NMPABUTENBLCTBO POCCUNCKOW ®ELEPALNN

NOCTAHOB/IEHUE
oT 29 okTA6pA 2010 r. N 865

O rocyaApPCTBEHHOM PEIrynMPOBAHUUN LEH
HA NNEKAPCTBEHHbIE NMPENAPATbI, BK/TTOYEHHBIE B NEPEYEHbL
XN3HEHHO HEOBXOAUMbIX N BAXXHEULLNX NEKAPCTBEHHbIX NMPEMAPATOB

CnMCOK U3MEHSIIOIIUX JOKYMEHTOB
(B pen. ITocranosnenuii [1paBurtenbctBa PP ot 05.12.2011 N 1001,
ot 04.09.2012 N 882, ot 15.08.2014 N 816, or 28.08.2014 N 871,
ot 04.09.2015 N 941, ot 15.09.2015 N 979, ot 03.02.2016 N 58,
ot 28.09.2018 N 1152, ot 08.10.2018 N 1207, ot 16.12.2019 N 1683,
ot 03.04.2020 N 441, ot 24.09.2020 N 1541, ot 26.10.2020 N 1733,
ot 31.10.2020 N 1771, ot 18.11.2020 N 1858)

B cootBeTcTBMM C @ezepasbHbIM 3akoHOM "OO oOpaileHHd JIeKapCTBEHHBIX Cpe/iCTB"
[TpaButenscTBO Poccuiickori ®efepariiv NOCTaHOBIISIET:

1. YTBepauth npuiaraemele:
[lpaBuia rocygapCTBeHHOW perucTpalydyd W TepeperucTpalyy TpefiefbHbIX OTIYCKHBIX LieH

TIPOM3BO/IUTE N Ha JieKapCTBEHHbIe TIperaparhbl, BK/IIOUeHHbIe B TiepeueHb XKM3HEHHO HeoOXOAUMBIX U
Ba)KHEUILIMX JIeKapCTBEHHBIX TIperaparos;

(B pen. IlocranoBnenus IlpaButensctBa PO ot 16.12.2019 N 1683)

[TpaBunia ob6s3aTenbHOM nepepervcTpauyy B 2019 - 2020 rogax 3aperucTpUpOBaHHBIX MpeebHBIX
OTIYCKHBIX LIeH MPOU3BOAUTENIe Ha JieKapCTBEHHbIE Tperaparbl, BK/IIOUEHHbIE B MepedyeHb >KU3HEHHO
He0OXOMMBIX U BayKHEMIIIMX JIeKapCTBEHHBIX MperapaToB;

(a63a11 BBegeH [locranoBnenveM IIpaButensctBa PO ot 16.12.2019 N 1683)

H[)aBI/IIIa Be/ieHHs IOCydapCTBeHHOr'0 peecCTpa IIpeAejbHbIX OTITYCKHBIX IjeH HpOI/IBBO,E[I/ITeHEﬁ Had
JIEKAPCTBEHHbIE TIIpeIlapaThbl, BK/HOUEHHbBIE B II€peueHb >KW3HEHHO HEO6X0,Z[I/IMI>IX U BOKHEMIIMX
JIEKapCTBEHHBIX IIperiapaToB;

[IpaBuia yCTaHOB/IEHHWsS OpraHaM{ HWCIOJHUTENbLHOW BIacTH CyObekToB Poccuiickoit ®epeparyu
TipeZie/TbHBIX  pa3MepOB  OMNTOBLIX Haf0aBOK W TIpe/le/lbHbIX pa3MepoB PO3HWUHBIX HaJ0aBOK K
(hakTHUeCKUM OTITyCKHBIM I[eHaM, YCTaHOBJIEHHBIM TIPOU3BOAUTE/ISIMU JIeKapCTBEHHBIX TIperiapaToB, Ha
JleKapCTBeHHbIe TIperapaThl, BK/IOUeHHble B TlepedyeHb >KU3HEHHO HeoOXOAWMBIX U BaKHEWIINX
JIeKapCTBEHHBIX TpPeraparoB;

(B pen. locranonenus IlpaBurenscrBa P® ot 24.09.2020 N 1541)

[TpaBuia popMrpOBaHUS OTIYCKHBIX 1|eH Ha JieKapCTBeHHbIE TperapaThl, BK/IIOUeHHbIe B IlepeueHb
JKU3HEHHO HeOoOXOAUMbIX W BaKHEWIIMX JIeKapCTBEHHBIX TIperiapaToB, OpraHU3aldsM{ OINTOBOM
TOPrOB/IM, aNTeUHbIMA OpraHU3alUsMH{, WHAWBUYaAbHbIMU TpPeANPUHUMATENSIMU U MeAULIMHCKUMU
OpraHu3aLysIMy;
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(ab3ary BBesieH ITocranoBnenuem ITpaBurenbcrBa PO ot 24.09.2020 N 1541)

v3MeHeHUsl, KoTopele BHOcsATCA B [locraHoBnenusi [IpaButensctBa Poccuiickoit depeparnyu 1o
BOMPOCAM, CBSI3aHHbIM C PpETYJUPOBAaHWEM I1leH Ha JKM3HEHHO HeoOXO[UMble U Ba)KHEUIIIHe
JIeKapCTBEHHbIE CPe/ICTBa.

2. TlpenmenbHble OTMYCKHBbIE IIeHbI TPOM3BOJUTENeM Ha >XM3HEHHO HeoOXO[uMble U Ba)KHEMIIne
JIeKapCTBeHHbIe CPeJ/ICTBA, 3aperMCTPUPOBaHHbIEe [0 BCTYIUIEHHsI B Cuiy Hactosilero [ToctaHoBieHus,
T0/i/Ie)KaT BK/IFOUEHUIO B TOCYJAPCTBEHHBI peecTp MpefenbHbIX OTMYCKHBIX LieH MpPOU3BOAUTeNeN Ha
JIeKapCTBEHHbIE TIperaparhl, BK/IOUEHHbIE B T€pPeUYeHb >KU3HEHHO HeOOXOAWMBIX M BaXKHEHIIMX
JIeKapCTBEHHBIX MperapaToB.

3. 3apeructpupoBaHHble 10 26 okTs6ps 2010 r.:

rpefie/ibHble OTIYCKHbIE LieHbl WHOCTPAHHBIX T[MPOW3BOAUTE/NIeM B WHOCTPAHHOW BajlOTe Ha
JleKapCTBeHHbIe TIperapaThl, BK/IIOUeHHble B I1eDeYeHb >XU3HEHHO HeoOXOAWMBIX U BaKHEMIINX
JIeKapCTBEHHBIX TIpernaparoB, TofyiexxaT Tiepecuety g0 1 gekabps 2010 . B pybmu mo Kypcy
LlenTpansHoro 6aHka Poccuiickort @emeparu Ha 1 Host6ps 2010 1. (6e3 mpejcTaBneHUs 3asiB/I€HUS
MPOU3BOJIUTE/IEN O MepecueTe LieHbl) C BHECEHWEM COOTBETCTBYIOLIUX HM3MEHEHWM B rOCy[apCTBEHHBIN
peecTp TpejieflbHbIX OTIYCKHBIX LieH NMPOM3BOJAWTENeN Ha JeKapCTBEHHbIe Iperaparbl, BKIIOUEHHbIE B
TiepeueHb )KU3HEHHO He0OXOJUMBIX U BaKHEMIITUX JIeKapCTBEHHBIX MPeraparos;

rpefiefibHble  OTIYCKHbIE LIeHbl POCCHWCKHUX TPOU3BOJUTENeN Ha JeKapCTBeHHble Iperaparsl,
BK/IIOUEHHble B [epeueHb JKU3HEHHO HeOOXOJUMBbIX U Ba)KHEMIIMX JIeKapCTBEHHBIX IIperaparos,
nozsieXxxar uHAekcauun c 1 HosOpsi 2010 T. mCxoAs W3 TIPOTHO3MPYEMOTO YPOBHSI WH(IISLIUH,
ycranossieHHoro Ha 2011 rox @epepanbHbiM 3akoHOM "O ¢emepansHoM OromkeTe Ha 2010 rog u Ha
n1aHoBbIM neprog, 2011 u 2012 rofos", ¢ BHECEHMEM COOTBETCTBYIOLMX M3MEHEHUN B FOCyapCTBEHHbIN
peecTp Ipejie/IbHbIX OTIYCKHBIX LleH MPOWU3BOAWTE/Iel Ha JieKapCTBeHHble Mpernaparbl, BK/IOUeHHbIe B
TiepeyeHb >)KU3HEeHHO HeOOXOAUMBIX 1 Ba)KHEHIIINX JIeKapCTBeHHBIX TIPeraparoB.

4. MuHucTepCTBY 34paBooxpaHeHusi Poccurickor defepaiiyu 1o corsacoBaHvoo ¢ MUHUCTePCTBOM
IIPOMBILUIEHHOCTH U TOproemu Poccuiickon ®Pepepary, MUHUCTEPCTBOM 3KOHOMMWYECKOIO Pa3sBUTHSA
Poccuiickoin ®epepaiyy, MUHUCTEPCTBOM TpyZa M COLMaNbHOM 3amurtbl Poccuiickor Pefepauy,
MuHHCTepCTBOM permoHanbHOro passutus Poccuiickor @epepauyd, ®efepanbHOM aHTUMOHOIIO/IBHOM
cyx0oti, denepanbHOUM CTyk00¥ 10 HaJg30py B cdepe 3alIUTHI MpaB MoTpeduTenedl U Garonomyuust
ye/ioBeKa, MUHUCTEPCTBOM HAyKH U BhICIero oOpa3oBaHust Poccuiickoit ®eneparyii 1 MUHHUCTEPCTBOM
(duHaHCcoB Poccuiickoit deziepariyy He peXke OJHOTO pa3a B rofi, He To3qHee 15 okTsa0ps, MpeCcTaB/IsaTh B
[paButenbctBo Poccuiickoit ®esepaljii TPOEKT T€peuHsi KMU3HEHHO HeOOXOOVMBIX W BaKHENILINX
JIeKapCTBEHHBIX Tperaparos.

(B pen. ITocranoBnenwmii [IpaButenbctBa P@ ot 04.09.2012 N 882, ot 28.08.2014 N 871, ot 28.09.2018 N
1152, ot 26.10.2020 N 1733)

5. MuHucTepcTBYy 3ApaBooxpaHeHusi Poccuiickoit ®enepariu u PesiepasbHONM aHTUMOHOTIOMBHOM
cykbe JjaBaTh TPU HEOOXOMMOCTH Pa3bsiCHEHUS 110 TIPUMEHEHUIO TIPaBUWJI, YTBEPXKI€HHBIX HACTOSIIM
TIOCTaHOBJIEHUEM.

(n. 5 B pen. [TocranoBnenus [1paBurtenscTBa PO ot 08.10.2018 N 1207)

6. [Ipy3HaTh yTpaTUuBIIUMU CUITY:
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[TocraHoBnenue IlpaBuTenbcTBa Poccuiickot @epeparm ot 9 Hostops 2001 . N 782 "O
rOCy/JapCTBEHHOM Dery/JMpoBaHUM 1jeH Ha JieKkapcTBeHHble cpefctBa” (CobOpaHue 3aKOHOZATe/NbCTBA
Poccutickont ®eneparuy, 2001, N 47, cT. 4448);

[TocraHoBnenue IlpaButenncTBa Poccutickoit ®epepanu ot 17 oktsabps 2005 . N 619 "O
COBepIIEHCTBOBAHWY TOCYAAPCTBEHHOTO Pery/JHMpOBaHUs IieH Ha jiekapcTBeHHbIe cpezictBa" (CoOpaHue
3akoHozatenbcTBa Poccuiickout @epepanuy, 2005, N 43, ct. 4400);

IIYHKT 3 M3MEeHEeHWH, KOTopble BHOCATCSI B akThl [IpaButenbctBa Poccuiickori Pepepanyy 1o
BOIpPOCaM JleATe/IbHOCTY MUHHUCTepCTBa IPOMBIIIJIEHHOCTH M TOproeau Poccurickon Pefepany,
yTBepxzAeHHbIX [TocranoBnenvem [lpaButensctBa Poccuiickoit ®@epnepanun ot 7 uroHs 2008 r. N 441
(Cobpanwue 3akoHOfaTenbCTBa Poccuiickoit @epeparyu, 2008, N 24, ct. 2869);

nyHKT 1 TTocraHoBnenus IlpaButensctBa Poccuiickoii @enepariuu ot 30 mekabps 2009 r. N 1116
"O BHeceHUM U3MeHeHHM B HekoTopble [locraHoBneHusi [lpaBuTenbcTBa Poccuiickoit Pepepaliiy 10
BOMPOCAM, CBSI3aHHbIM C PpETYJUPOBAaHMEM IleH Ha JKM3HEHHO HeoOXO[UMble U Ba)KHEUIIIHe
nekapcTBeHHbIe cpesictBa" (CobpaHue 3akoHozaTenbcTBa Poccuiickoit deaepariyu, 2010, N 2, cT. 179).

