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—O GOpMHPOBaHUHU OTITYCKHBIX I[EH HA |
JIEKapCTBEHHBIE MTPenaparhl, BKIIOYECHHBIE B
[Tepeuens XKHBJIIT

®AC Poccur mOBOAMT 10 CBEJEHHS MO3MIUIO 110 BONPOCY (GOPMHUPOBAHMS -
OpraHM3alMsIMH  ONTOBOW M PO3HMYHOH TOProOBIM JIEKAPCTBEHHBIMH MpenaparaMy
OTIYCKHBIX II€H Ha JIEKapCTBEHHBbIE Mpenaparbl, BKIIOYEHHbIE B I€peYEeHb KU3HEHHO
HEOOXOIMMBIX M BOKHEHIIMX JIEKApPCTBEHHBIX Mpenapatos (nanee — Ilepeuens XXHBJIIT),
B 3aBUCHMOCTH OT YCJIOBUH MX MPUOOpPETEHHMS.

B cootBercTBMM ¢ uacThio 2 crathu 63 DexmepanbHoro 3akona ot 12.04.2010
Ne 61-®3 «O6 obpaleHnn J1eKapCTBEHHBIX CPEACTB)» (najee — 3akoH 06 obpaIieHuH
JIEKapCTBEHHBIX CPEICTB) OpraHU3allid ONTOBOM TOProBiM W (MIM) anTeyHble
OpraHM3alud, HHIMBUIYyallbHble [pPEANPUHUMATEH, HMEIOIIME JIMIEH3UI0  Ha
(hapmanleBTHYECKYIO  J€ATENBHOCTb, OCYIIECTBISIOT —pEalM3allMi0  JIeKApCTBEHHbIX
npenaparoB, BkIOYeHHBIX B Ilepeyenr JXHBJIII, mo uneHam, ypoBeHb KOTOPBIX He
MpEBBIIAECT CyMMY (DaKTHYECKOH OTIYCKHOW LEeHBI, YCTAHOBJIEHHOW IPOM3BOIUTENEM
JIEKapCTBEHHBIX MpernapaTtoB ¥ He MPEBBIIAOIIEH 3aperiCTPUPOBAHHON MpeaebHOM
OTITYCKHOM LI€HBI, U pa3Mep ONTOBOH Hal0aBKU U (MJIM) pa3Mep PO3HHUYHOM HaI0AaBKH, HE
MpEeBbILIAIOLIME COOTBETCTBEHHO pa3Mepa NpeAe]bHOH ONTOBOW HanbaBKu U (MJIK)
pa3Mepa mpenenpbHOH PO3HMYHOW Han0aBKH, YCTAaHOBJIEHHBIX B CyObekTe Poccuiickoit
®enepauuu.

B coorBerctBuu ¢ myHktom 3 IlpaBui ycTaHOBJIEHHS MNpeNENbHBIX pa3MeEpPOB
ONTOBBIX U MPEIC/IbHBIX Pa3MEpOB PO3HUYHBIX HAJ0aBOK K (DaKTHUYECKUM OTITYCKHBIM
[IeHaM, yCTaHOBJIEHHBIM IPOM3BOAUTEIISIMU JIEKAPCTBEHHBIX MpPENapaToB, BKIOYEHHBIX B
[lepeuenr JKHBJIII, B cybwvekrax Poccuiickoit ®Denepauuu, yTBEpXKIEHHBIX
nocraHoBienreM I[IpaBurensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nanee
— IlpaBuna ycraHoBieHHs HanbaBOK), NOA (GaAKTUYECKOW OTIYCKHOM LEHOM
NPOU3BOAMTENS Ha JIEKapCTBEHHBIM IpernapaTr IMOHUMaeTcs IieHa (0Oe3 Hajgora Ha
N00aBIEHHYIO CTOMMOCTD), YKa3blBaeMasi POCCUHCKHM MPOU3BOAUTEIIEM JIEKAPCTBEHHOTO
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npernapara B CONPOBOAMTENbHOW JOKYMEHTAlMM Ha TOBap, a HWHOCTPAHHBIM
NPOU3BOIUTEEM JIEKAPCTBEHHOrO Ipenapara - B CONMPOBOAUTENILHONW JOKYMEHTAllUW Ha
TOBap, Ha OCHOBAHHUU KOTOpPOH odopMmisieTcss rpy3oBas TaMOXXeHHas HeKjapaius, ¢
YY4E€TOM pAacXO0B, CBSI3aHHBIX C TaMOXEHHBIM odopmieHueM rpy3a (ymiaroi
TaMOKE€HHBIX MOLUTUH U cOOPOB 3a TaMOXKeHHOE o(opmiieHHE).

