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O paccMoTpeHHH 06OpaleHus

QenepanpHasd aHTHMOHOMNONBHAg cayx0a paccMoTpena oOpamenue Corosa
npodeccHoHaNbHBIX (apMaleBTHYECKHX opraHu3anuid ot 13.02.2017 Ne 014-CIT mo
BOIIPOCY (OPMHPOBaHHS OTIYCKHOH IIEHBI Ha JIEKapCTBEHHBIH Mpenapar, BKIIOYEHHEIA B
nepevyeHb XKU3HEHHO HEOOXOMMMBIX H Ba)XXKHEHIINX JIEKAPCTBEHHBIX MpenaparoB (najiee —
[lepeuens  XHBJIII), npHOOpeTeHHBIH  OpraHM3aUMAMH  ONTOBOM  TOPrOBJIH
JIeKapCTBEHHBIMH ~ IIpenapartaMM M (MJIM) OpraHM3aUMsAMH PpO3HHYHOH TOPrOBIIH
JIEKapCTBEHHBIMH IIpeNaparaMd 10 BHECEHHS H3MEHEHHH B TrOCYNapCTBEHHEIH peecTp
NpefenbHBIX OTIMYCKHBIX LE€H TNPOU3BOAUTENEH Ha JIeKapCTBEHHEIE IMIpENaparsl,
BnodeHHule B Ilepeyens JXKHBJII (nanee — PeecTp LieH), B 4acTH CHMDKGHHMS LieHBI Ha
COOTBETCTBYIOIIMA JIEKapCTBEHHEIM mpenapar (mamee — OG6paineHue), ¥ coobmaer

cieayoee.
B cuny uyacth 2 craten 63 ®enepanbHoro 3akoHa ot 12.04.2010 Ne 61-®3
«O6 oOpalieHMH JI€KapCTBEHHBIX CpeNCTB» (majee — 3akoH 06 o6pameHHH

NIEKapCTBEHHRIX CPEICTB). OpraHM3allid ONTOBOW TOProBAM M (MJIH) AaNTedHhIe
OpraHu3allid, HWHIOWBHUAYAIbHBEIE IIpEANPUHHUMATENH, MMEIOLIHE JIMLIEH3UI0 Ha
(papMaleBTHYECKYIO  NEATENBHOCTh, OCYLIECTBISIOT —pealH3alMIO  JIeKApCTBEHHBIX
npenaparos, BkIOYeHHBIX B Ilepevens JXXHBJIII, mo ueHam, ypoBeHb KOTODHIX He
NPEBBIACT CyMMY (AKTHYECKOH OTIYCKHOM IEHBI, yCTAHOBIEHHOM MpPOM3BONHUTEIEM
JIEKapCTBEHHBIX MMpPENapaToB H HE INPEBBIIAIOIIEH 3apEerHCTPHPOBAHHON MpeAeNbHOM
OTITyCKHOH LI€HBI, H pa3Mep ONTOBOW HanbaBKH M (WJIM) pasMep pO3HHYHON HanbaBKH, HE
NpEBLIUAIOINHKE COOTBETCTBEHHO pa3Mepa IMpeNelbHOH ONTOBOM HanbaBku M (MIM)
pasMepa npenenbHOH pO3HHYHOH HanbaBKM, YCTaHOBIEHHBIX B CyGbekTe Poccuiickoi
Qenepaunu.

To ects ¢opmupoBaHHe OTHYCKHOM LeHH Ha JeKAapCTBEHHBIA mpenapar,
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BioYeHHbId B Ilepedens XXHBJIII, opranu3auusMe oOmnToBOM TOProBid H (WMJiHM)
anTeYHbIMU OpraHU3alMAMH, HHIWBHIYaJIbHBIMH NpEIIPUHHUMATEIAMH, HWMEIOIIMMHU
JULEH3UI0 Ha (apMaleBTHYECKyI0 [eATelbHOCTh, IIOCTABIEHO B 3aBHCHMOCTh OT
(akTHYeCKOH OTIMYCKHOH L€HBI, YCTAaHOBJIEHHOH HPOU3BOAMTEIEM JIEKapCTBEHHBIX
NpEnapaToB, a TakXKe OT pasMepa ONTOBLIX Hal6aBOK, IPHMEHEHHBIX IPEALIECTBYIOLIMMHU
OpraHM3allUssMH  ONTOBOM  TOPIOBIM, YYacTBYIOUIMMH B [ENH  pealn3aldu
COOTBETCTBYIOIIIET0 JIEKAPCTBEHHOIO Mpenapara.