[Ipenceparens [IpaBuTesnbcTBa
Poccutickoit ®enepaiiuu
B.ITYTUH

YTBepKeHbl

[TocTranoBnenuem IIpaBuTenbCTBA
Poccutickoit ®enepaiuu

ot 29 okTs16pst 2010 . N 865

NMPABUNA
rOCYAAPCTBEHHOW PErMCTPALUN U MEPEPEMMCTPALIUN NPELENBHbBIX
OTMYCKHbIX LLEH MPOVU3BOAUTENEN HA NEKAPCTBEHHBIE NPEMNAPATbI,
BKNHOYEHHbIE B NEPEYEHb XXUSHEHHO HEOBXOANMbIX
N BAXXHENLUUX NEKAPCTBEHHbIX NMPEMAPATOB

Cr1coK U3MeHsIIOIIUX JOKYMEHTOB
(B pen. ITocranoBnenunit [IpaButensctBa P® ot 08.10.2018 N 1207,
ot 16.12.2019 N 1683, ot 26.10.2020 N 1733, ot 31.10.2020 N 1771)

1. Hacrosiue TlpaBria ycTaHaB/IMBarOT TOPSIZIOK OCYIL{eCTBEHUS TOCY[AapCTBEHHOW perucTpaLuu
Y TepeperucTpaluu MpefebHbIX OTMYCKHBIX 1[eH TPOW3BOJWTEeNel Ha JieKapCTBeHHbIe IMperaparsl,
BK/IFOUEHHbIE B IepeueHb >KU3HEHHO HeOOXOJWUMBIX M Ba)KHEHINWX JIeKapCTBEHHBIX TIperaparos,
yTBepxxaaemMbii [IpaButensctBomM Poccuiickoit ®efepaiiuu (Jasiee - ieKapCTBeHHbIe TIpernaparsl).
(B pen. ITocranoBnenuii [IpaButenbctBa PO ot 16.12.2019 N 1683, ot 26.10.2020 N 1733)

2. TocynapcTBeHHasi perucTpalusi W TMepeperucTpalus Tpefe/bHbIX OTIYCKHBIX LieH
TIPOU3BOAUTE e JIeKapCTBEHHBIX TPerapaToB Ha JieKapCTBeHHbIe TperapaTthl OCYIIeCTBISIOTCS B PyO/IsX.
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3. MunucrepctBo 3ppaBooxpaHeHuss Poccuiickon @Pefepalii  OCYLIeCTB/ISIeT PerucTparjuio
TipeJie/IbHOM OTIYCKHOM LieHbl TIPOM3BOJAWTENS] Ha JIeKapCTBEHHbIM [pernapar, ee IepeperucTpaluio,
BHeCEHUe yKa3aHHOW 3aperdCTpUpPOBAHHOW (MepeperucTpUpOBaHHOM) MpeielbHOW OTMYCKHOM L|eHbI B
rOCy/lapCTBEHHbIN peecTp MpeZie/IbHbIX OTIYCKHBIX 11eH NPOM3BO/IMTe el Ha JIeKapCTBEeHHbIe Mpernaparsl,
BKJTIOUEHHBIE B [1€DeYEHb >KU3HEHHO HEOOXOJUMBIX M Ba)KHEMIIIUX JIeKapCTBEHHBIX TperaparoB (s1anee -
rOCy/lapCTBEHHbIN peecTp), BblJauy Jep)KaTell0 WM BaZiefiblly PEerdCcTPaljMOHHOIO YyA0CTOBEPeHHSs
JIEKapCTBEHHOr0 Tpernapara (YNOJTHOMOUYEHHOMY KM JIMLy) BBIMCKM W3 TpuKa3a MUHHCTepCTBa
3apaBooxpaHeHusi Poccuiickont ®efepanii 0 TOCyAApCTBEHHOW pervcrpalyu  (repeperucTparjyin)
ripe/ieJIbHOM OTITyCKHOM LieHbI POM3BOJUTE/IS Ha JIeKapCTBeHHbIW Tpernapar.

4. denepanbHasi aHTUMOHOMO/BHAS CIy>KOa OCYIIeCTB/sIeT SKOHOMUUECKUH aHalu3 TIpeZeslbHON
OTITyCKHOM 1LleHbl NIPOU3BOAUTENS] Ha JIeKapCTBEHHBIN Tperapar Ipy ee roCy/apCTBeHHON perucrparuu
(mepepeructpann).

5. [na rocynapCTBeHHOW perucrpauyy (mepeperucTpalu) TIpefie/IbHOM OTIMYCKHOM LieHbl
TPOU3BOJWTE/ISI HA JIEKAPDCTBEHHBbIM IipenaparT B MUWHMCTEpCTBO 37ApaBooxpaHeHusi Poccuiickon
Qefepauy  fep)kartereM WM BafenblieM PErdCTPalMOHHOIO YAOCTOBEPeHUsl JiIeKapCTBEHHOI'O
riperapara (yrnoJIHOMOYeHHbIM UM JIULIOM) MPe/CTaB/IsOTCS Caeytoliie JOKYMeHThI (B 2 3K3eMILIsipax
Ha OyMa)KHOM HOCHTeJie U B 3JIEKTPOHHOM BU/Ie):

a) 3asiB/ieHMe O TOCY[AapCTBEeHHOM pervMcTpaliu Mpefie/lbHbIX OTIYCKHBbIX LieH TPOU3BOAUTeNNel Ha
JleKapCTBeHHbIE TIperapaThl, BKIIOUEHHble B I[lepeueHb J>KU3HEHHO HeOOXOJUMBbIX U Ba)KHEMIIINX
JIeKapCTBeHHBIX TiperapaToB, 1o ¢opMe cornacHo npunokeHno N 1 (#anmee - 3asiBieHWe O
rOCy/JapCTBEHHOM pervMcTpanui) WM 3asiBJieHMe O TlepeperucTpalyy TNpefiefbHbIX OTIYCKHBIX IieH
TIPOU3BO/UTE el Ha JieKapCTBeHHbIe TIperapaThl, BK/IIOUeHHbIE B TepeueHb >KU3HEHHO HeoOXOAUMBIX U
Ba)KHEHIIMX JIeKapCTBEHHBIX IpernapaToB, Mo ¢opMe coriacHO npuiaokeHuto N 2 (zanee - 3asiBieHUe O
riepeperucTpaiun);

(nm. "a" B pep. [TocranoBnenus ITpaButenbctBa P® ot 16.12.2019 N 1683)

0) cBefieHMs O JIUIIEH3UN Ha MTPOU3BO/ICTBO JIEKAPCTBEHHBIX CPE/ICTB;

B) CBeJleHHsI O PerMCTPaljMOHHOM y[0CTOBEPEHUH JIeKapCTBEHHOTO Tperapara;

T') IOKYMeHThI, TIpe/iCTaB/sieMble C yueToM TpeboBaHWI MeTOAMKY pacyeTa MpeZe/bHbIX OTITyCKHBIX
1[eH TIPOU3BO/IUTE/el Ha JIeKapCTBEHHbBIE TIperapaThl, BKIFOUEHHbIE B TIepeueHb KM3HEHHO HeoOX0JUMbIX
M B@OKHEWIIMX JIeKApCTBEHHBIX T[peraparoB, YTBEpPXKAEHHOW T[ocTaHoB/ieHUeM [lpaBuTenbCcTBa
Poccutickoit @epeparyu ot 15 centsiops 2015 r. N 979 "O BHeceHMM W3MeHEHHH B TIOCTaHOBJIEHHE
[TpaButensctBa Poccutickoii ®efepaiu ot 29 oktsiops 2010 r. N 865 u 00 yTBep)KAeHUM MeTOAMKH
pacueTa mpeJieflbHbIX OTIYCKHBIX 1[€H MPOM3BOAUTE/eN Ha JIeKapCTBEeHHbIe Tperaparbl, BKIOUeHHbIe B
riepeueHb >XKU3HEHHO HeOOXOAMMBIX W BaXKHEWIIMX JIeKapCTBEHHBIX TperapaTtoB” (#ajiee - MeTOAMKA),
BKJTIOUAIOIIIME B Ce0s:

(B pen. [locranonenus IlpaBurenscrea P® ot 16.12.2019 N 1683)

cBefleHHs 00 06beMax U O LieHaX OTITyCKa HaXOAsIerocsi B obpaiijeHru Ha Teppyutopun Poccuiickoi
denepari  JIEKAPCTBEHHOTO —TIperiapata TPOW3BOAMTENsST TOCy[AApCTBa - wieHa EBpasuiicKoro
KOHOMHUECKOTO COF03a U JIeKapCTBEHHOTO TIperiapaTa MHOCTPAaHHOTO TPOM3BO/ICTBA, MePBUYHAs U (WIIN)
BTOpDUYHAsI YTIAaKOBKA KOTOPOTO OCYIIECTB/ISIETCS WM TJIAHUPYETCS OCYIIeCTBASAThCS B POCCHICKOM
@enepanuy;
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(B pen. [locranonenus Ilpasurenscrea P® or 16.12.2019 N 1683)

pacyeT TipefiebHOM  OTIMYCKHOW I1jeHbl TPOU3BOAMTENsT Ha JIeKapCTBEeHHBIN TMperapar,
Tpe/ICTaB/IsieMOM Ha FOCYapCTBEHHYIO PETUCTPAaLUIO (epeperucTpaLuio);

cBefeHus 00 oObemMax M IleHaX BBO3a JIEKAPCTBEHHOTO Tperapara MHOCTPAHHOTO TPOM3BO/ICTBA,
HaXo/sIIIerocsi B ooOpaitieHrH Ha Tepputopun Poccuiickoii ®enepaiiyu;

CBeleHUd O Ha/IMYWMKW 3dperuCTpUpOBdAHHBIX TIIpeAe/IbHbIX OTIIYCKHBIX II€éH 3asdaB/I1€MOro
JIEKAPCTBEHHOI'O IMperiapdra;

pacueT Tpe/ie/IbHOW OTITYCKHOM 1IeHbI Ha BOCITPOM3Be/|eHHbBIN, OMOaHaIOTOBBIM (OMOTIOJ00HBII)
JIeKapCTBEHHBIM Tperapar, Mpe/icTap/sieMON Ha TOCY/IapCTBEHHYIO PervucTpaliyio;

pacyeT mpe/ie/IbHON OTIyCKHOM IeHbI Ha JIEKapCTBEHHBIM Mperapar MpOU3BOAUTEIS TOCYJapCTBa -
ysieHa EBpa3uiickoro 5KOHOMHUECKOTO COF03a, MPe/ICTaB/IsieMON Ha FOCY/IapCTBEHHYIO PeruCTpariyio;

(B pen. [ocranosnenus IpaBurensctBa P® ot 16.12.2019 N 1683)

000CHOBaHMe pacueTa Tpefie/IbHOM OTITyCKHOM LieHbl Ha JIeKapCTBeHHbIN Tperapar Mporu3BOJUTeIs
roCy/apcTBa - uieHa EBpa3uiickoro S5KOHOMUUECKOT0 COr03a, Ipe/iCTaB/sieMOl Ha repeperucTpaLuio;

(B pen. [locranonenus Ilpasurenscrea P® or 16.12.2019 N 1683)

0o00CHOBaHMe pacyeTa Tpe/ie/IbHOM OTIYCKHOM IeHbl JIeKapCTBEHHOTO TiperiapaTa MHOCTPaHHOTO
TIPOM3BO/ICTBA, B TOM UHCJ/Ie TIePBUYHAs W (W/TM) BTOPUYHASI yITaKOBKA KOTOPOTO OCYIIECTBJISIETCS WU
TJIAHUPYeTCs 0CyLeCTBsATECS B Poccutickoit depepatiyu, mpe/icTaB/isieMoii Ha repeperucTparyio;

(B pen. [Tocranornenus ITpaButenscTBa P® ot 16.12.2019 N 1683)

I1) JOKYMEHT, TIO/ITBeP>KAAOI1I TTOJTHOMOYMS YTIOJTHOMOUYEHHOT O JIULIA.