B ciydae, ecnu 3akoHomarenbCcTBOM TaMOXXEHHOro coro3a He MpeayCMOTPEHbI
JeKJIapupOBaHKe CTOMMOCTH IepeMellaeMblX 4Yepe3 TaMOKeHHYI0 rpaHuiy Poccuiickoit
®enepauuy TOBapOB, MECTOM IIPOUCXOXKIEHHUS KOTOPBIX SIBISETCS TEPPUTOPHS TOCYIapCTB
- ydacTHUKOB TaMoxeHHOro coro3a, U OGOpMJIEHHE B OTHOIIEHHH HX TPY30BOU
TaMOXXEHHOW JIeKJlapallil TaMOXXeHHbIMM opraHamu Poccuiickoit ®enepauuu, mox
(bakTUyeckoll OTHYCKHOM I1€HOM HWHOCTPAHHOIO IPOM3BOAUTENS Ha JIeKapCTBEHHbBIN
npenapar NOHMMAeTCs LeHa, YKa3aHHas HHOCTPAHHBIM MPOM3BOAUTENIEM JIEKAPCTBEHHOIO
npernapara B CONpOBOAUTENbHOM TOKYMEHTAIHH.

Yacteio 4 craten 61 3akoHa 00 oOpallleHUH JIEKAPCTBEHHBIX CPEICTB 3ampelieHa
peanu3anus U OTIYCK JIEKapCTBEHHBIX IpernaparoB, BKIOUeHHbIX B [lepeuens JKHBJIII,
Ha KOTOpbI€ IPOM3BOAUTENSIMU JIEKAPCTBEHHBIX IIpeNnapaToB He 3aperdcTpHpoOBaHa
npeaejbHasi OTIYCKHAasl LeHA, PeAIM3alus U OTIYCK NPOU3BOAUTENISIMU JTEKAPCTBEHHBIX |
npernaparoB IO I1leHaM, MpeBbIMIAIOIIHM » 3aperHCTPHPOBaHHbIE MNpeaejbHbIE
OTNYCKHbIE LIeHbl HA JIEKAPCTBEHHbIE Npenaparhl.

B cootBerctBUM ¢ mnyHKTOM 2 IlpaBuin BeaeHUS TOCYAapCTBEHHOIO peecTpa
OpefeNbHbIX OTIYCKHBIX L€H I[POU3BOAMUTENIH Ha JIEKapCTBEHHbIE Ipernaparsl,
BKitoueHHble B [lepeuens JXXHBJIIIL, yTBepxkneHHbIX noctaHoBieHueM I[lpaBurtenbcTBa
Poccuiickoit ®enepauuu ot 29.10.2010 No 865, peectp sBisiercs ¢peaepanbHOii
HHPOPMALMOHHON CHCTEeMOH, coJepxamied CBeJeHHA O TIOCYIapCTBEHHOM
pPerucTpalHu NpelebHbIX OTHYCKHbIX LieH NPOH3BOAHTe e Ha JieKapCTBEHHbIE
npenaparsbl, BKoueHHble B [lepeuens JKHBJITLL

