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O paccMOTpeHHH 00paleHus

QenepanbHas aHTUMOHONOJIBHAS cly)k0a paccmorpena obpamenus AO HIIK
«Karpen» ot 15.01.2018 Ne 101 u ot 23.01.2018 Ne 03-01 no Bonpocam popMUpOBaHUs
OTIYCKHBIX II€H Ha JIEKApCTBEHHbIE IpernapaThl, BKIIOYEHHbIE B IepevyeHb XHU3HEHHO
HEOOXOIUMBIX U BaKHEHIINX JeKapCTBEHHBIX MpenapartoB (nanee — [lepedens XXHBJIIT)
U 0GOpMIIeHUS NPOTOKOJIA COITIACOBAaHMS LI€H TOCTAaBKHU JIEKAPCTBEHHBIX IMpenaparos,
Bkto4eHHbIX B [lepeyens JKHBIIIT (nanee — IIpoTokon corfiacoBaHus IieH), U cOOOIIaeT

clenymlnee.
B coorBercTBUM ¢ myHKTOM 4 cTateu 61 denepanpHoro 3akoHa ot 12.04.2010 Ne
61-®3 «O06 obpaiieHUu JIeKapCTBEHHBIX CpeAcTB» (manee — 3akoH 00 oOpalneHUu

JIeKapCTBEHHBIX CPEIACTB) HE MOMYCKAIOTCS peaau3alusi M OTIYCK JIEKapCTBEHHBIX
npenaparoB, BkIodeHHbIX B Ilepeuens JXHBJIII, Ha koTopble NpPOU3BOOUTENSIMHU
JIEKapCTBEHHBIX I[IpenaparoB He 3aperucTpupoBaHa IIpelelbHas OTIyCKHas ILeHa,
peanu3alus M OTIIYCK IPOU3BOAMTENSMH JIEKAPCTBEHHBIX IIpEnaparoB IO I€HaM,
IPEBBILIAIOIIMM 3apErHCTPUPOBAHHBIE IIPE/IC/IbHBIE OTIYCKHbIE [IEHbI HA JIEKAPCTBEHHbIE
npenaparsl.

B cootBeTcTBUHU ¢ MyHKTOM 2 cTatbu 63 3akoHa 00 oOpalleHUHU JIeKapCTBEHHBIX
CPEACTB OpraHM3allM¥ ONTOBOM TOProBIM M (WIM) anTeyHble OpraHu3alkH,
UHAMBHyaJlbHble MpEeANpPUHUMATEIH, HMEIOIUe JHMIEeH3UI0 Ha (apMaleBTUYECKYIO
NeSATEIbHOCTD, OCYIIECTBISIOT peali3altIo JIeKapCTBEHHbIX [IPenapaToB, BKJIIOUEHHBIX B
Ilepeuens XKHBJIII, mo meHaM, ypoBeHb KOTOPHIX HE€ NPEBBIMIAET CYMMY (PaKTHYECKOH
OTIYCKHOW II€Hbl, YCTAHOBJIEHHON NPOU3BOAUTENEM JIEKAPCTBEHHBIX IpernaparoB U He
IPEBBILIAOIIEH 3aperuCTPUPOBAHHON NIPENEIbHON OTIYCKHOW LI€HBI, U pasMep ONTOBOM
Haj0aBKK U (MJIM) pa3Mep PO3HUYHOM Han0aBKU, HE NPEBBIIAIOLIME COOTBETCTBEHHO
pa3Mepa mpenenbHOH ONTOBOW HanbaBku W (MJIM) pa3Mmepa NpenebHOH PO3HUYHOM
Han0aBKHU, yCTaHOBJIEHHBIX B cyObekTe Poccuiickoii ®enepauni.

Hcxons U3 BBILIEH3IOXKEHHOIO, B ClIy4yae, €ClIM JIEKApCTBEHHBIM Ipenapar, ObL1
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NpuoOpeTeH OpraHU3alMsMU ONTOBOM U (WUIM) PO3HUYHOU TOPIOBIHU JIEKAPCTBEHHBIMU
npenaparamMu 10 1 sHBaps 2018 roma mo neHe, mpeBbIIAIOLIEH 3apETMCTPUPOBAHHYIO
NpeaesbHYI0 OTIYCKHYIO LI€HY IMPOMU3BOIMTENS, OPraHU3alMsIM ONTOBOW TOPrOBIM H
() opraHM3alUsAM PO3HUYHON TOPTOBIIM JIEKAPCTBEHHBIMH IpernapaTaMu HeoOXO0OuMO
MPOM3BECTH NMEPEOLCHKY YKa3aHHOI'O JIEKAPCTBEHHOIO Ipernapara ¢ COOMIONEHUEM HOPM,
MPeAyCMOTPEHHBIX IYHKTOM 2 crathbd 63 3akoHa 00 oOpalieHuM JeKapCTBEHHBIX
CPEICTB.

[To Bompocy cocTaBleHHS B BbIIIEyKa3aHHOM CiIy4yae OpraHM3alUsIMH OITOBOM
TOProBJIM U (WJIM) OpraHu3alUsMU PO3ZHUYHON TOPrOBIIU JIEKAPCTBEHHBIMU INpernaparamu
[Tportokona cornacoBanus ueH @AC Poccuu coobuiaer cnenyrouiee.