6. Cefenus, cofepskalyecsi B 3asB/IeHMM O TOCYZapCTBEHHOM perucTpaluu U 3asB/IeHUM O
repeperucTpalvy, [O/DKHbl ~ COOTBETCTBOBaTb  CBeZIeHUSIM, YyKa3aHHbBIM B  PerMCTpaljiOHHOM
YAOCTOBEPeHUH JIeKapCTBEHHOTO Tperapara Ha fieHb II0flauy TaKoro 3asiB/IeHHsl.

7. [epxxatenb wWid Brajenel] PerucTpalOHHOTO Y[AOCTOBEPeHHsl JIeKapCTBEHHOIO Mpernapara
(YrOIHOMOUEHHOe UM JML0) BIpaBe MpeACTaBUThb KOMWIO JIMLIEH3UM Ha MPOM3BO/CTBO JIEKAPCTBEHHBIX
CPeACTB M KOMMWIO PEeruCTPaljMOHHOrO YAOCTOBEPeHUsl JIeKapCTBEHHOIO TMperapaTra, a TakKe KO0
dopmbl N 2-JTEK (mpom) "CBefieHust 0 IPOU3BO/ICTBE, OTTPY3Ke U LieHaX Ha JieKapCTBeHHbIe Cpe/icTBa" 1o
coOCTBeHHOW UHULIMATHBE.

(B pen. [Tocranornenus ITpaButensctBa P® ot 16.12.2019 N 1683)

8. B cyyuae mpejcTaBneHusl JeprkaTesieM WIA BJafie/iblieM DPeruMcTpaLMOHHOIO YA0CTOBepeHust
JIeKapCTBEHHOTO TIperapara (yrnoJHOMOUeHHbIM UM JIMLIOM) 3asiB/IeHUs1 O TOCY[apCTBEHHOW perucTpauyu
[0 UCTeueHUs: 3 JieT CO [JHsS TPUHATUSL MUHUCTEPCTBOM 3[paBooxpaHeHusi Poccuiickoil ®efepaiuu
pellieHWss 00 WCK/IIOUeHWM W3 TOCY[apCTBEHHOTO peecTpa TpeJe/ibHOM OTIyCKHOW 1[eHbl Ha
JIEKapCTBEHHBIM Tperapar 3asB/ieHHas I[peJie/ibHas OTIIyCKHas 1jeHa TMPOM3BOJAWTENs] He MOXKeT
TpeBbIILIATh paHee WCK/IIOUEHHYIO TIpeZie/lbHYIO0 OTIYCKHYIO IleHy Tipou3Bogutens (6e3 yuera
TIPOM3BO/ICTBEHHOM TJIOLIA/IKA) UCXO/S U3 CTOUMOCTH OZJHOM JieKapCTBeHHOW ()OpMbI COOTBETCTBYIOLL[EM
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JO3WPOBKH JIEKADCTBEHHOT'O ITperiapara.

9. 3asiB/ieHHasi K TOCy[AapCTBEeHHOW perucTpaluu MpefesibHasi OTIyCKHas LieHa MPOM3BOAUTENS Ha
pedepeHTHBIN JIeKapCTBEHHbIN Tperapar He MOXKeT MpeBbIlIaTh LieHy, YKa3aHHYI B NOJANVHKTe 5.5.4
nipunioxkerust N 1 k [IpaBuiam hopMupoBaHus repeuHeit ieKapCTBeHHbIX MperapaToB /7Sl MeJUL[UHCKOTO
NIpUMeHeHUsI 1 MUHHMMAaJIbHOTO aCCOPTUMEHTA JIeKapCTBEHHBIX TIPerapaToB, He0OXOAUMBIX /Il OKa3aHUS
MeJULIMHCKOW MOMOIIU, yTBepXXAeHHbIM TNocTaHoBneHueM [IpaButensctBa Poccuiickot defepaiuu oT
28 aBrycra 2014 r. N 871 "OO06 ytBepkaeHuu I[lpaBun ¢dhopmMUpoBaHUsSI TepeyHell JieKapCTBEHHBIX
rpenaparoB [jisi MeAULIMHCKOTO TpPHMEHeHUs] M MHHHMMAaJ/IbHOTO aCCOPTMMEHTa JieKapCTBEHHbIX
TiperiapaToB, HeOOXOAUMBIX /I/Isi OKa3aHUsI MeAULIMHCKOM MTOMOIIH".

10. MunucTepcTBO 3ApaBooxpanenust Poccuiickoit ®efeparuy B TeueHre 15 pabounx aHel co JHS
obpaltieHus1 fiepskartesisi WM Brafienblid perCTPaLOHHOTO Y0CTOBEpeHusl JIeKapCTBeHHOTO Tperiapara
(YOTHOMOUEHHOI0 MM JIMLia) OCYLLeCTB/sieT MPOBePKY IOIHOTHI Mpe/CTaBlIeHHbIX B COOTBETCTBUM C
IIYHKTOM 5 HacTtosuux IlpaBusn [OKYMEHTOB U HarpaBiseT OAWH 5K3eMIUISIP [JOKYMEHTOB B
desepanbHYI0 aHTUMOHOIIONBHYIO CIY)XOy WM TIDUHUMaeT pelleHHe 00 OTKase B TroCy/apCTBEHHOMN
pervcrpalyy (repeperucrpanyy) IpefebHOM OTIYCKHOM LieHbl MPOW3BOJWTENS Ha JieKapCTBEeHHBIN
Tperiapar.

11. OcHoBaHusMM [/ OTKa3a B TOCYZJapCTBeHHOM perucrpanyy (mepeperucTparjyim)
MuHucTepcTBOM  34paBooxpaHeHust  Poccuiickont — @Pefepaliuv  Mpefle/lbHOM  OTIIYCKHOM  LieHBI
TIPOM3BOZIUTE/IS HA JIEKapCTBEHHBIN Ipernapar sBJISIOTC:

a) OTCYTCTBME B [OKyMEHTax, YyKa3aHHbIX B MyHKTe 5 Hacrosiuqux [IpaBuni, cBeneHui,
TIpeJlyCMOTPeHHbIX HacTosiuMu [1paBunaMu ¥ MeTOIUKOM;

0) TpeBbIllIeHWe 3asiBJIEHHOMW /i TOCYZapCTBEHHOW DErucTpaluy TpeJe/bHON OTITyCKHOM IjeHbI
NIPOM3BOJUTE/ISI Ha JIeKADCTBEHHbIN I[IperapaT HajJ, OTIYCKHOM L|eHOW, OrpeJie/leHHOM C Y4YeToM
TpeboBaHu MyHKTOB 8 1 9 HacTosmx [IpaBui;

B) Helpe/CTaB/leHue CBeleHUH, MpeayCMOTPEHHbIX NYHKTOM 12 HacTosux [IpaBu.

12. B ciyuyae HeoOXOAMMOCTH YTOUHeHMsI W (W/IM) [OTIOJTHEHUS CBeJeHWH, COZIepXKallUuXCs B
JIOKyMeHTaX, yKa3aHHbIX B IIYHKTe 5 HacToswumx [IpaBus, fepykaresb WM Brazener] peruCcTpaljiOHHOIO
YAOCTOBEPEHHsI JIeKapCTBEHHOro Iperiapara (yroOJIHOMOYEHHOe WM JIML0) MNPeZCTaB/sOT IO 3arpocy
MunuctepcTBa 37ApaBooxpaHeHusi Poccuiickoli @Defepaliid  COOTBETCTBYIOLIYIO — [JOKYMEHTaabHO
odopmieHHY0 UH(OPMALIHIO.

Cpok mipefcTaBleHWs OTBeTa Ha 3ampoc Jep)kareseM WIA BajenblieM pPerucTpaLyoHHOIO
yI0CTOBEPeHHsl JIeKapCTBEeHHOr0 mpernapara (yrnoJIHOMOYeHHbIM MM JIMLIOM) He MOXKeT TpeBbiliath 10
pabounx /iHei co [Hs MosyueHus 3arpoca MUHKCTepCTBa 34paBooxpaHeHust Poccuiickoit @efjepariui.

[Tpu 3TOM 0OIIMI CPOK pacCMOTpeHUsI I0KYMEHTOB, YKa3aHHBIX B MYHKTe 5 HacTtosimux [IpaBu,
MuHucTepcTBOM — 3apaBooxXpaHeHusi Poccuiickori @Pefepalii  He  MOXKET TMpeBbIIaThb  CPOKH,

Tpe/lyCMOTPeHHbIe MYHKTOM 10 1 ab3alieM BTODLIM HACTOSIIIETO MyHKTA.

HPI/I HETIOCTYIUVIEHWHW OT JepXXaTejd WIM Bjdfeblla PEruCTpalilMOHHOIO YyAOCTOBEPEHUA
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JIEKapCTBEHHOT0 Tipernapara (yHOJHOMOYEHHOrO KM JiMlla) B yCTAHOB/IEHHbIM CPOK 3alpoOLLIeHHOU
JIOKyMeHTanbHO oopM/eHHOM nH(opMaLd MuHKCTepCTBO 3paBooxpaHeHus Poccuiickoit Pesiepaniyu
B TeueHWe 5 pabouux AHEH CO [JHS UCTeueHWs OOIEr0 CpOKa TPUHUMAaeT pellleHWe 00 OTKase B
roCy/lapCTBEHHOM pervcTpanuu (repeperucrpanyi) Npee/bHOM OTIyCKHOW LieHbl TIPOM3BOAUTENST Ha
JIeKapCTBEHHBIM TIperapatr, O ueM B TNHMCbMeHHON (opMme yBeJoM/sieT JepykaTenst WM Brajenblia
PErrMcTpaLMOHHOTO yA0CTOBEPeHHs JIeKapCTBEHHOTO Tpenapara (yroJTHOMOYEHHOE UM JIULO).

13. denepasnbHasi aHTUMOHOIIOMBHAS CTy>k0a B TeueHue 15 paboumx [gHelW CO AHS TIOMy4YeHHUs
JIOKyMEHTOB, YKa3aHHbIX B MYHKTe 5 HacTosAL[MX [IpaBW/1, MPOBOAUT B COOTBETCTBHUM C HACTOSLUMU
[MpaBunaMy U MeTOAMKOW SKOHOMWYECKWI aHaau3 Mpefie/ibHOM OTIYCKHOW L|eHbl MPOM3BOAWTENS Ha
JIeKapCTBEHHbIM TpenapaTr, a TakKe MNpUHWMaeT W HarpaB/isieT B MUHUCTEPCTBO 3/paBOOXPaHEHUsI
Poccutickoit dezepaliiy pellieHrde O COIVIAaCOBAaHWM yKa3aHHOM MpejielbHOM OTITyCKHOM IIeHbl UM 00
OTKa3e B ee COIIaCOBaHUU (C U3J/I0’)KeHHWEeM MPUUYMH OTKasa).