Y4utbiBas BBILLIEU3JI0KEHHOE, OTCYTCTBHE peecTpoBoOi 3aMnucu 0
3apEeruCTPUPOBAHHON MPENEIbHOM OTIYCKHOW LIEHE MPOU3BOAMUTENSI HA JIEKAPCTBEHHBIN
npenapar, BkitoueHHbld B [lepedens XKHBJIII, B rocynapcTBeHHOM peecTpe mpeneabHbIX
OTIYCKHBIX LI€H IPOU3BOAUTENIEH Ha JeKapCTBEeHHbIE Npenaparsl ( nanee — PeecTpe 1eH)
03HAYaeT, YTO Ha yKa3aHHBIHN JIEKapCTBEHHbIN Mpenapar NpoOU3BOAUTENEM JIEKAPCTBEHHOTO
npernapara He 3apericTPHPOBAaHa NpeJe/ibHAs OTMYCKHAs LIeHA, a 3HAYUT peau3alus
TAKOro JIEKAPCTBEHHOTO Mpernapara 3anpeuieHa 4yactbio 4 ctatbu 61 3akoH 00 oOpaleHuu
JIeKapCTBEHHBIX CPENICTB.

Ucxons u3 BeiensnoxeHHoro ®PAC Poccun pasbsacHsET:

1. Eciu nexapcTBeHHBIN npenapar, BnepBble BKI4YeHHbIH B [lepeuens ZKHBJIII
B 2018 roay, Obl1 mpuoOpeTeH OpraHU3alUsIMU ONTOBOM M (MJIM) PO3HUYHOU TOPIrOBIIH
JIEKapCTBEHHBIMHU TMpernaparaMd M0 BKIIIOUEHHUs JTOro JIEKAPCTBEHHOro Ipenapara B
[Tlepeuenr JXHBJIII (mo 1 suBaps 2018 roma) mno 1weHe, MpeBbILAOLIEH
3aperuCTPUPOBAHHYIO TpENeNbHYI0 OTIYCKHYIO II€HY NPOM3BOAMTENs, NPH peanu3aluu
3TOr0 JIEKAPCTBEHHOrO IIpernapara OpraHW3alUsM ONTOBOW TOProBid M (MJIM)
OpraHu3alisM pO3HUYHOW TOPrOBIM JIEKAPCTBEHHBIMHM IIpenapaTaMd HeOoOXOIHMMO
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NPOM3BECTH IEPEOLIEHKY YKAa3aHHOIO JIEKapCTBEHHOIO Iperapara ¢ COOIOIeHHEM HOPM,
NPe1yCMOTPEHHBIX 4acThIO 2 cTaThi 63 3akoHa 00 0OpallleHUuH JIeKapCTBEHHBIX CPEJICTB.

[Io Bompocy cocTaBieHHMS B BbILIEYKa3aHHOM Cllydyae OpraHH3alusMH OITOBOMN
TOProB/IM U (MJIM) OpPraHU3alUsIMH PO3HUYHON TOPrOBJIM JIEKAPCTBEHHBIMU IperaparaMu
IIporokona cornacoBanus ueH ®AC Poccuu coobiraer cienyroliee.

B coorBerctBuM ¢ myHkTOoM 6 IlpaBuin ycraHoBieHHs Haa0aBOK pead3alus
JIEKapCTBEHHBIX  IIPEMNaparoB  OPraHU3alUsIMH  ONTOBOM  TOPrOBIH,  aNTEYHBIMHU
OpraHu3alMsIMH,  WHAMBHUAYaJbHbIMU  [pEANPUHUMATEISAIMH U MEIMIIUMHCKHMU
OpraHu3alMsIMU OCYIIECTBISAETCS IPU HAJIU4YUHU [POTOKOJIA COTIACOBAHUS II€H MOCTaBKU
JIEKapCTBEHHBIX IpenapaTtoB, BKIKO4YeHHbIX B Ilepedens KHBJIII (mnanee — Ilportokon
COITIaCOBaHMS LIE€H), 32 HCKJIIOUEHHEM JIeKapCTBEHHBIX IpEnapaToB, KOTOpbie He ObLIH
BKJIIOYEHBI B TAKOH IepeuyeHb HA MOMEHT UX NIPHOOPETeHUs YKa3aHHBIMU OpTraHHU3aIlUsIMU
Y UHAUBUAYAJIbHBIMHU [IPEANPUHUMATENSIMHU.

