O paccMoTpeHuu oOpalieHus

®denepanbHas aHTUMOHONONBHAA ciyxk0a paccmorpena oOpamenne Corosza
npodeccuoHaNbHBIX (papMarnieBTudeckux opranuzamuii or 13.02.2017 Ne 014-CII mo
BONpocy (HOpMHUPOBAHUS OTITYCKHOW ILIE€HBI Ha JICKAPCTBEHHBIN IMpenapar, BKIIOUYEHHBIN B
nepeyeHb KU3HEHHO HEOOXOAMMBIX M BaXHEHIINX JIEKAPCTBEHHBIX MpenaparoB (gayee —
[lepeuens  JKHBJIII), npuoOpeTeHHBIH  OpraHu3alMsIMH  ONTOBOM  TOPTOBIHU
JIEKAapCTBEHHBIMU MpenapataMi ¢ (WIM) OpraHu3alus MM PO3HUYHOM  TOPrOBIIU
JIEKApPCTBEHHBIMU TMpernaparaMu 10 BHECEHUS M3MEHEHUW B TOCYIapCTBEHHBINM peecTp
NpeACbHBIX OTHYCKHBIX I1I€H NPOU3BOAMUTENIEM Ha JIEKapCTBEHHBbIE IIpemnaparsl,
BkitoueHHbIe B [lepeuens JKHBJIII (nanee — PeecTp 1ieH), B 4acTU CHUIKEHUS LIEHBI HA

COOTBETCTBYIOIIMNA JIEKAPCTBEHHBIM mpemnapar (nanee — OOpamieHue), U cooOmaeT
ClIeyIoIIee.

B cuny wactu 2 crarem 63 @PepepanbHoro 3akoHa or 12.04.2010 Ne 61-®3
«O06 oOpamieHud JIGKApCTBEHHBIX CPEICTB» (nmamee — 3akoH 00 oOpaieHuu

JIEKAPCTBEHHBIX CPEJCTB) OpraHM3alMi ONTOBOM TOProBid U (WJIM) aNTEeYHbIC
OpraHv3aly{, WHIWBUAYaJbHbIE MPEANPUHUMATEIN, HUMEIIINE JIMIEH3UI0  Ha
bapmaleBTHYECKYI0  JeSTEIbHOCTh, OCYHIECTBISIOT  peaju3aliio  JICKapCTBEHHBIX
npemnaparos, BkIOUeHHBIX B Ilepeuens JKHBJIII, mo menam, ypoBeHb KOTOpBIX HE
MPEBBIMIAET CyMMY (DAaKTHYECKOW OTIYCKHOW II€HBI, YCTAHOBJIICHHOW MPON3BOAUTEIIEM
JIEKaPCTBEHHBIX IMPEMAparoB M HE MPEBBIMIAKONIEH 3aPErUCTPUPOBAHHON NPEACIBbHOU
OTITYCKHOM II€HBI, U pa3Mep ONTOBOW HAA0aBKU U (WJIM) pa3Mep PO3ZHUYHON HA0aBKH, HE
MPEBBINIAIONINE COOTBETCTBEHHO pa3Mepa MpeAeibHOM OnTOBOM Han0aBKu W (WUIIK)
pasMepa mOpelesibHOW PO3HUYHOM HaJ0aBKH, YCTaHOBJIEHHBIX B cyOwnekTe Poccuiickoi
denepauuu.

To ectb QopMupoBaHMEe OTIYCKHOM II€Hbl Ha JIEKAapCTBEHHBIN Mpemnapar,
BkitoueHHbI B Ilepeuenr JKHBJIII, opranuzanusiMu omnTOBOM TOProBAM U (WJIK)
anTeYHbIMM OPTraHU3ALMSAMU, WHIAWBHUAYAJIbHBIMUA NPEANPUHUMATEISIMU, HMEIOIINMU
JUIEH3UI0 Ha (apMalleBTUUECKYIO JAESTeNIbHOCTh, IOCTAaBJIEHO B 3aBHCHUMOCTH OT
(bakTUuecKkol OTIYCKHOW II€HBbI, YCTAHOBJICHHOW IPOU3BOJIUTEIEM JIEKAPCTBEHHBIX
MpernaparoB, a TAKKe OT pa3Mepa ONTOBLIX HaJ0aBOK, MPUMEHEHHBIX TIPEIIIECTBYIOITIMU
OpraHu3aiysMyd  ONTOBOM  TOPIOBJIM, YYacTBYKOIIMMH B  LENHA  pealru3aluu
COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO Mpernapara.