B cBi3M ¢ M3NOXKEHHBIM, IpOLECC peaM3allii JIEKapCTBEHHOrO Mpenapara,
BKmo4eHHoro B Ilepedens JXHBJIII, B koHTekcTe paccMOTpEHHsI BONPOCA O TOM,
Kakasi OTNYCKHas I[eHa NPOH3BOAMTE/A JIEKAPCTBEHHOro IMpenapara JO/DKHA
YYHTBIBATbCA OpPraHH3alHsAMH ONTOBOH TOProBAH M (HJIH) anTeYHbLIMH
OPraHH3alHAMH, HHAHBHIYAIbHLIMH NpPeNPHHAMATEIAMH, HMEIOIMMH JTHIEH3HIO
Ha  (QapMaueBTHYeCKyl0 NeATeIbHOCTh ((pakTHYeckas  OTHyCKHasi  IEHa,
YCTAaHOB/JICHHasi MNPOHM3BOAMTE/IEM JIEKAPDCTBEHHbIX IMpPeNapaToB Ha MOMEHT
peajiH3allHH JAHHOIO JIEKapCTBEHHOIO NMpenapara, Jubo neHa, ykasanHas B Peectpe
LHeH IMocCjie BHECEHHS COOTBETCTBYIOLIHX H3MeHeHMH B Peectp uen), cieayer
pacCMaTpuBaThk KaK OAHO €IWHOE IPABOOTHOIIECHHME, HA4YMHAIOIeeCs C pealu3alldH
NPOU3BOJMTENIEM JIEKaPCTBEHHOIO IMpemnapara, BiiodeHHoro B Ilepeuens JXHBIII, u
3aKaHYMBAIOLIECECS pealM3alMed [JaHHOro JIEKApCTBEHHOIO IIperapara KOHEYHOMY
IIOTpeOHUTENIO.

Hcxons u3 obwenpapoBoro NMpHHUMNA AEHCTBHS 3aKOHA BO BPEMEHHM, IIPABOBBIE
HOPMBI paCIIpOCTPAHAIOTCA Ha MPaBOOTHOIIECHHS, BOSHHUKIIIME MTOCJIE BBEIECHHS B JEHCTBHE
HaHHBIX HOpM. K MpaBOOTHOWIEHMAM, BO3HUKIIMM [0 BBEJECHHS MPABOBOH HOPMBHI B
ACHCTBHE, COOTBETCTBYIONIAs HOPMA HE IIPUMEHSETCH.

CooTBeTCTBEHHO, B KOHTEKCTE PacCMOTPeHHs ykazaHHOro B OGpallleHHH BOIpPOCa,
Ha TIpOLECC peanu3allid JIeKapCTBEHHOIo Ipenapara, BKIIOYEHHOro B IlepedeHs
XKHBJII, pacmpocTpaHSIOTCS NpaBOBble HOPMEI, IEHCTBYIOIIME B MOMEHT Hadaja
AQHHOIo INpoLecCa, a HMEHHO — B MOMEHT peajM3allid JIEKapCTBEHHOIO Iperapara,
BKII0YeHHOro B [lepeuens JKXHBJIII, npousBoauTeneM.

B cuny a63ana 1 gyactu 1 crareu 4 I'paxxnanckoro xonexkca Poccuiickoit Qenepanuu
aKTBI I'PaXIAHCKOrO 3aKOHOJATeNbCTBA HE MMEIOT OOpaTHOM CHJIBI M NPHUMEHSIOTCH K
OTHOLICHMSM, BO3HUKILIHUM IIOCIIe BBEIEHHUS HX B ICHCTBHE.

Cornacno yactu 2 craren 422 I'paxnanckoro xomekca PoccHiickoit Qenepauum,
€CJIM TIOCJIE 3aK/IIOYEHHs IOr0BOpa NPUHAT 3aKOH, YCTAHABIHBAIOLIUH 00s3aTelIbHbIE IS
CTOPOH IpaBHJa HHBIC, YEM T€, KOTOpble AEWCTBOBAIM IPH 3aKJIIOYEHHHM [OrOBOPA,
YCJIOBHA 3aKJIIOYEHHOr0 J0roBOpa COXPaHAIOT CHUIY, KPOME CJIy4aeB, KOIJa B 3aKOHE
YCTaHOBJICHO, YTO €ro JeHCTBHE PacCHpOCTPaHAETCS Ha OTHOLIEHHs, BO3HHKIINE U3 paHee
3aKJIFOYEHHBIX JOTOBOPOB.

B cBssu ¢ wum3noxeHHBIM, 1o Muenmio ®AC Poccun, npd ¢GOpMHPOBAHHH
OTNYCKHOH IeHbI HA JeKapCTBeHHBIH Npenapart, NpHOGpeTeHHBIH y N POH3BOAHTE/IA
10 BHECCHHMS H3MEHCHHH B PeecTp UeH B YacTH CHHXKeHHMS NpeleJbHOH OTHYCKHOM
HEHbI HAa COOTBETCTBYIOLIHH JIEKADCTBEHHbIH Npenapar, OPraHM3alUsAMH ONTOBOM
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TOPIOBJIHY U (MJIM) aNTeYHbIMUA OpraHU3alMsIMH, HHIXBHIYaJbHEIMH NPEANPHHHUMATESIMH,
HMEIOIIMMH  JIMLEH3UI0 Ha (apMaleBTHYECKYI0 JeATeNIbHOCTb, YYHTbIBaETCH
¢akTHYecKasi OTHYCKHAs LieHA IPOU3BOAUTEJIS.