BMmecTe ¢ TeM, opraHu3aniy ONTOBON TOProBIU U (MJIM) OpraHHU3allMKM PO3HHYHOM
TOProOBJIM JIEKAPCTBEHHBIMHU IIpelapaTaMH, 3aKylHUBLIME JE€KapCTBEHHBIH Mpenapar 10
BKJIFOYEHUs 3TOro jiekapcTBeHHoro rnpenapara B [lepeuens JKHBJIIT B 2018, cocraBastor
ITpoTokos cortacoBaHus LIeH NTPH peau3alliy TaKoro JIEKApCTBEHHOTO Mpernapara. '

B ciydae, ecnu yka3aHHBIN JIeKapCTBEHHbIN Npenapar NpuoOpeTeH opraHu3aiuei
ONTOBOW TOProBIM W (WJIM) OpraHu3auyedl pPO3HUYHOW TOPrOBIM Y TPOU3BOAUTEIS
JIeKapCTBEHHbIX NpenapartoB, B rpade «®DaxkTuueckas OTIYCKHas IieHa, YCTaHOBIIEHHAs
npousBoautenem, 6e3 HJIC (pybOneit)» IlpoTokona coriacoBaHHs ILI€H YyKa3bIBaeTCs
(axkTHyeckas OTIYCKHas IleHa TPOM3BOAMTENS JIEKAPCTBEHHOrO I[perapara, He
NIPEBBILLIAONIAS 3aPETUCTPUPOBAHHYIO NIPEIENIbHYIO OTIIYCKHYIO ILIEHY MPOM3BOIUTENS, a B
rpade  «3aperucTpupoBaHHas ~ IpeieibHas ~ OTIMYCKHAs  IleHa, YCTaHOBIEHHAs
npousBoauTeneM (pyoieil)» ykas3bIBaeTCsl 3aperMCTpUpOBaHHas INpeAelibHAas OTIYCKHAas
[leHa [IPOU3BOUTENS HA ITOT JIEKAPCTBEHHBIN Npemnapar.

B ciydae, eciin ykasaHHbIN JIEKapCTBEHHBIN INpenapar NpuoOpeTeH opraHu3anuei
OINTOBOW TOPrOBIM | (MJIM) OpraHU3alMedl POZHUYHON TOProBIM y APYroi OpraHU3alluu
onToBOH TOproBaM, B Trpadpe «DakTUyeckas OTNYCKHAs 1I€HA, YCTAHOBJIEHHAas
npousBonurenem, 6e3 HIC (pybneit)» yka3piBaeTcs LieHa MpUOOpPETEHHUSs JIEKApCTBEHHOTO
npenapara 3TOW OpraHu3alueld, He IpeBbILIaoNIas 3aperuCTPUPOBAHHYIO MpPenebHYIO
OTIYCKHYIO IIEHY TPOU3BOAUTES.

[To muenuto ®AC Poccuu, hopmMupoBaHHe OTIYCKHOW LIEHBI Ha JIEKAPCTBEHHBIN
npenapar opraHu3alied OlTOBOM TOProBIM U (KMJIM) OpraHu3aluredl pO3HUYHOM TOProBiIU
JIEKapCTBEHHBIMH IpelaparaMy B YKa3aHHOM CJIy4ae JOKHO OCYILECTBISATHCS UCXOAS U3
LeHbl, YKa3aHHOW B COOTBETCTBUU C BBHIIIEU3NIOKEHHBIM B rpade «DakTuyeckas
OTIyCKHasl LIeHa, yCTaHOBJIeHHas npousBoauteneM, 6e3 HC (pyOneii)» ¢ cobmoneHueM
HOpPM, NMPEAYCMOTPEHHBIX 4YacThio 2 cTaTbu 63 3akoHa 00 oOpaleHuH JIeKapCTBEHHBIX
CPEICTB.