14. B ciyyae HeoOXOAMMOCTH YTOUHEHWS U (WIM) [OTIOTHEHUs CBeJeHWM, CofiepKallluxcs B
JIOKYMeHTaX, yKa3aHHbIX B MYHKTe 5 HacTosux IIpaBus, gepskartesib WU Biajesiel] perucTpaljiOHHOTO
yAOCTOBEpeHUs1 JIeKapCTBEHHOro Iipernapara (yrNoOJHOMOYEHHOe UM JIML0), IOpUAWYECKHe JHLIA,
OCYIL[EeCTBJISIIOIINE [eSTe/TbHOCTh TMPH OOpallleHuH JIeKapCTBEeHHBIX CPEZCTB, OpPTraHbl WUCTIOMHUTE/ILHOU
B/AaCTU B Tpefieiax MX KOMITeTeHLIMM TIpeACTaB/SIOT 1Mo 3arpocy PepepanbHOM aHTUMOHOIMOJBHOM
CJTy>KObI COOTBETCTBYIOLIYIO JOKYMeHTaIbHO 0(hOpMIIEHHYIO HH(OPMALHFO.

Cpok TmpeAcTaB/eHUsl Jep)kaTejleM WIM BjafielblieM PeruCTpalOHHOIO  yA0CTOBepeHus
JIeKapCTBEHHOr0  Tiperiapara  (YIOJHOMOUEHHbIM KM  JIMLOM),  HOPUAWYECKUMH  JIMLAMH,
OCYIIEeCTB/ISIOIIUMHU  JIeSiITeIbHOCTb ~ TpU  OOpallleHun  JIeKapCTBEHHBIX  CPEeJCTB,  OpraHamu
VCTIOJTHUTE/IbHOM B/aCTU B Tpefiesiax MX KOMIIETEHLIMH) He MOXKeT TpeBbIIlaTh 25 pabounx JHel co AHS
noyTyueHust 3arnpoca PesepanbHON aHTUMOHOTIOIBHOM CITY>KOBI.

I[Tpu 3TOM OOLMIA CPOK PacCMOTpeHus1 JOKyMeHTOB Defiepa/ibHON aHTUMOHOIIONBHOU CTy»K00H He
MO>KET TIPeBBIIIaTh CPOK, MPeAyCMOTPeHHbIN MyHKTOM 13 1 ab3arieM BTOPbIM HACTOSIIIErO MMyHKTa.

[lpy HemocTymieHUWM OT Jep)KaTeass WIM Bjajenblia PerucTpPaLOHHOIO  Y/O0CTOBEPeHUs
JIEKapCTBEHHOro Tpernapara (yIOJHOMOYEHHOTO WM JIMLjd) B YCTaHOBJEHHbIM CPOK 3alpoLleHHOW
JOKyMeHTasbHO odopMieHHON uHbopMaip PefepasnbHas aHTHMOHOIObHAS CIyx0a B TeueHue 5
pabounx aHeH CO AHS WCTeueHUs OOILETO CpPOKa TPUHUMAET pellleHWe 00 OTKa3e B COIVIaCOBaHWU
npeZie/IbHOM OTIYCKHOM LieHbl IPOM3BOAUTE/s] Ha JIeKapCTBEHHBbIM IperapaTr YW Hampas/seT ero B
MuHucTepcTBO 3ApaBooxpaHeHusi Poccuiickoii defepaliy, KOTopoe B TeueHHe 5 pabouux JHel co JHs
TIO/TyueHHsl 3TOTO pelleHus] MPUHMMAaeT pelleHHe 00 OTKase B TOCyJapCTBEHHOW DerucTpalid Wiv
repeperucTpalyu yKa3aHHOM LieHbl, 0 UeM B TMCbMEHHOMW (popMe yBeloMIIsIeT JieprKaTe/isi WA BiajesbLa
PerucTpalioHHOTIO y0CTOBEePEHHs! JIeKapCTBEHHOT0 Mpernapara (YIoJHOMOUYeHHOe UM JIULIO).

[HepxxaTens WM Bajesel] PerucTpParjuoOHHOIO YAOCTOBEPeHHs JIeKapCTBEHHOIO IIperiapara
(yrolHOMOUeHHOe MM JIML0) TIpY paccMoTpeHuH 3arpoca PefiepasbHOM aHTUMOHOIONBHOM CTY>KObI
MOTYT HanpaBuTb B MuHHCTepcTBO 3ApaBooxpaHeHusi Poccurickor ®ezsepaijii COOTBETCTBYHOLLME
YTOUHsIOIIEe JOKYMeHTHI (B 2 3K3eMIuisipax) B TeueHue 10 paboumx AHel co /HS MO/yueHUsl 3ampoca
desepanbHONM aHTUMOHOTIONBHOMW CITY>KOBI.

MunucTepcTBO 3apaBooxpaHeHust Poccuiickoit @efiepauii B TeueHWe 5 pabouux [JHel CO AHS
TIO/TyYeHUs]  COOTBETCTBYHOIIMX  YTOUHSIFOIIMX  [JOKYMEHTOB OT Jiep)Karesss WM  Brafie/blia
PerucTpaliioHHOTO  Y/OCTOBEpeHUs] JIeKapCTBEHHOro rmpernapara (yroJHOMOUEHHOTO UM  JIMLIA)
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HarpaBJIsSieT O/IUH K3eMIUISIP TaKUX JOKyMeHTOB B defiepaibHyH0 aHTUMOHOTIOBHYIO CITY>KOY.

15. MuHuCTepCcTBO 37paBooxpaHeHust Poccutickoit desiepaliviv B TeueHue 5 pabouux AHeH CO AHS
rofy4eHusi peiienyst @eieparbHON aHTUMOHOTIO/IBHOM CITY>KObI O COT/IACOBAaHUM TIPeZie/TbHON OTITYCKHOM
1LIeHbl TIPOW3BOJUTE/ISI Ha JIeKAPCTBEHHBINM Tiperiapat win o0 OTKa3e B ee COIVIaCOBaHWM TIPUHUMAeT
pellieHWe O TOCY/apCTBeHHOM pervucrpauyu (repeperucrpanuu) MpefebHON OTMYCKHOW LIeHBI
TIPOM3BOJUTENST HAa JIeKapCTBEHHBIM TIperiapat Wi 00 OTKa3e B TOCY/apCTBEHHOW perucTpanuu
(mepeperucTparyy) yKa3aHHOUM OTIyCKHOM L|eHbl B 3aBUCMMOCTHU OT pelleHus, NpuHATOro dejepaabHou
AQHTUMOHOTIOTTLHOM C/Ty>KOOM.

16. B «iyyae npuHATHSA pelleHUs] O TOCYZJapCTBEeHHOM perucrpauuu (repepeructpanym)
npefie/IbHOM  OTIYCKHOM L|eHbl TPOM3BOJUTENs] Ha JIeKapCTBeHHbIM Mpernapar MUHUCTEPCTBO
3apaBooxpaHeHusi Poccuiickoi ®ezfiepaliui BHOCUT COOTBETCTBYIOLME [aHHble B TOCYZapCTBEHHBIN
peecTp B CpOK, IpeJyCMOTpeHHbI MyHKTOM 6 [IpaBun BefeHHUs TIOCY[apCTBEHHOIO peecTpa
3aperuCTpUpPOBaHHbBIX MpeZe/bHbIX OTIYCKHBIX LieH IPOU3BOAMUTENel Ha JieKapCTBeHHbIe Mpernaparsl,
BK/IIOYeHHble B TlepeueHb JKM3HEHHO HeOoOXOAMMBIX W Ba)KHEWIIMX JIeKapCTBEHHBIX IIPeraparos,
yTBEPXX/IeHHBIX TIocTaHoB/eHueM [IpaBurenbcTBa Poccutickoit ®epeparpu ot 29 oktsi6pst 2010 . N 865
"O rocynapCcTBeHHOM peryJMpOBaHMU LieH Ha JieKapCTBeHHble Iperapartbl, BK/IKOUEHHblE B IlepeueHb
JKU3HEHHO HeoOXO[UMbIX M Ba)KHEMILMX JieKapCTBEHHBIX TIperapaToB’, BbIaeT Jep)KaTesto WIH
B/aJie/iblly PerucTpaLMOHHOIO YOCTOBEpeHMsl JIeKapCTBEHHOIo Iiperiapara (yIOJHOMOYEHHOMY WM
JULYy) BBIMKWCKY M3 TMpUKasa O TOCY[4APCTBEHHOW perucTpanuu (repeperucrpanuu) MpezeabHOU
OTIyCKHOW 1|eHbl TPOM3BOJUTENs] Ha JleKapCTBEHHbIM IIperapaT W pa3MellaeT COOTBETCTBYIOLIYIO
vHpOpMalMI0 Ha CBOeM O(QMLIMaJbHOM CcaiiTe B HH(OPMaLMOHHO-TEeJeKOMMYHUKALJMOHHOW CeTH
"NuTtepHet".

17. ®enepanbHas aHTUMOHOIIO/BHASL CTY>K0a TIPM TIPOBEPKe I0OKYMEHTOB KCIIONb3yeT WCTOYHUKU
MH(pOpMaLuK, Ccojep)Kalljie LieHbl Ha JeKapCTBeHHble IIperaparbl B MHOCTPaHHBIX TOCYyAapCTBax,
yKa3aHHbBIX B IpUIokeHNH N 2 K MeTOJMKe, ¥ COOTBETCTBYIOIIYE CeAYIOIIUM TpeOOBaHUsIM:

a) pa3mMelriaeMasi UH(GOpMaIyst Jo/KHA ObITH 00IIIeI0 CTYITHOM;

6) vcToYHUMK MHGOpMaLuKu (calT B MH(OPMaIMOHHO-Te/IeKOMMYHUKALIMOHHOW ceTu "VHTepHeT")
JOJDKeH cofiep>KaTh HHGopMalyio 06 opraHu3alyii, OTBETCTBEHHOM 3a pa3MelljeHre CBe/IeHHH O IjeHaX Ha
JIeKapCTBEHHbIe Mpernaparkl;

B) pasMelljaemass UWHQOpMAlUsi [O/DKHA TI03BOJISITH  WAEHTU(UIIMPOBaTh  HeoOXo[uMble
XapaKTepUCTUKN JIeKapCTBEHHBIX TIPErapaToB B LeJIX COMOCTABAeHUS JaHHBIX O 3asB/IsieMOM
JIeKapCTBeHHOM TIperiapaTe U JieKapCTBEHHOM TiperiapaTe, lieHa Ha KOTOPBIA COJepXKUTCs B HailleHHOM
WCTOUHHWKe WHGMOPMalInY;

r) pasMelrjaemMasi UHpopmalys Jo/KHa CoZiepkaTh CBeJleHUsI O 1ieHe Ha JieKapCTBEeHHbIM Tperapar u
Basl0Te, B KOTOPOM OHA Mpe/CTaB/IeHa;

) HCTOUHWKOM HE MOXKET SIBIATbCS WHGOPMAI[Ms, COfep)Kallas L[IeHbl Ha JIeKapCTBEHHbIE
Tperiaparhbl, TIOCTaB/IsIeMbIe 3a CYET MEXKIAYHAPOAHBIX (MHAHCOBBIX OpraHu3aluii ((OHIOB) 10 PeIeHHIO
BcemMupHO#i  opraHM3aiiyd  37paBOOXPAHeHHMsI B paMKaX  IyMaHWTapHOH  [OMOINMA WM
6/1arOTBOPUTETbHOCTH.
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18. B ciyuae TmpuHATHS pemieHUsT 00 OTKa3e B TOCY/APCTBEHHON pEerucTpaluv  Wid
nepeperucTpaliid Ipefie/lbHOM OTIYCKHOM LieHbl TPOM3BOAWTENsI Ha JIeKapCTBeHHbIM Mpernapar
MunucTepcTBO 31paBooxpaHenusi Poccuiickoii @efepaliiv B CPOK, He TIPEBBIIAOIIMN 5 pabounx [JHei,
yBeloOMJIsIeT JeprkaTesisi WU Bilafiesblia PeruCTPaliOHHOIO YA0CTOBepeHus JIeKapCTBeHHOIO Iperapara
(ynonHomoueHHOe UM JML[0) B NMHUCbMEHHON (opMe O MPUHATOM pelleHHH (C U3/10)KeHWeM MPUUKH
OTKa3za).