B cBfA3M C H3N0XKEHHBIM, NPOLECC pPEaIU3alMu JIEKAPCTBEHHOIO IIpernapara,
BKItoueHHOTO B Ilepeuens JKHBJIII, B KOHTeKCTE paccCMOTpeHHMsI BOIPOCA O TOM,
KaKasi OTIYCKHAasl LeHA IMPOM3BOAUTENS JEKAPCTBEHHOIO Ipenapara I0JKHA
YUYUTHIBATHCH  OPraHM3allMsIMHM  ONTOBOM TOProBjd © (WIH) AaNTEYHBIMU
OPraHu3alUAMHU, MHIANBUAYAJIbHBIMH NPEANPUHUMATEISIMA, HMEIOIIMMHU JTHLIEH3HI0
HAa  (apManeBTHYECKYI  JeATeJbHOCTh ((akTHyeckasi OTHYCKHasi  LeHA,
YCTAHOBJICHHAs] NPOU3BOAMTEEM JIEKAPCTBEHHBIX IMPenaparoB Ha MOMEHT
peaJin3aluu JaHHOIO JIEKAPCTBEHHOI0 npenapara, Ju0do neHa, ykazannas B Peectpe
IeH IocJie BHECeHUS COOTBETCTBYWINMX H3MeHeHuil B Peectp men), ciuenyer
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paccMarpuBarh Kak OIHO €JUHOE MPAaBOOTHOILIEHHWE, HAUYMHAIOLIEECs C pean3aluu
MIPOU3BOAUTEIIEM JIEKAPCTBEHHOrO IMpenapara, BkiIroueHHoro B Ilepeuens JXHBIIIIL, u
3aKaHUYMBAKOLIEECsl pealn3alredl JaHHOIO JIEKAPCTBEHHOIO Ipenapara KOHEYHOMY
NOTPEOUTEINIO.

Hcxons m3 oOIIenpaBoBOrO MPUHIIAIA JCHCTBUS 3aKOHA BO BPEMEHHU, MPABOBHIC
HOPMBI PacIpOCTPAHSAIOTCA HA IMTPABOOTHOLICHUS, BO3HUKIINE MOCJIE BBEACHUS B ICUCTBUE
JaHHBIX HOpM. K MpaBOOTHOLICHUSM, BO3HHMKIIHUM JIO0 BBEACHHUS MPABOBOM HOPMBI B
JIEMCTBUE, COOTBETCTBYIOIIAs HOPMA HE TPUMEHSIETCS.

CoOTBETCTBEHHO, B KOHTEKCTE PACCMOTPEHHMsI yYKazaHHOro B OOpalieHnu BoIpoca,
Ha TPOLECC pealu3alyu JIEKapCTBEHHOIO IIpenapara, BKJIIOYEHHOro B IlepedeHn
JKHBJIII, pacnpocTpaHsStOTCS MPaBOBBIE HOPMBI, ACHCTBYIOIIME B MOMEHT Hadala
JAHHOTO TIPOILIECCa, 4 MMEHHO — B MOMEHT pEaIM3alUM JIEKAPCTBEHHOIO IIperapara,
BKItoueHHOTO B [lepeuens JKHBJIII, npousBoguteniem.

B cuny a63ana 1 yactu 1 crareu 4 ['paxkganckoro konekca Poccuiickoit deneparuu
aKThl TPaXKJIAHCKOTO 3aKOHOJATENbCTBA HE WMEIOT OOpAaTHOM CHUJIBI U MPUMEHSIOTCS K
OTHOILIEHUSAM, BOZHUKIIIUM I10CJIE BBEACHUS UX B JCHUCTBUE.

CornacHo yactu 2 crartbu 422 I'paxnanckoro kojekca Poccuiickoit deneparuu,
€CJIM TOCTIe 3aKII0YEHUS JIOTOBOPA MPUHSAT 3aKOH, YCTAHABIUBAIOIMINN 00s3aTeIbHBIC TS
CTOPOH NpaBWJIA WHBIE, YEM T€, KOTOPBIE JCHCTBOBAIM NPU 3aKIOUYEHUU JI0TOBOPA,
YCJHOBHUSL 3aKJIIOYEHHOIO JOTOBOPA COXPAHAIOT CHIIy, KPOME CIIy4aeB, KOIZa B 3aKOHE
YCTaHOBJIEHO, YTO €r0 JEHMCTBUE PACIPOCTPAHSIETCS HA OTHOLIEHHUs, BOSHUKILINE U3 paHee
3aKJIIOYEHHBIX IOTOBOPOB.

B cBa3u ¢ wusnoxkeHHelM, 1o MHeHHI0O DPAC Poccuu, npu (opMHpPOBaAHMHU
OTIIYyCKHOM LeHbI HA JIEKAPCTBEHHBbIN Npenapar, Npuo0peTeHHbIH Yy MPOU3BOAUTEIA
10 BHECeHUs M3MeHeHU B PeecTp HeH B 4aCTH CHUKEHMSI NpeaejIbHON OTIYCKHOM
LeHbl HA COOTBETCTBYIOLIUI JIEKAPCTBEHHbIN MNpenapar, OpraHu3anusMu ONTOBOMN
TOPTOBIHU U (WJIM) aTEYHBIMU OPTaHU3AMIMU, HHAUBUAYAJIbHBIMH MPEITPUHUMATEIISIMH,
UMEIOIIMMH  JIMIICH3WI0O Ha  (papMaleBTUYECKYI0  JCSTEIbHOCTh, YUYHMTbIBAETCS
(pakTHUYeCKasi OTIIYCKHAA LleHA IPOU3BOAMTEJIS.