2. Ecnu nexapcTBeHHBIM mnpenapaT, BKIoYeHHbIM B Ilepeyens XXHBJIII, Obin
peanu3oBaH MPOU3BOAUTEIEM [0 BHeCeHHsI H3MeHeHHH B PeecTp LeH, B 4acTH
CHHKEHHSl TIPEIECIbHOM OTIYCKHOM IL€Hbl HAa COOTBETCTBYIOLIUN JIEKAPCTBEHHBIN
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npenapar, NpH 3TOM B PEEeCTPOBOH 3alUCH 3TO CHMIXKEHME OTpaxkeHO B rpade «Jlara
peructpauuu UeHbl (Ne pelleHus)» Kak OTMETKa «CHHXK», NP peajld3alld 3TOro
JIEKapCTBEHHOI0 Ipernapara OpraHu3alueil OnTOBOM TOProBiIM U (MJIM) OpraHu3aunuei
PO3HHYHON TOProBIAM JIEKapCTBEHHBIMU IIpernaparaMud (Bced  TOBapoOIpOBOASLIEH
IIENMOYKOM peasid3allii 3TOrO JIEKAPCTBEHHOIO Ipernapara) B COOTBETCTBUM C 4YacThiOo 2
ctath 63 3akoHa 00 OOpallleHHWH JeKapCTBEHHbIX CPeACTB (HOPMHUPOBAHUE OTIYCKHOMN
IeHbl (B TOM YHUCJIe pa3Mep ONTOBOM M PO3HUYHOM HAnOaBKM) B YKa3aHHOM cCiyyae
OCYUIECTBJISIETCS HMCXOA M3 (PAKTHYECKOH OTNYCKHOH LEHbl MPOH3BOAHTES
JIEKapCTBEHHOI'0 Ipernapara, He MPEeBBILIAIOUIEH 3aperuCTPUPOBAHHYIO IIPEAEeIbHYIO
OTIYCKHYIO IIeHY TPOU3BOAUTEIS IEKAPCTBEHHOTO Npenapara Ha AaTy peajiu3alHHU 3TOro
JIEKAPCTBEHHOIO NMpenapaTa NpoU3BOAHTEEM.

B ykazaHHOM citydae B rpade «3aperucTpupoBaHHas MpeaesibHas OTIYCKHas LeHa,
yCTaHOBIIEHHas mpou3BoauTeneM (pyosei)» [Iporokona cornacoBaHus LEH yKa3bIBaeTCs
3aperuCTpUpOBaHHAas  TMpelesibHas  OTIYCKHas LleHa [POMU3BOAMTENSS HAa  OTOT
JIEeKapCTBEHHBI Mpermapar Ha JaTy peaju3allMd 3TOro JIEKapCTBEHHOIO IIperapara
MIPOU3BOAMUTENEM, PEEeCTpOBasi 3allUCh O KOTOPOM B YKa3aHHOM CIIy4ae COIEPKHUTCH B -
PeecTpe neH. :

Bmecte ¢ Tem, mno wMmHeHuto ©OAC Poccum, [I0MycKaeTcss BKIHOYEHHE
JIOTIOJIHUTENBHBIX CBeleHUH B [IpoTOKON coracoBaHus 11€H, YYUTHIBAIOIIUX OCOOEHHOCTH
npuoOpeTeHusl JIeKapCTBEHHOrO Ipenapara (HalmpuMep, CBEICHHs O Jare peaau3aliu
3TOTO JIEKApCTBEHHOIO Ipernapara IPOU3BOAMUTEIEM), YTO IO3BOJIUT OTCIIEKHUBATh
NpPaBUIBHOCT (OPMHPOBAHMS OTIIYCKHOH LIEHbl Ha JIEKapCTBEHHBIM IIpernapar Ipu
YCIIOBHH 00SI3aTeTIbHOTO COXPAaHEHUs M 3aloyIHeHHs yxe uMeromuxcs rpad Ilporokona
COIIaCOBAHMUSI LIEH.