19. OcHoBaHusiIMU [jii OTKa3a B coriacoBaHuu @ejepanrbHOM aHTUMOHOIIOILHOW Cy»KO0H
rOCyJIapCTBeHHOW perucTpaiuu (repepeructpaiyn) Mpee/ibHOM OTIyCKHOW 1ieHbl TIPOM3BOAUTENST Ha
JIeKapCTBEHHBIH Mpernapar, 0TKasa B roCyJapCTBEHHOW perucTpanuu (repeperucrpanuv) MUHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoii Pefepanuu  mpefie/IbHOM  OTIYCKHOW LIeHbI TIPOM3BOJWTENsT Ha
JIeKapCTBEHHBIN TIperiapaT C yueToM pellieHUs], MpUHATOro defepasbHOM aHTUMOHOTIONMBHOUW CITy>KOO0M,
SIBJISTFOTCSI:

a) mpejcTaB/eHNe HeJl0CTOBePHBIX CBeJeHUMH;

0) mpejcTaBieHHe JOKYMEHTOB He B IOJHOM oObeme W (WIM) HEroJIHOTa COZepIKallluxCs B HUX
CBeJIeHUl;

B) Helpe/CTaB/IeHue CBeJleHUH, MpelyCMOTPeHHbIX NYHKTOM 14 HacTosmx [TpaBu;

I) TpeBblllleHWe [Ipe/iCTaB/eHHOM [/l TOCYJapCTBEHHOM perucTpaluu WIA IepeperucTpauyu
Tripe/ieJIbHOM OTIYCKHOW LieHbl IPOM3BOAUTEIS Ha JIeKapCTBEHHBIN Tpernapar HaJ, LIeHOM, PaCCUMTaHHOM B
COOTBETCTBUM C HacTosiumMHU [IpaBunamMu ¥ MeTOOUKOM.

20. Pemenve o0 OTKa3e B TOCY/apCTBEHHON perucTpaldyd WK TiepeperucTpalyy TpefenbHON
OTITyCKHOM IIeHbI TIPOM3BOJWTE/IS Ha JIeKAPCTBEHHBIN TperapaT MO)KeT ObITh 00)KajioBaHO B CyneOHOM
TIOpSsi/IKe.

21. [nd rocynapCTBeHHOM perucTpaluu TipeJieflbHOM OTIYCKHOM LieHbl TIPOM3BOAMTENST Ha
JIeKapCTBEHHbIM TIpernapar, KpOMe [OKYMEHTOB, YKa3aHHbIX B IIyHKTe 5 HacTtoswux IIpaBun,
TIPe/ICTAB/ISIFOTCS [I/Isi TIPOBe/IeHUs] YKOHOMHUECKOTO aHaiv3a (1o BeIOOpY JepskaTenss WM Bafienblia
PEerucTpaloOHHOTO YAOCTOBEpPEeHUs JIeKApCTBEHHOI'O Tperapara, YroJIHOMOUEHHOTO UM Jiulja) CBeJeHUs:
Ha OyMa)KHOM HOCHUTesie C TIepeBOZIOM Ha PYCCKMM s3bIK (B 2 3K3eMIUIspax), IOJTBep)KAaroiiue
OTIIyCKHbIE LIeHbl TIPOM3BOJWTE/Is Ha JIEKAaPCTBEHHBIM TperapaT B WHOCTPaHHBIX TOCY/apCTBax,
yKasaHHbIX B npusioxkeHnr N 2 K MeTOJUKe.

22. Jlns ToCyapCTBEHHOM PperucTpauyy Ipefe/bHOM OTIYCKHOM LieHbl IPOM3BOJUTENsT Ha
JIeKapCTBeHHBIH Tperapat, HaXoAsIUiCs B oOpalljeHny Ha TeppuTopuu Poccuiickoii ®@enepanyiv, Kpome
JOKYMEHTOB, YKa3aHHbIX B MyHKTax 5 W 21 Hactoswux [IpaBun, A7 MpoBefieHHsI SKOHOMUUYECKOIO
aHa/M3a Npe/iCTaB/IsI0TCS ClefyIoliye JOKYMeHTbl Ha OyMa)KHOM HOCHTesle B OZIHOM 3K3eMIUIsipe:

a) U1 JIeKapCTBeHHOro Iiperapara IIPOM3BOAMTeNsl TrocyAapcrBa - ujaeHa EBpasuiickoro
5KOHOMMUECKOI'0 CO03a, a TAK)Ke JIeKapCTBEeHHOI'O Iperiapara MHOCTPAHHOIO TIPOU3BOACTBA, IepBUYHAs U
(u1) BTOpUYHas yIakoBKa KOTOPOIO OCYILL[eCTB/ISIeTCSl MU TUIaHUPYeTCsl OCYLLeCTBAAThCS B Poccuiickoin
Depeparuu:

(B pen. [locranonenus IlpaBurenscrea P® ot 16.12.2019 N 1683)
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korust opmel N 2-JIEK (mmpom) "CBejieHusi 0 POU3BO/CTBE, OTIPy3Ke U IjeHaX Ha JieKapCTBeHHbIe
cpeACTBa’ 3a OTYETHBIN MEpUO/], OTIpe/ie/IeHHbIN B COOTBETCTBUM C IMYHKTOM 23 HacTosux [IpaBu;

KOMWM TOBapHbIX HAaK/IaJHbIX HAa KOHKDEeTHbIM JIeKapCTBEHHbIN I[pernapaT, OTIPY)KeHHBIM 3a
OTYeTHBIN TIepro/], oripe/ie/ieHHbI B COOTBETCTBUM C IMYHKTOM 23 HacTosiux IIpaBusn (mipefcTaBiieHue
BCEX TOBAPHBIX HAK/IaJHBIX HEOOXOJUMO, eC/TU KOJIMYeCTBO OTIPY30K TI0 JIeKapCTBEHHOMY TIperiapary He
TripeBbiliaeT 25 IITYK, a TI0 JIeKapCTBeHHBIM TMperiaparaM, 10 KOTOPhIM KOJIMUeCTBO OTTPY30K MpeBbIlaeT
25 IITYK, Mpe/CTaB/SIOTCS KOMWM TOBapHBIX HAK/IaJHBIX C HAWOOMBIINM Y/eIbHOM BeCcOM B 00beMe
peas3alii KOHKPETHOTO JIeKapCTBEHHOT0 Tpernapara, Ho He MeHee 25 IITYK);

0) /151 JIeKapCTBEHHOTO TperiapaTta MHOCTPAHHOTO TIPOU3BO/CTBA - KOTIMU TaMOYKeHHBIX JieK/lapaLyit
Ha TI0CTaBKy KOHKDETHOIO JIeKapCTBEHHOIO Iiperapara 3a OTYeTHbId Iepuof, Orpe/ie/leHHbld B
COOTBETCTBUM C MYHKTOM 23 HacTosiux I[IpaBun (mpejcTaB/ieHHMe BCeX TaMOXKEHHBIX JeK/apaljuii
HeoOX0IMMO, eC/I KOMIMYeCTBO TaMOKEHHBIX JieK/lapariii 110 JIeKapCTBeHHOMY TIperapary He MpeBbIliaeT
25 WITyK, a IO JIeKapCTBeHHBbIM TIperiapaTaM, 1O KOTOPbIM KOJMUeCTBO TaMO)KeHHbIX JeKiapaLyi
TpeBbIIaeT 25 IUTYK, MPeJCTaB/ISIOTCS KOMHMH TaMO)KEeHHBIX JeKIapaluil ¢ HaubO/bIIUM yaeabHOM
BeCcoM B 0ObeMe peasiv3aliii KOHKPeTHOT'0 JIeKapCTBEeHHOTO Tperapara, HO He MeHee 25 IMITYK).

(B pen. [TocranoBnenus ITpaButensctBa P@ ot 16.12.2019 N 1683)

23. Ilpu rocypmapCTBeHHOM pervcTpalid Ipefie/IbHOM OTIIyCKHOW LleHbl IIPDOM3BOAMTE/IS Ha
JIeKapCTBEHHBIH Tpernapar 3a OTYeTHBIN MepuoZ, MPUHUMAETCs Ka/leHJapHbIN rofl, TIpe/lieCTBYIOLUMN THIO
rnojaur B MuHMCTEpCTBO 37ApaBooxpaHeHusi Poccuiickon ®epepanvy 3asiBeHUs] O TOCYapCTBEHHOU
pervucTpalyy, a B ciydae IpeJCTaB/leHHsl Ha TOCYJApCTBEHHYIO PEervMCcTpalvio Mpefie/lbHOW OTIYCKHOU
IleHbl Ha JIeKapCTBEHHBIM Tperapatr B rof u3gaHusi akTta [IpaButennbcTtBa Poccuiickoit ®epepary 06
YTBEP)KJEHUU TepeuyHsi >KU3HEeHHO HeoOXOAWMBbIX W Ba)KHEWIIMX JIeKapCTBEHHBIX TIperapaToB Ha
C/elyrOLUI Ka/leHJapHbIW TOJ, - 38 TeKYL[UM Ka/leHJapHbIW TOf,.

24. Tlpu rocynapCTBeHHOW peructpaiuu (repepeructpaijuu) npeiesbHOM OTIYCKHON IjeHbl Ha
pedepeHTHBIN JIeKapCTBEHHBIM TIperiapaT [jiss BCeX YKa3aHHBIX B PErMcTpPaliOHHOM YIOCTOBEPeHUH
JIeKapCTBEHHOTO  TiperiapaTa TMpOu3BojWTesield  (TIPOM3BO/ACTBEHHBIX TUIOIIA/IOK  TIPOM3BOAUTEIS,
YUaCTBYIOIIUX B TIPOL[eCCe TIPOU3BOACTBA) YCTAaHAB/IMBAETCS e[UHasl TpejiesibHasi OTITYCKHasl 1ieHa Ha
JIeKapCTBEHHBIM Tperapar [/1s1 KXok jieKkapCTBeHHOM (hOpMBI, 103UPOBKH (KOHL[@HTPALIUU, aKTUBHOCTH
B eJUHULIAX JeMCTBUSI) U OOIero KoJuuecTBa BO BTOPHUUHOW (MOTpeOMTE/NbCKOM) yrakoBke 0Oe3 yuera
(hopMbI BITTyCKa, 3a UCK/IFOUEHUEM CTy4aeB, MpelyCMOTPeHHbIX MYHKTOM 25 HacTosiux [1paBust.

Koucynbrantllntoc: nnpumeyanue.

C 17.12.2019 peructpauus (mepeperucrpanyisi) npefe/bHbIX OTIIYCKHBIX LIeH Ha BOCIIPOU3Be/IeHHbIe,
OuoaHanoropele (6HOIOAOOHLIE) JIeKAPCTBA QCYIIECTBASIETCS TI0C/Ae TIPUHATUS pelleHus o0
o0Os13aresibHOM mepepeructpauui B 2019 - 2020 rojax 1eH Ha COOTBETCTBYIOIIME UM pedepeHTHbIe
JIeKapCTBa.

[Ipn rocynapCTBeHHOW perucTpanuu (MepeperucTpalv) MpefesbHOM OTIMYCKHOM 1LieHbl Ha
BOCTIpOW3Be/leHHbIM, OuoaHanoroBbiii (6MOMOA00OHBIN) JIeKapCTBEHHBIM Tperapar IPOU3BOJUTEIsI
rocyziapcTBa - ujeHa EBpasuiicKOro SKOHOMHUYECKOro COr3a Jijisl BCeX yKa3aHHbIX B PerMCTPaLiOHHOM
YAOCTOBEPEHHH  JIeKADCTBEHHOIO Iiperiapata IIpOM3BOAWTened  (MPOU3BOJCTBEHHBIX — I/IOLA/I0K
NIPOM3BOAMTENS, Y4yaCTBYHOIMX B TIpOLiecce MPOM3BOJCTBA Ha TepPpUTOPUM TOCY[apCTBa - UJeHa
EBpasuiickoro 5KOHOMMUECKOIO COl03a) YCTaHaB/IMBaeTCsl efiHas IIpefle/lbHas OTIyCKHas LleHa Ha
JIeKapCTBEHHBIN TIperapar Jjisi Kak/10¢ JieKapCTBeHHOH (hOpMBbI, 03UPOBKU (00beMa, MacChl, KOJTMUECTBA
Jl03 B TIepBUYHOM YIakoBKe) W 0O0ILL[ero KojMyecTBa BO BTOPUUHOM (MOTpPeOUTeNbCKOM) yrakoBke Oe3
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yueTa (JOpMBI BBIIYCKa, 38 UCK/IIOUEHEeM CJTyuyaeB, ITPeJlyCMOTPEeHHBIX YHKTOM 25 Hactosiux [1paBus.