ITo Bompocy ompeneneHusi Cpoka, C KOTOPOTO LEHA HA JICKAPCTBEHHBIW Ipenapar,
BiurroueHHbI B [lepeduennr JKHBJIII, cuurtaercs m3menenHoit, ®AC Poccum coobmiaer
CIIeAYIOLIEE.

B cuny uwactu 4 crarbu 61 3akoHa o0 oOpallieHuM JIEKapCTBEHHBIX CPEACTB HE
JIOMTYCKAIOTCSl peain3alsi U OTIYCK JIEKAPCTBEHHBIX IMIPENaparoB, BKIIOUCHHBIX B
[lepeuenr JKHBJIII, Ha kOTOpBIE NPOU3BOAMTEISIMU JIEKAPCTBEHHBIX IIPENApPATOB HE
3aperucTpUpPOBaHA MPEJEIbHAs OTIYCKHAs LIEHA, pealin3alus U OTIIYCK NPOU3BOIAUTEIISIMU
JIGKapCTBEHHBIX  IIPENaparoB MO I€HAaM, [PEBBIIAKOMIUM  3apErUCTPUPOBAHHBIC
IIpEJEIbHbBIE OTITYCKHBIE LIEHbI Ha JIEKAPCTBEHHBIE IIPENAPATHI.

CornacHo nyHkty 3 IlpaBui rocynapCTBEHHOW pEruCTpaliii U NEPEPETUCTPALIUU
YCTAHABIIMBAEMBIX  INPOU3BOAUTEIISIMU  JICKAPCTBEHHBIX  IpENaparoB  IPEAEIbHBIX
OTIYCKHBIX LI€H Ha JICKAPCTBEHHbIC IMpenaparbl, YTBEPKIACHHBIX IOCTAHOBICHHUEM
[IpaButennctBa Poccuiickoit @epepanu ot 29.10.2010 Ne 865, MunHuctepcTBo
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3npaBooxpaHeHus Poccuiickori Penepannu OCYIIECTBIAET PETUCTPALUIO NPEACITbHOU
OTIIyCKHOM LIEHBl IPOU3BOJIUTEINSI HA JIEKAPCTBEHHBIW Ipernapar, €€ MepPeperucTpaluio,
BHECCHUE YKa3aHHOM 3aperucTpPUpPOBAHHON (IIEPEpPEeruCTPUPOBAHHON) MpEAeIbHON
OTIIyCKHOM LeHbl B PeecTp, Bblgady JepiKareilr0 WIM BIAJECIbLly PETHCTPALMOHHOIO
YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipemnapara (YInoJIHOMOYEHHOMY MM JIMIy) BBIIUCKH W3
npukaza MunucrTepcTBa 3apaBooxpanenHust Poccuiickonn @enepannu 0 rocygapCTBEHHOM
peructpanuu (MepeperucTpaluu) MNpeaeIbHOM OTMYCKHOW II€Hbl MPOU3BOAUTENS Ha
JIEKApCTBEHHBIN IIpenapar.

Takum 00pa3oM, mpezenbHas OTIYCKHAs LIeHa MPOU3BOAUTEINS HA JIEKAPCTBEHHBIM
npenapar, BkItoueHHbI B Ilepeuenr JKHBJIII, cuumraercs u3mMeHeHHOH (B criydae,
ykazaHHOM B OOpallleHUu — CHUKEHHOMW) TOCJI€ BHECEHHUS COOTBETCTBYIOIIEH 3alKcH B
Peectp uen.

Bmecre ¢ Tem, mno wmHeHnro @DAC Poccum, [pomyckaercsi BKIHOUYEHHUE
JIOITOJTHUTEIIBHBIX CBEACHUM B IPOTOKOJI COINIACOBAHUSI LIEH IOCTAaBKH JIEKAPCTBEHHBIX
npenaparoB, BkioueHHbIX B llepeuens JKHBIJIII, yuuThiBarommx 0COOEHHOCTU
pUOOPETeHMS JIEKAPCTBEHHOTO Tpernapara, ykazanHble B OOpallieHnu, U TO3BOJISIOIINX
OTCIICKUBATh MPaBUILHOCTh (OPMHUPOBAHUS OTIYCKHOW II€HBI Ha JIEKAPCTBEHHBIN
mpenapar, Mpu yCJIOBHHM OO0S3aTEIHHOTO COXPAHCHHSI W 3alOTHEHUS YKE HMEIOITUXCS

rpad.

A.b. Kamesapos
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