3. Ecnu nexapcTBeHHBIN mpenapaT, BkatodeHHbIH B Ilepeyens JKHBJIII, Obin
npuoOpeTeH OpraHu3alMed ONTOBOM TOProBlIM M (MJIM) OpraHM3alMed pO3HUYHOU
TOPTOBIIH JIEKAPCTBEHHBIMH IIpeNapaTaMi, a B MIOCIEACTBHU B COOTBETCTBHHU C ITyHKTOM 25
[IpaBun rocylaapCTBEHHOM pPEruCTpaldd M IEPEepPEerucTpaldd  yCTaHaBJIMBaEeMbIX
MPOU3BOAMUTENSMU JIEKAPCTBEHHBIX INPENapaToB IpeleibHbIX OTIYCKHbIX LIEH Ha
JeKapCcTBeHHblEe Tmpenaparbl, BKIodeHHble B Ilepedens JKHBIJIII, yTBepxkaeHHBIX
nocraHoBieHreM IIpaButensctBa  Poccuiickoit ®enepauuu ot 29.10.2010 Ne 865
MuH3apaBom Poccuun OTMEHEHO pellleHHe O TOCYyAapCTBEHHOW pEruCTpaluu M
nepeperucTpalii MNpeAeNbHOW OTIYCKHOM LeHbl NPOM3BOAMTENS Ha JIEKAPCTBEHHBIN
npernapar (MHpoOpMalHMs O BCEX OTMEHEHHBIX 3aperHCTPUPOBAHHBIX IIPEIEIbHBIX
OTITYCKHBIX II€HaX Ha JIeKapCTBEHHBIH Mpenapar nocTynHa Ha Bkianke «Mckin» Peectpa
ned B dopmare Microsoft Excel), B cooTBeTrcTBUM ¢ 4acThio 4 cratbu 61 3akoHa 00
oOpallleHMH  JIeKapCTBEHHBIX CPEACTB He  JAONYCKAeTCH  peajiM3alMsi  TaKoro
JIEKapCTBEHHOTO Mpernapara.

[Tpu 3TOM, B ciay4yae perucrpannu MuusapaBsom Poccun npeenbHOR OTIIYCKHOM
[IeHbl Ha JIEKapCTBEHHBIM Mpenapar mnocje BbIIIEYKa3aHHOH OTMEHbI pelleHHs,
OpraHu3allid ONTOBOM TOProBAM M (MJIM) OpraHW3allMd PO3HMYHOHW TOPrOBIIU
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JleKapCTBEHHbIMH IpenaparaMi, KOTOpble MpuoOpenH YyKa3aHHBIH B [JaHHOM Clydae
JleKapCTBEHHBIH Mpenapar 10 OTMEHbI PELUEeHUs O PErHCTPalUK NpEeNeNbHON OTIYCKHOH
ueHsl MuH3gpaBoM Poccuu, ykasbiBaioT B [IpoTokone cornacoBaHus LeH B rpade
«®akTHyeckas OTNyCKHas LieHa, ycTaHOBIeHHas npousBoautenem, 6e3 HIC (pybnei)»
LIeHY, He MpeBbIIAKIIYI0 HOBYI0 3apPerHCTPHPOBAHHYIO MNpele/ibHYI OTNYCKHYIO
LeHY Ha JIeKapCTBEHHbIH Npenapar.

®opMHpoBaHHE OTNYCKHOH LIEHbl Ha JIEKApCTBEHHbIH Ipenapar OpraHu3aluen
OMTOBOW TOProBAM W (MAM) OpraHu3alHed pO3HHYHOH TOProB/IH JIEKApCTBEHHBIMH
npernapaTaMy B YKa3aHHOM CJlyyae JO/DKHO OCYLIECTBISATBCS HCXOAS M3 LIEHBI, YKa3aHHOH
B COOTBETCTBHH C BBILIEH3NOXEHHbIM B rpade «®DakTHYeckas OTIYCKHas LUEHa,
ycTaHOBNeHHas mnpousBoauteneMm, 6e3 HJC (pybne#)» c¢ cobmaroneHHeM HOpPM,
MpeayCMOTPEHHBIX YacThiO 2 cTaTbi 63 3akoHa 06 oOpallleHHH JIEKapCTBEHHBIX CPENCTB.

A JO. LlapukoBcku#
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