ITo Bompocy ompezneneHus cpoka, ¢ KOTOpOro LieHa Ha JIeKapCTBEHHBIH Mpemnapar,
BkmodyeHHblH B [lepeuens XXHBIJIII, cuutaercs usmenenHoit, PAC Poccum coobmaer
clenymliee.

B cuny yactu 4 crareu 61 3akoHa 06 oOpaineHHHM JIeKapCTBEHHBIX CPEICTB He
JOMYCKAIOTCsl pealu3alids M OTIYCK JIEKapCTBEHHBIX IpenaparoB, BKIIOYEHHBIX B
Ilepeuens JXXHBJIII, Ha KOTOpBle NPOM3BOAUTENAMH JIEKAPCTBEHHBIX IIPENapaToB He
3aperucTpUpoOBaHa IIpeleabHas OTIYyCKHas L[€Ha, peald3alus U OTIIyCK IPOX3BOAUTEIAMHU
JIEKapCTBEHHBIX IpENMapaTtoB [0 Il€HaM, I[IPEBLIAIOIUAM 3apErdCTPUPOBAaHHEIE
IpeneabHbIe OTIyCKHBIE LIEHBI HA JIEKapCTBEHHBIE IIpenaparsl.

CornacHo nyHkTy 3 IIpaBHiI rocynapCTBEHHOW PETHCTpPAllMHd M IE€PEPErHCTPallHH
YCTAQHABIMBAEMBIX  IIPOM3BOAMTENSIMU  JIEKAPCTBEHHBIX IpENapaToB  IpeAesIbHbIX
OTIYCKHbIX II€H Ha JIEKApCTBEHHBIE IIpemnaparbl, YTBEPXKAEHHBIX IIOCTaHOBIIEHUEM
IlpaButensctBa Poccuiickoit ®eneparmu ot 29.10.2010 Ne 865, MmuHHCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®enepanuu OCYLIECTBISET PETHCTPALMIO IpPEAETbHOM
OTIYCKHO#M LI€HBI NPOM3BOAMTENS HA JIEKapCTBEHHLIH Ipenapar, ee IepeperucTpaumio,
BHECEHHE YKa3aHHOM 3aperdCTpUPOBaHHOW (IepeperuCTPHPOBAHHOM) IpeHeNbHOM
OTIYCKHOW IleHBl B PeecTp, Beloady Iepkaremo WM BIaAeNblly pPErHCTPALMOHHOIO
YAOCTOBEpEHHUs JIEKApCTBEHHOIO Ipenapara (ymoJIHOMOYEHHOMY MM JIHIYy) BHIITHMCKH M3
npukasa MuHucTepcTBa 3ApaBooxpaHeHus Poccuiickoit Penepanuu 0 rocyaapcTBEHHOM
perucTpauuy (mepeperucTpalyi) IpeNesbHOM OTIYCKHOM LEHBl MPOM3BOAMTENS Ha
JIEKapCTBEHHBIH Npenapar.

Takum obpasom, mpenenbHas OTIYCKHas LeHA MPOU3BOAMUTEIS HA JIEKAPCTBEHHBIN
npenapat, BKio4eHHBIH B Ilepedenr JKHBJIII, cumtaercs H3MeHeHHOM (B cCiydae,
yka3aHHOM B OOpallleHMH — CHI)KEHHO#) I0CJie BHECEHHs COOTBETCTBYIOINEH 3allACH B
Peectp 1eH.

Bmecte ¢ TemM, mo MHeHuio @DAC PoccuM, Oomyckaercs BKIIOYEHHE
JOIOJHUTENBHBIX CBEEHHH B IIPOTOKOJI COINIACOBAaHHS I[€H MOCTAaBKH JIEKAPCTBEHHBIX
npenaparoB, BKIOYeHHBIX B Ilepedens JXHBJIII, y4uTeIBarOIMX OCOOEHHOCTH
NpHOOpETEHHMs IEKapCTBEHHOI'O IIpenapara, ykasaHHele B O6pallleHHH, H MO3BOJISIOIINX
OTCJICKMBAaTh INPAaBHJIBHOCT (OPMHPOBAHMA OTIYCKHOM IIEHBI Ha JIeKapPCTBEHHBIH
npenapar, Opd YCIOBHH OOA3aTENLHOIO COXpAaHEHHs M 3alOJHEHHS yXKe HMEIOLIMXCH
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