(B pen. [locranonenus IlpaBurenscrea P® ot 16.12.2019 N 1683)

[Ipu rocynapCTBeHHOW pervcTpalyu (TepepervcTpaliiu) TIpeJe/ibHOM OTMYCKHOW 1jeHbl Ha
BOCITPOM3BeJIeHHbIY, OMOaHaoroBbiii  (OMOMOAOOHBINM) JIeKApCTBEHHBIM Iperapar WHOCTPAaHHOTO
TIPOM3BO/ICTBA /i1l BCEX yKa3aHHBIX B PErvMCTPALMOHHOM Y/OCTOBEPEHUM JIeKapCTBEHHOTO Mpernapara
npousBoAuTeneil  (MPOW3BOACTBEHHBIX IUIOMIAZOK TPOM3BOAMUTE/s, YUYaCTBYHOIIMX B  IpoLecce
TIPOM3BO/CTBA 3a Tpefie/laMM TOCY[apCTB - ujeHOB EBpa3suiCKOrO 35KOHOMUUECKOTO COH3a U
OCYLL[eCTB/ISIFOLIMX WM TUIAHUPYIOLIUX OCYLIEeCTB/ASTb TepBUUHYI0 U (W/IM) BTOPUYHYHO YIAaKOBKY
JieKapCTBeHHOTO npenapara B Poccuiickoit ®efiepaliiv) yCTaHaBIMBAETCs e/lMHasi TIpeie/ibHast 0TIy CKHast
1leHa Ha JIeKapCTBEeHHBIN Tperapar /s KaXJOoW JIeKapCTBeHHOU (hOpMBI, A03UPOBKH (00beMa, Macchl,
KO/TMYecTBa /103 B TIEPBUYHOM YIIaKoBKe) M 00Iero KoiM4yecTBa BO BTOPUYHOM (ITOTPeOUTETbCKOM)
ymakoBke 0e3 ydera (OpMbI BBIMTYCKa, 3a HWCK/IIOUEHWEM C/IyuyaeB, MPeAyCMOTPEHHBIX IYHKTOM 25
HacTtosiux [IpaBuit.

(B pen. [locranornenus IlpaBurensctBa P® ot 16.12.2019 N 1683)

25. B cnyuae eciv MUHMMa/IbHBIM ypOBeHb LieH ped)epeHTHOIO JIeKapCTBEHHOIO Iperapara Ha
pa3nuHble (OpPMBI BbIMyCKa (LITPHL-PYYKH, KapTPUIKK MO0 MHbIe (HOPMBI BBITYyCKa, COBMECTHMBIE C
yCTpOUCTBaMU BBeJieHUs (IIpPUMEHEeHHs]) WU SIBISIOIIMecs yCTPOMCTBAaMU BBeJeHUs (IIpPUMEHeHHs1) B
OZTHOM W3 WHOCTPAHHBIX TOCY/apCTB, YKa3aHHOM B Tabmuile 1 pa3zgena Il mpunokenuss N 3 K MeTOJuKe,
pa3nnyaetcsi 6osiee uem Ha 10 MPOLEHTOB, [OMyCKAeTCsl YCTaHAB/IMBATh Tpe/ie/ibHble OTITyCKHbIE LIeHbl Ha
KXy M3 Takux (OpM BbINyCKa JIeKapCTBEHHOro mnpenapara. [IpefenbHas OTHyCKHasi LieHa Ha
pedepeHTHBIM J1eKapCTBEeHHbIM TIperapar B TakUMX (popMax BbIIIyCKa yCTaHAB/IMBAaeTCsl Ha OCHOBaHWU
MUHHMAaJIbHBIX ~OTIYCKHBIX 1IeH TMpou3BoguTenss (6e3 yuera TPOM3BOJCTBEHHBIX —IUIOLIAJIOK,
yuaCTBYIOLIMX B TpoLiecce TMPOM3BOJACTBA) HAa COOTBETCTBYHOIIME (DOPMbI BBIIyCKAa TaKOIro
JIeKapCTBEHHOTO TIperiapaTa B OJHOM M3 MHOCTPaHHBIX TOCY[ApCTB, YKa3aHHOM B Tabmmie 1 pasgena II
npuiokeHus: N 3 K MeToziMKe (C y4eTOM pacxo/i0B, CBSI3aHHBIX C TAMOKEHHBIM O()OPMJIEHUEM).

(B pen. [TocranoBnenus ITpaButensctBa P® ot 16.12.2019 N 1683)

[Ipy 5TOM MakcumanbHasi pasHULlda MeXAY MNpeJebHbIMU OTMYCKHBIMM LleHaMU Ha Takou
pedepeHTHBIM JIeKapCTBEHHbIM TMperiapaT B pas3/MuHbIX (OpMax BBINYyCKa, COMOCTaBUMBIX [0
JIeKapCTBeHHOUW (opMe, /103UPOBKe (KOHIIEHTPALMH, aKTUBHOCTU B eJUHMIIAX JeHCTBUs) U 0O0IeMy
KOJTMYEeCTBY BO BTOPUYHOM (TTOTpeOUTeNbCKOM) yIIaKoBKe, He MOyKeT TpeBbIiiaTh 90 MpoLeHTOoB.

B cnyuae ecnu nmpefenbHash OTIyCKHasi LieHa Ha peQepeHTHbIM JieKapCTBEHHbIM Ipernapar
3aperucTpupoBaHa B COOTBETCTBUM C HACTOSII[UM ITyHKTOM, pacueT TpefefbHbIX OTIYCKHBIX IIeH Ha
BOCTIPOW3Be/IeHHbIM, OroaHa/moroBbli (6MOMOA0OHBIN) JIeKapCTBEHHBIN TpernapaTr OCYIIeCTB/IsSeTCs Ha
KaXyt0 GopMy BBIMTyCKa C yUeTOM Mpe/ie/IbHbIX OTITYCKHBIX 1IeH IMPOU3BOJUTe/el Ha COOTBETCTBYIOLI[He
(hopMeI BbinycKa peepeHTHOTO JieKapCTBEeHHOT'0 Mperapara.

26. [lepkaTesb WM Bjajesel] PerduCcTpaLiOHHOIO YLOCTOBEpeHUs JIeKapCTBEHHOIO Iiperiapara
(YTIoTHOMOUEHHOe WM JIMI0) BOCIIPOM3BeIeHHOr0, OroaHanoroBoro (OMOMOJ00HOT0) JIeKapCTBEHHOTO
riperiapata TMpeJCTaB/sIOT [/is TOCYJAapCTBEHHOM perucTpanuu Mpefie/bHYI0 OTIYCKHYI LleHy Ha
JIEKapCTBEHHBIM TIperapar, pacCUMTaHHYI0 0 MeXyHapOJHOMY HernaTeHTOBaHHOMY HaMMeHOBaHHIO
(Tpu ero OTCyTCTBUM MO0 XMMUUECKOMY WM TPYNIIMPOBOYHOMY HaMEHOBAHUIO), JieKapCTBeHHOH (opMme,
JI03UpOBKe (KOHLIeHTpAL[uM, aKTUBHOCTU B e[MHHULaX [eHCTBUsI) U 00LeMy KOJMUYeCTBY BO BTOPHUUHOU
(moTpebuTeNBbCKOM) yIaKOBKe C MPUMEHEHHEeM COOTBETCTBYIOIIEro Kod(@HileHTa MO OTHOIIeHHI0 K
3aperucTpUPOBAaHHON TIpe/ie/ibHOM OTIYCKHOW LieHe MPOM3BOAUTENs] Ha ped)epeHTHbINM JieKapCTBeHHbIN
rperniapar B COOTBETCTBUHU C METOJIUKOM.
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27. B ciayyae ewid B paMKax OJHOIO PEeruCTPaLMOHHOIO Yy[AOCTOBEpPEHHs JIeKapCTBEHHOI'O
Tiperiapata 3aperuCcTPUpPOBaH BOCIIPOU3BE/IEHHBIM, OMOaHAIOroBbIM (OMOTOJ00HBIN) JIeKapCTBEeHHBIN
nperiapaT MpOM3BOJUTE/IsI TOCYZApCTBa - ureHa EBpa3niickoro 3KOHOMHUYeCKOro Cor03a U MHOCTPAHHOTO
TIPOM3BO/ICTBA, 1|eHa JI/IsI TaKOro JIeKapCTBEHHOTO TperiapaTta PacCUMThIBaeTCs Kak [jisi JieKapCTBEHHOTO
mperiapata TpOW3BOACTBA TOCyJapCTBa - wieHa EBpasuiicKoro 5KOHOMMUECKOTO CO3a WU
JIeKapCTBEHHOTO TIperiapata WHOCTPAHHOTO TPOW3BO/ICTBA C YUeTOM COOTBETCTBYIOIIErO MOHMKAIOILero
Ko3(dulirieHTa B COOTBETCTBUU C METOIUKOU.

(n. 27 B pep. [locranoBnenus IIpaButensctBa PO ot 16.12.2019 N 1683)

28. B cnyyae OTCYTCTBUS B DPaMKax MeXIyHapOJHOTO HETNaTeHTOBAHHOTO HAWMEHOBaHUS U
NeKapcTBeHHOUM (opmbl pedepeHTHOro JieKapCTBEHHOIO Tperapara WM B C/lydae, eCau TpeJesibHast
OTMyCKHasi 1leHa Ha pedepeHTHbIN JIeKapCTBEHHBIM TiperapaT He 3aperdCTpUpOBaHa, JepkaTeb WU
BJajiesiel] perucTpaljuoOHHOTO y/AO0CTOBepeHUs JIeKapCTBEHHOro rperapara (yroJIHOMOYeHHOe UM JIULIO)
BOCTIPOM3BEJIeHHOT0 WM OroaHasmoroBoro (61oroo00HOr0) eKapCTBEeHHOTO TiperapaTa TpeJCTaB/siFoT
JJIsl TOCYAapCTBEHHOM peructpaiuu (repeperucTpalyn) mpeefibHy0 OTIYCKHYIO 1[eHY MPOU3BOUTE IS
Ha JIeKapCTBEHHBIM Tperapar, paCCUMTaHHYI0 110 MeXKAyHapOJHOMY HerlaTeHTOBAHHOMY HaWMeHOBaHWIO
(Tpu ero OTCyTCTBUM TI0 XUMHUUECKOMY WJIK TPYMITMPOBOYHOMY HaMEHOBAHUIO), JIeKapCTBeHHOH (opMe,
JI03UpOBKe (KOHLIEHTpAL[UH, aKTUBHOCTU B eAWHHUIAX [1eHCTBUs) U 00IeMy KOJMYeCTBY BO BTOPHUUHOU
(MoTpebuTe/NBLCKON) yIaKOBKe C MPUMEHEHHWEM COOTBETCTBYIOIIEro KO3(@HIMEeHTa MO OTHOIIEHUIO K
MaKCMMa/lbHOM 3aperuCcTpPUpPOBAHHOM TMpefe/lbHOM OTIyCKHOM LieHe JIeKapCTBEHHOIrO TIperapara,
COBMQ/IAIOIIET0 TI0 MeXAyHapOJAHOMY HelaTeHTOBAaHHOMY HAaWMeHOBaHWIO (TIPU €ro OTCYTCTBUHU IO
XUMAYECKOMY WM TPYMIMPOBOYHOMY HaWMeHOBAHUIO), JIeKapCTBeHHOW (opMe B COOTBETCTBUU C

paszesiom VIII MeToAUKH.