B coorBerctBUM c myHkTOM 6 IlpaBuUnl yCTaHOBJIEHHs MNpENENbHBIX pPa3MEpOB
ONTOBBIX U MpEAENbHBIX pa3MepOB PO3HUYHBIX HAJ0aBOK K (PAKTHUYECKUM OTIYCKHBIM
[IeHaM, YCTaHOBJICHHBIM MMPOM3BOAUTENSIMHU JIEKAPCTBEHHBIX MPENaparoB, BKIIOYEHHbBIX B
nepedyeHb KU3HEHHO HEOOXOAMMBIX M BaXXHEHINIMX JIEKAPCTBEHHBIX IIpernapaToB, B
cyobektax Poccuiickoit Denepanuu, yTBep>KIEHHBIX NocTaHoBiIeHUWeM [IpaButenbcTBa
Poccutickoit @enepaunu ot 29.10.2010 Ne 865, peanu3zanus 1eKkapCcTBEHHBIX MpenapaTroB
OpraHM3alisIMU OINTOBOH TOPrOBIIM, ANTEYHBIMU OPraHU3ALUSMHU, HHAUBHAYATbHBIMU
NpeJNpUHUMATEISIMA U MEAULIMHCKUMHU OPraHU3alMsIMH OCYLIECTBISAETCS NPU HAJTUYHUH
[TpoTokona corjnacoBaHHs 1LI€H, COCTaBIEHHOIO Mo (opMe COMIaCHO NPUIIOKEHHUIO, 3a
HCKJTIOYEHHUEM JIEKApCTBEHHBIX IpenaparoB, KOTOpble He ObUIM BKJIIOYEHbl B TaKOM
nmepedyeHb Ha  MOMEHT HX [pUOOpeTeHWss YKa3aHHBIMM  OpraHU3alUsIMH U
VHIWBUIYaJIbHBIMU NTPEANPUHHUMATEISIMHU.

Takum oOpazom, 3akoHonarenbcTBOM Poccuiickoit denepauuu He MpearycMOTpeHa
0053aHHOCTb  OpPraHM3allid ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU Ipernaparamu
NpPeNOCTaBIATh  JPYTMM  OpraHU3alMsM  ONTOBOM W pPO3HUYHOW  TOProOBIH
JIEKapCTBEHHBIMU TIpernaparaMu HHoOpManuio O (aKTHUEeCKOH OTIYCKHOH IeHe
MPOM3BOIAMTENS JIEKAPCTBEHHOI0 Ipernapara, peajlu30BaHHOrO (IMOCTAaBIEHHOIO) 3TUM
OpraHM3alMsAM 10 BKIIOYEHHUS 3TOro JekapcTBeHHOro npenapara B [lepeuens XXHBJIIL

BMmecTe ¢ TeM, opraHu3alnii ONTOBOW TOPrOBIM U (MJIM) OpraHU3allM¥ PO3HUYHOU
TOPrOBJIM JIEKAPCTBEHHBIMU IpenapaTamMH, 3aKylUBIIWE JIEKapCTBEHHBIN Ipenapar 10
BKJIIOYEHHS 3TOro JiekapcTBeHHoro mpenapara B [lepeuens JXHBJIII na 2018,
cocTaBsitoT [IpoTOKON coracoBaHusl LIEH IIPH €ro peanu3aliy.

B ciyyae, eciii yKa3aHHBIN JIEKaPCTBEHHBIH Ipenapar NpHoOpeTeH opraHu3auuei
ONTOBOM TOProBIM M (MJIM) OpraHM3alMed pPO3HUYHOW TOPrOBIM Yy IPOU3BOLUTEIS
JIEKapCTBEHHBIX IpenaparoB, B rpade «®DaxkTuueckas OTIYCKHas 1I€HA, YCTaHOBJIEHHas
npousBoautenem, 6e3 HJIC (pyOneii)» yka3piBaeTcs (axTHueckas OTIYCKHas LEeHa
MPOM3BOAMTENS JIEKAPCTBEHHOIO Ipernapara, He IPEBBIIIAKONIas 3aperuCTPUPOBAHHYIO
MpeAeIbHYIO OTITYCKHYIO LIEHY IPOU3BOAUTES.

B ciydae, ecnu yka3aHHBIN JIEKApCTBEHHBIH NpernapaTr NpuoOpeTeH opraHu3anuen
OINTOBOM TOProBIM | (WJIM) OpraHU3alMell POZHUYHOHW TOPrOBIH y APYrod OpraHu3alUH
ONnTOBOM TOproBiaM, B rpade «DakTHyeckas OTHYCKHas LI€Ha, YCTAHOBJIEHHas
npousBoauteneM, 6e3 HJIC (pybneit)» yka3piBaeTcs 1ieHa IPUOOPETEHHUs] JIEKAPCTBEHHOIO
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npernapara 3TOW OpraHu3aliel, He MpeBbIIIAoLIas 3aperHCTPUPOBAHHYIO NPEAEIbHYIO
OTIYCKHYIO IIeHY IPOU3BOAUTEIIS.

ITo muenuto ®AC Poccum, GpopmMupoBaHue OTIYCKHOM II€HbI Ha JIEKaPCTBEHHBIN
rnpenapar opraHu3alueil ONToBOM TOProBiIH U (WJIM) OpraHU3alMed pO3ZHUYHON TOPrOBIIH
JIEKapCTBEHHBIMH IIperapaTaMy B YKa3aHHOM CJTy4ae JOJDKHO OCYLIECTBIIATLCS MCXOs U3
IIeHbl, YKa3aHHOM B COOTBETCTBHM C BBIIIEH3IOKEHHBIM B rpade «DakThuyeckas
OTIyCKHas LI€Ha, yCTaHOoBJIeHHas npousBoauteneM, 6e3 HIC (pybneit)» ¢ cobmonenrnem
HOPM, TIPEIYCMOTPEHHBIX IYHKTOM 2 cTaThd 63 3akoHa 00 0OpallleHHH JIEKapCTBEHHBIX
CpeICTB.
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