTOBAHHOMY HAHMEHOBAHHIO WIIM IIPH €r0 OTCYTCTBHHU —
XMMUYECKOMY MM TPYyNIIHPOBOYHOMY HAMMEHOBAaHUIO, JIEKApCTBEHHOM ¢opMe u
J03UPOBKe (KOHLIEHTPAIMH, aKTUBHOCTH B eJUHUIAX NENHCTBHS), PACCYUTAHHOM UCXOLIS
M3 MaKCHMaJIbHOM CTOMMOCTH OJHOH JeKapcTBeHHON ¢Gopmbl, Ha 40 IPOLEHTOB
NpenenbHas OTIYCKHAs IeHa IPOU3BOIUTENS Ha BOCIIPOU3BEAEHHBIN JIEKapCTBEHHBIN
NpemnapaT HWHOCTPAaHHOIO IPOM3BOJACTBA HE MOXET mpeBblmare 60 NPOLEHTOB
MaKCHMaJIbHOH 3aperHCTPUPOBAHHOM IPENEeIbHON OTITYCKHOM LEHBI IIPOU3BONUTENS HA
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pedepeHTHBII JIeKapCTBEHHBIH Ipenapar, a B CIy4ae ero OTCyTCTBHS - MaKCHMAaJIbHOM
3aperUCTPHUPOBAHHON IpPENeNbHON OTITyCKHON LI€HBI IPOU3BOAUTEINS HAa aHAJIOTUYHBIN
JIeKapCTBEHHBIN mpernapar (10 MeXTyHapoIHOMY HENaTeHTOBaHHOMY HaUMEHOBAaHHIO
WIA TPUA €ro OTCYTCTBUU - XMMHUYECKOMY HIIM TpYyNIIUPOBOYHOMY HAUMEHOBAHHUIO,
JekapcTBeHHONW ¢GopMe U JO03UpOBKe (KOHLIEHTPALMH, AKTHBHOCTH B €JHHMIAX
JEWCTBHS), PACCYMTAHHOM MCXOMS U3 MaKCUMAJIbHONW CTOMMOCTH OFHOM JIEKapCTBEHHOM
GbOopMBD».

®AC Poccum coobmmaeT, 4TO MNpU pacuere ILEeHBl IS BOCIPOU3BENEHHBIX
JIeKapCTBEHHBIX IpPENapaToB HMHOCTPAHHOIO IPOM3BOACTBA HEOOXOAMMO YYHUTHIBAThH
CHIDKEHHE OT MaKCHMAJIBHOMU LIEHBI pe)epeHTHOro JeKapCTBEHHOro mpemnapara (Uil oT
MaKCHMaJIbHOM II€Hbl Ha aHaJOTHYHBIN JIeKapCTBEHHBIM Ipenapar) B COOTBETCTBHH C
JMaHHBIMH TrocyfgapcTBeHHOro peecrpa ueH Ha JKHBJIII, paccuuTaHHOM ucCXOoas H3
MaKCHMAaJIbHOM CTOMMOCTH OJHOM JIEKApCTBEHHOM (DOPMBIL, M B CiIy4ae, €ClIi CHUKECHHE
coctaBiser Gonee 40 %, TO CHWKEHHE Ha 3asABISEMBbIH JIEKQpCTBEHHBIH Ipernapar
IOJDKHO COCTaBIATh He MeHee 40 % OT MaKCHMalbHON LeHBI pedepeHTHOro WIH
aHAJIOTUYHOTIO JIEKAPCTBEHHOIO IIpernapara.

5. Ilpu popMUpoBaHUU LIEHBI B COOTBETCTBUU ¢ MyHKTOoM 17 IlpaBma pacuer
OCYIIECTBIISIETCS 10 aHAJIOTHH C pacueTOM B COOTBETCTBHHU ¢ ITyHKTOM 16 IIpaBu.

6. ®AC Poccun mocse 01.01.2016 B wmensx ompenesdeHusi pedepeHTHOro
JIEKAPCTBEHHOTIO NMpenapara pyKOBOJCTBYETCS CIEAYIOIINM.

B cootrBercTBUM cO cTarbeit 4 DenepanbHoro 3akoHa ot 12.04.2010 Ne 61-@3
«O6 ofpameHnHn JE€KapCTBEHHBIX CpencTB» (majee — 3akoH 00 oOpalieHun
JeKapCTBEHHBIX  CPEINCTB) pedepeHTHhIM JIeKapCTBEHHBIA Ipemapar —  3TO
JIEKapCTBEHHBIA IIperapar, KOTOpPBIA BIIEpBBIE 3aperucTpupoBaH B Poccuiickoit
Oeneparuy, kadecTBo, 3((eKTUBHOCTH M 0€30MacHOCTh KOTOPOTO JOKa3aHbl Ha
OCHOBaHUU pE3YyJbTAaTOB IOKIMHUYECKUX HCCIENOBAaHUU JIEKAPCTBEHHBIX CPEICTB H
KIMHUYECKUX  MCCIIENOBAaHMM  JIEKAPCTBEHHBIX IIpeNaparoB, IPOBEIACHHBIX B
COOTBETCTBMM C TpeOoBaHMAMH 4dacTell 6 m 7 crarbu 18 3akoHa 00 oOpaiieHHH
JIEKapCTBEHHBIX CPEICTB B OTHOLIEHUU JIEKAPCTBEHHBIX CPEACTB IS MEIMIIMHCKOI'O
IIPUMEHEHHs,, M KOTOpBI HCHOJB3yeTCs IS OLEHKH OWOIKBHUBAJIEHTHOCTH WIIH
TEpaleBTUYECKON JKBHUBAJICHTHOCTH, KadecTBa, 3()QPEeKTUBHOCTH U 0e30IacHOCTH
BOCIIPOM3BEIGHHOIO WM OHoaHamoroBoro  (OMOMOMOGHOTO)  JIEKAPCTBEHHOIO
npenapara. IIpu sTom yactu 6 u 7 crateu 18 3akoHa 00 OOpallleHUH JIeKapCTBEHHBIX
cpeactB BeTymwid B cuiry ¢ 01.01.2016.

YacTero 6 crateu 3 PenepanbHoro 3akoHa Ne 429-D3 nmpemycMaTpuBaeTcs, YTO
no 01.01.2016 nusa uenerr ®enepanpHoro 3akoHa «OO6 oOpallleHHH JIEKAPCTBEHHBIX
CPENCTB» B KayeCTBE pe(EepEeHTHOrO JIEKapCTBEHHOIO IIpernapara paccMaTpuBaeTcs
OpUI'MHAJIBHBIH JIEKapCTBEHHBIN Ipernapar.

C uenbro npuMeHeHUs: HOpM IyHKTOB 16 u 17 [IpaBui, a Takke yU4UTEIBAS, YTO 110
BOIIPOCY BCTYIUIEHHS B CHIIy IOHATHS pe(QEepeHTHOro JIeKapCTBEHHOIO Iperapara
Mun3npaBom Poccuyt roTOBATCS COOTBETCTBYIOLIME TIONPABKU B 3aKOH 00 0OpalieHuu
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nexapcTBeHHBIX cpenctB, ®AC Poccun nmpu pacdyere HeH Ha BOCIPOH3BEIEHHBIE
JeKapcTBEHHbIE MPenapaTsl NPOA0KAeT HCN0/Ib30BATh B KauecTBe pedepeHTHBIX
JEKAPCTBEHHBIX MpPENapaToB OpPHIHHAJIbHbIE JIeKApCTBeHHbIe Mpenaparel,
3aperucTpupoBaHHbie 10 31.12.2015.

A.b. Kamesapos
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