29. TocyzmapcTBeHHasi perucTpalus TMpefe/bHOM OTIMYCKHOW IeHbl Ha WMMYHOOHO/IOTHYeCKUi
JIeKapCTBEHHBIN mperapar (BakLMHY), BK/IFOUEHHbBIN B IlepeueHb KU3HEHHO HeO0OXOAUMBIX U BaXKHEUIIINX
JIeKapCTBEHHBIX TPernapaToB, OCYLIECTB/ISI€TCS B COOTBETCTBUU C TPeOOBAHUSIMU, YCTAHOBIEHHBIMH [IJIst
pedepeHTHBIX JIeKapCTBEHHbIX MpernapaTtoB. [Ipu 3ToM JAep)karenb WM Bajenel] PerucTpalydoOHHOrO
YIAOCTOBEpeHUs1 JIeKapCTBEHHOro mpernapara (yroJHOMOYEHHOe KM JIML0) TIpeJCTaB/isloT s
rOCyJapCTBEHHOM perucTpalyy Mpefie/bHYI0 OTIYCKHYH IIeHy Ha JeKapCTBEeHHBIM Mperapar, He
TMIPEBBILIAIOIIYI0 MaKCUMa/bHYO 3aperiCTPUPOBaHHYIO Ipe/le/bHYI0 OTIYCKHYIO LieHY IPOW3BOAUTEIS
Ha JIeKapCTBeHHbIN TpernapaTt, COBMAJAroIIUil M0 MeXXAyHapOAHOMY HelaTeHTOBaHHOMY HaWMeHOBaHUIO
(Mpy ero OTCYTCTBMM MO XUMHUYECKOMY WM TPYINIIMPOBOYHOMY HavMMEHOBAHWIO) M JIeKapCTBEHHOM
dhopme, oripesiesieHHY0 B COOTBETCTBUM C METOUKOMU.

(B pen. [locranosnenus Ilpasurenscrea P® or 16.12.2019 N 1683)

B cnyuae ecnu Ha jary nojaud B MMHHCTEPCTBO 3ApaBooxpaHeHusi Poccutickor ®epepanumn
3adB/IeHUs O TOCY[ApCTBEHHOM PperucTpalid Ha JIeKapCTBeHHBbIM Iperapar, IpUMeHsieMbld B
reiiaTpUueCcKol MpakTHKe (Ha OCHOBAHWW CBeJEHWM MHCTPYKLUMM 10 MEJULMHCKOMY MpPUMEHEHUI0
JIEKapCTBEHHOIO TIperiapara), He 3apervCTpUpOBaHa Ipefie/ibHasl OTIYCKHas ljeHa Ha JIeKapCTBeHHbIN
mperapar B [JO3UPOBKax, I[PUMEHSIEMbIX B T[eJuaTpUyeckol TpaKkTHKe, B paMKaX OJHOrO
MeXX/IyHapOJJHOTO HeNaTeHTOBAHHOIO HavMeHOBaHWs (IIpU ero OTCYTCTBUM XUMHWYECKOIO WU
IPyNIMPOBOYHOIO HAMMEHOBAHUsI) U JIeKapCTBEHHOM (DOPMBI, PaCUeT OCYIeCTB/ISIeTCSI B COOTBETCTBUM C
TpeOOBaHUSIMH, YCTAHOBJIEHHBIMH /711 pedepeHTHBIX JIeKapCTBeHHBIX TiperapartoB. [lpu  3ToM
MaKCuMMasibHasi pa3HWlla MeX/y MUHUMa/lbHOM 3aperuCTpUpOBaHHOM Tpe/ie/IbHOW OTIYCKHOM 11eHOW Ha
JIeKapCTBEHHbIM MpernapaT W MNpPeACTaBIeHHOW [/s1 TOCyNApPCTBEHHOW perucTpalyy MpefebHOU
OTIIyCKHOM L|€HOW Ha JIeKapCTBEHHbIM TMpernapaT, pacCuMTaHHasi MCXOAS U3 CTOMMOCTU eJUHMLIbI
JIeMCTBYIOLIETO BeIeCTBa, He MOKeT MpeBbIlaTh 90 MpoLIeHTOB.

(ab3ary BBesieH ITocranoBnenuem IIpaBurenbcrBa PO ot 16.12.2019 N 1683)

30. 3aperucTpupoBaHHas TipejiefbHasi OTIMYCKHas LleHa IIPOM3BOAUTEIs] Ha JieKapCTBEHHbIN
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Tperiapat Mo)KeT ObITb TepeperdcTpUpoBaHa B LeJiIX yBeIMUYEHHS B C/Iydasx, IPeAyCMOTPeHHbBIX
nyHkTamu 32 v 34 Hacrosmux IIpaBui, Ha OCHOBAaHUM 3asiB/IeHUs O IepeperucTpalvi U JOKYMeHTOB,
Tpe/icTaB/eHHBIX B MUHHKCTEPCTBO 37paBooxpaHeHusi Poccuiickoit @esepaipi 10 1 OKTSIOps KaXKA0ro
roga (He yaimle 1 pasa B KajeHiapHOM rozy). IIpefespHas OTIIyCKHasl LieHa Ha JieKapCTBeHHBIW Mpenapar
He MOXeT OBITb TIepeperucTpypoBaHa B TOM JKe KaJleHZApHOM Tofy, B KOTOpPOM OHa Oblia
3aperucTpupoBaHa.

31. 3asB/ieHHass K TiepeperucTpaliid TipefiesibHasi OTIyCKHas I1jeHa BOCIPOUW3BEIeHHOTO,
OroaHanoroBoro (6MOMOJOOHOTO) /IEKAPCTBEHHOTO Tperapara rocjie TepeperucTpaluy He MOXKeT ObITh
BbIllle 3aperMCTPUPOBAaHHOM TMpe/e/bHOW OTIYCKHOM 1ieHbl TIPOM3BOAUTENsI Ha pedepeHTHbIN
JieKapCTBEHHBIH Tperapar, orpe/ie/IeHHOM B COOTBETCTBUM C METOIUKOM.

Koucynbrantllntoc: nipyumeyanue.

[IpenesnbHble OTIYCKHbIe LieHbl Ha JiekapcrBa u3 IniepeuHs JKHBJIII, 3aperucrpupoBaHHble [0
17.12.2019 u nepeperucTprvpoBaHHble B 00si3aTesibHOM Topsigke B 2019 - 2020 romax, MOryT ObITh
repeperucTpupoBaHbl B COOTBeTCTBUM € MyHKTOM 32 (IlocraHonenue IlpaButensctBa PP ot
16.12.2019 N 1683).

32. 3aperucTpypoBaHHas IIpefie/lbHasg OTIYCKHas 1jeHa Ha JIeKapCTBEHHBIM Iperiapar
NpOU3BOJUTENsT TOCyAapcTBa - wieHa EBpasuiiCKoro 5KOHOMHYECKOIO COK3a MOKeT ObITbh
nepeperuCcTpupoBaHa B COOTBETCTBUN C METOIUKOU:

(B pen. Ilocranonenus Ilpasurenscrea P® ot 16.12.2019 N 1683)

a) [71s1 IeKapCTBEHHBIX TIPeIapaToB HIDKHEro 1leHOBoro cermeHTa /10 100 py6sieli (BK/IFOUUTENBHO) -
B C/Ty4yae U3MeHeHUs LieH Ha ChIpbe U MaTepuasibl, a TAKXKe B C/lyuae U3MeHeHUs] HaK/IaJHbIX PacXo/|0B, HO
He BbIllle YPOBHsA (aKTUUECKON UWHQUSALUM B TIPeJIIeCTBYIOIIeM Ka/leHZapHOM Tofy C YueToM
TIPOrHO3UPYEMOT0 yPOBHSI WH(ISI[MM, YCTAaHOBJIEHHOTO Ha TeKYIIUM Troj QeepasbHbIM 3aKOHOM O
(dhenepanbHOM OHOKeTe Ha COOTBETCTBYIOIIMI (DUHAHCOBBIN IO/l Y TUIAHOBBIN TTEPUO/;

(B pen. [Tocranornenus ITpaButenscTBa P® ot 16.12.2019 N 1683)

0) [ JeKapCTBEHHBIX TMIperapaToB IjeHOBOro cermeHta ot 100 py6seit go 500 pybGreit
(BK/TIOUMTENBHO) - B C/Tyyae yBeJIMUeHUsl LjeH Ha ChbIpbe U MaTepualibl, UCT0/b3yeMble TPY MPOU3BO/CTBE
KOHKDETHOTO JIeKapCTBEHHOTO Tiperiapara, KOTOpble B DaBHOM CTeleHW BUSIOT Ha YpPOBEHb
3aperiuCcTpUpPOBaHHbBIX LleH Ha BCe JieKapCTBeHHbIe TIperaparbl, OTHECEHHbIE K OJHOMY MeXAyHapOAHOMY
HeraTeHTOBaHHOMY HaWMEHOBaHWI0 M HMeloIle OJMHAKOBBIN TMYTh BBeJieHHs1 (KoreOaHMs BaTFOTHBIX
KypCoB, (hopC-Ma)KOpHble OOCTOSTe/IbCTBA, BO3HUKIIME Y TIOCTABIIUKOB ChIpbs W MaTepuasoB), HO He
BbIllle ypOBHA (akTUueCckod WHQIALMUM B TIPeALIECTBYIOIeM Ka/leHJapHOM Toy C YueToM
TIPOrHO3UPYEMOr0 ypPOBHSI WH(ISIIMM, YCTAHOB/JIEHHOTO Ha TeKylIUW roj (eJepasbHbIM 3aKOHOM O
(enepanbHOM OrofiKeTe Ha COOTBETCTBYIOLMM (PUHAHCOBBIN ro/| U MIaHOBBIN TIepUOJ;

(B pen. [locranonenus IlpaBurenscrea P® ot 16.12.2019 N 1683)

B) /Ui JIeKapCTBEHHBIX TIperaparoB IieHOBoro cermMeHta ot 100 py6set mo 500 py6Gsnei
(BK/IIOUMTENBHO) - B C/lyyae U3MEHeHHUsl LieH Ha CbIpbe M Marepuasbl, a TakKKe B C/lydyae HM3MeHeHHs
HaK/IaJHbIX PAaCcX0/i0B, HO He Bblllle IPOTHO3UPYEMOr0 YPOBHS MUH(G/ISALMY, YCTaHOBIEHHOIO Ha TeKYIUM
rog (deaepanbHBIM 3aKOHOM O defiepasbHOM Or/pKeTe Ha COOTBETCTBYIOIIMM (MHAHCOBBLIM Tof |
TJIAHOBBIU MepUOJ;

(B pen. Ilocranonenus Ilpasurenscrea P® ot 16.12.2019 N 1683)

T) [i/71s IeKapCTBEHHBIX TIperapaToB 0e3 orpaHUueHUs TI0 LieHe - B CJIyuae eC/i Cpe/iHeB3BellleHHast
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(hakTMUecKasi OTITyCKHasl 1jeHa Ha JIeKapCTBEeHHbIM Mpernapar 3a Mepuoj, UCTeKIIMK CO [JHS MPUHATUSA
pelleHUsi O TOCYJApCTBeHHON  perucrpaiyy  (TocsiefHe — repepervcrpany, — o0si3aTesbHOM
nepepeructpaiuu B 2019 - 2020 rogax) mpefienlbHOM OTIIYCKHOM LieHbI O [JHS IOJaud 3asiB/I€HUs O
nepeperucTpanyy, Oblla HUKe 3aperMCTpUpPOBaHHOW Ha STOT Mepuoj, lieHbl He Oonee ueM Ha
MIPOTHO3UPYeMblld YypOBeHb WH(ISALMY, yCTAHOBJEHHBbIM Ha TeKylIWi rof (efepasbHbIM 3aKOHOM O
¢benepanbHOM OrO/pKETe Ha COOTBETCTBYIOUMM (DMHAHCOBBIM Tof, U TUIAHOBBIN IEpHOZ, HO He BbIIIEe
Be/IMUMHbBI, PACCYUTAHHOM B COOTBETCTBUU C METOAUKOM.

(B pen. Ilocranosnenus IlpaButensctBa P@ ot 31.10.2020 N 1771)

33. Tlpu mepepervcTpaliy TpefenbHbIX OTMYCKHBIX LieH TPOW3BOAUTE/sI TOCyZapCTBa - 4/ieHa
EBpa3uiiCKoro 5KOHOMMUYECKOTO COK3a J[OKYMEHTbl Ha MHOCTPAHHOM Si3blKe TMpeJCTaB/sIIOTCd Ha
OyMa>KHOM HOCHUTeJIe C 3aBepeHHBIM B YCTAaHOB/IEHHOM IODS/IKe TePeBO/IOM Ha PYCCKHUH SI3bIK.

(B pen. [locranosnenus IlpaBurensctea P® ot 16.12.2019 N 1683)

[aHHble B OTHOIIEHWM BCeX (PaKTMUeCKMX LleH B BajlOTe rocyfapcrsa - uneHa EBpasuiickoro
KOHOMHYECKOTO COI03a TIPEJCTAB/ISIOTCS C YUYeTOM IepecyeTa Ha pPyO/nu 1Mo Kypcy, YCTaHOBIEHHOMY
LlentpanbHeiM OaHkoM Poccuiickoit defepaliu Ha [ieHb, KOTZia MPOW3BOAUTeIEM Oblia OCYyIeCTB/IeHa
(akTMuUeckass ~ peanu3alysl  JIeKapCTBEHHbIX  IIperapaToB  OpraHMW3alidd  ONTOBOM  TOPrOB/M
NIeKapCTBeHHbIMUA CpeJCTBaMU, Y (WIM) anTeyHoW opraHv3auuu, W (WiM) WHIUBUAYaTbHOMY
npeATNpUHUMATE/TH0, UMEIOIIMM JIML{eH3UI0 Ha (hapMaL|eBTUYeCKYO [eTe/IbHOCTb.

Koncynsrautlntoc: npumeuanue.

IlpenenbHble OTMYCKHBIE I1leHbI Ha JjekapctBa u3 Tiepeuns JKHBJITI, 3aperucrpupoBaHHBIE [0
17.12.2019 u nepeperucTprpoBaHHble B 00si3aTesibHOM Tiopsigke B 2019 - 2020 romax, MOryT ObITh
repeperucTpypoBaHbl B COOTBeTCTBUM C MyHKTOM 34 (IDocraHoBnenue IIpaButenbctBa PP ot
16.12.2019 N 1683).

34. 3aperucTpypoBaHHas TipeJie/ibHasi OTIyCKHasi IleHa JIeKapCTBeHHOT0 TperiapaTa WHOCTPAHHOTO
NIPOM3BO/ICTBA, B TOM UHWC/e TepBUYHas U (WIM) BTOpMYHAsl YIAaKOBKAa KOTOPOTO OCYILIEeCTB/SIETCS B
Poccwuiickoit ®Pezepaijii, MOKeT OBITh TepepericTpUpoBaHa B COOTBETCTBUU C METONUKOM, €C/IM POCT
KypCca HalMOHATbHOW BAJIFOTHI TOCYZAapCTBa - MPOU3BOAUTENS K PYyO/II0 CO [IHSI TIPUHSATHS PeLIeHus: O
rOCylapCTBeHHOM perucTpanuu (rocsieHel epeperucTpanuu, obs3arenbHol nepepervcrpanyu B 2019 -
2020 ropax) npeZiesibHOM OTIYCKHOM LieHbl IPOU3BOAUTEIS Ha JIeKapCTBEeHHbIH Mpernapar 1o JieHb MoJauu
3asiB/IeHHs1 O TlepeperucTpalyy MpeBbiliaeT MPOrHO3MPYeMblii ypoBeHb UHGISALIMY, YCTaHOBIEHHBIM Ha
TeKyIIui rof ¢efepanbHBIM 3aKOHOM O (hefieparbHOM OFO[KeTe Ha COOTBETCTBYIOLIHI (PUHAHCOBBIN TOJ
Y TIJIAaHOBBIN TTepHO/I.

(B pen. ITocranoBnenwuii [IpaButenbctBa PO ot 16.12.2019 N 1683, ot 31.10.2020 N 1771)

[Tepeperucrpaliyisi Tpefie/IbHOM OTIYCKHOW LieHbI JIeKapCTBEHHOTO TiperapaTa WHOCTPaHHOTO
TIPOM3BO/ICTBA, B TOM UHWCJe MepBHYHasi U (WIM) BTOPUYHAs yMaKOBKA KOTOPOTO OCYILEeCTB/SIETCS B
Poccuiickoit ®epepaliiy, OCYLIeCTB/SETCS C YyueTOM T[IPOrHO3MPYeMOro YPOBHS — MHGISALIWY,
YCTaHOB/IIEHHOTO Ha TeKyluid To4 dQefepanbHbIM  3aKOHOM O (efepasibHOM — OmofkKeTe Ha
COOTBETCTBYIOIIMI (DMHAHCOBBIA TOJ, W TUIAHOBBIM TIepUOZ, HO He BbIllle BeTUYMHbI YyBeIUueHUs,
PacCYMTAHHON B COOTBETCTBUU C METOAMUKOM, C YUETOM MHUHHMMAa/bHON OTIMYCKHOM LieHbl IPOU3BOJUTEIS
(6e3 yueTa HaMMeHOBaHUsI TIPOM3BO/ICTBEHHBIX TUIOL[A/I0K, YYACTBYIOLIUX B MPOLieCCe MPOU3BOACTBA) Ha
TaKOW JIeKapCTBEHHBIN TperapaT B MHOCTPaHHBIX TOCYAAPCTBAX, YKa3aHHBIX B Tabmuie 1 pasgena II
nipwioxkeHus N 3 K MeTOZUKe.

(B pen. locranonenus IlpaBurenscrea P® ot 16.12.2019 N 1683)
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35. [lns mepepervcTpalydy TpefieJibHOM OTIyCKHOW 1[eHbl MPOM3BOAUTENS Ha JieKapCTBEHHbIN
Triperapat, KpoMe JOKYMeHTOB, YKa3aHHbIX B IYHKTe 5 HacToswMx [IpaBus, npeACTaB/stoOTCs Caeyolye
JOKYMEHTHI ZI/11 9KOHOMHUECKOTO aHa/n3a Ha OyMa>kHOM HocuTeste (B 2 3K3eMILIspax):

a) A/ JIEKAPDCTBEHHOI'O TIpe€ridpaTa IIpOU3BOAUTE/IA TOCyAdpCTBa - U/I€Hd EBpa3I/II‘/JICKOI‘O
man nmn

9KOHOMMYECKOI'0 CO3a IIPU IepeperucTpalyy B Cayvasx, [pefyCMOTPeHHbIX HOAIyHKTamu "a" u "B
nyHkra 32 Hacrtosamumx [Ipasuit:

(B pen. Ilocranonenwus IlpaBurenscrea P® ot 16.12.2019 N 1683)

pacyeT BeMUMHBI YJOPOXKaHUSI CTOMMOCTH ChIpbs U MaTepuaJoB B CTPYKType 3arpaT Ha
TIPOU3BO/CTBO U peau3alyio JleKapCTBEHHOIO Iperapara;

KOTIMU KOHTPAKTOB, TO/ATBEPKAAIOIIUX YBeIMueHre CTOMMOCTH ChIpbsi U MaTepuasioB, CO CPOKaMH
JeWCTBYs, 3aBepIIAOIIMMIKCS He paHee ueM uepe3 3 Mecsla CO [HsS TIOfauul 3asiB/IeHHS O
repeperucTpalvy, a Takke KOMUU CrielUpUKalyuid W BCeX TPWIOKEHUM K KOHTpPakKTaM, KOTOpble
SIBJITFOTCSI UX HEOThEMJ/IEMOM UacThIO;

JIOKyMeHTaslbHOe ToJTBepK/eHre (haKTUUeCKUX 3aTpaT Ha ChIpbe W MaTepuasbl Ha [ieHb TIPUHSATUS
pellleHWss O TOCYZAPCTBEHHOW  perucrpauyy  (TocjegHed — Tiepepervcrpanyd,  obsi3aTesbHOMN
nepepeructpanuu B 2019 - 2020 rozax) npefienbHOM OTITyCKHOM 1{eHbl Ha JIeKapCTBEHHbIW Tperiapar;

(B pen. Ilocranonenus IlpaBurenscrea P® ot 31.10.2020 N 1771)

pacyeT BeIMUMHbl H3MEHEHMsl HaK/IaJHbIX pacxoJOB B C/ayyae yBeJWYeHUs Tapu(oB Ha
37IeKTPUUECKYIO 3HEpPIuio, TelulocHab)keHHe, BOAOCHaOkeHMe W IjeH Ha TOIUIMBO, a TakKe pacyer
yBeJIMUEHUS]  aMOPTM3aLMOHHBIX  OTYMCIEHHWHA TI0  OCHOBHBIM  CpeJCTBaM,  HCIO/b3yeMbIM
HeToCpe/ICTBEHHO /1/1s1 POU3BO/CTBA JIeKAPCTBEHHBIX [PEeapaToB;

JIOKyMeHTalbHOe TIOATBepP KAeHre YBeUUeH sl HaK/IaHbIX Pacxo/|0B, a TAK)XKe KOMUU JOKYMEHTOB,
MOJATBEP>KAAOIIUX BBOJ, COOTBETCTBYIOLLIMX OCHOBHBIX CPE/ICTB B SKCIUTyaTaLUIO;

pacueT ypoBHsS peHTa0e/bHOCTH Ha KOHKDETHBIN JIeKAapCTBEHHbBIM TperapaT B COOTBETCTBHU C
METO/IMKOM;

0) [7d JeKapCTBEHHOTO Iiperapata TIPOWM3BOAMTENs TOCYAapcTBa - uneHa EBpasuiickoro
KOHOMMUECKOTO COI03a TpU TepeperucTpaluu B Caydasx, MpejyCMOTPeHHbIX MOANYHKTOM "G" MyHKTa
32 Hacrosamumx [Ipasu:

(B pen. [locranosnenus Ilpasurenscrea P® or 16.12.2019 N 1683)

pacueT BEJIMUMHBI YJOPOXKAHUSI CTOMMOCTH ChIpbSi M MarepHajioB B CTPYKType 3arpaT Ha
TIPOU3BO/ICTBO U peajin3aliyio JIeKapCTBEHHOTO TIperapara;

KOTMMM KOHTPAKTOB, MOJTBEPKAAIOIIUX YBeJIUYeHUe CTOMMOCTU ChIPbsi U MaTepyasioB, CO CPOKaMH
JIeMCTBUSI, 3aBepIIAlLMMHKCS He paHee 4YeM uepe3 3 Mecslla CO [JHSl [0faud 3asiBIeHUs O
TepeperucTpalum, a TakKe KOMWW creldUKalMii U BCeX TIPWIOKEHUM K KOHTPaKTaM, KOTOpbie
SIBJISIFOTCSI UX HEOTheMJ/IEMOM YacCThIO;

JIOKyMeHTaslbHOe TMoATBep)KeHue (haKTUUeCKHX 3aTpaT Ha ChIpbe M MaTepuasbl Ha [ileHb IPUHATUS
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pellieHUss O TOCYAapCTBEHHOW  perucTpaiuu  (TocieqHel  TiepeperucTpaidd,  o0si3aTenbHOM
niepepeructpaiuu B 2019 - 2020 rogax) npezesbHOM OTITYCKHOM LieHbl Ha JileKapCTBeHHBIM Mperapar;

(B pen. [Tocranornenus ITpaButensctBa P@ ot 31.10.2020 N 1771)

pacueT ypoBHsS peHTa0e/bHOCTH Ha KOHKDETHBIN JIeKAapCTBEHHBIM TperapaT B COOTBETCTBHU C
METO/INKOM;

B) /s JIeKapCTBEHHOIO T[periapata IIPOM3BOAUTeNs] TOCyAapcTBa - ujeHa EBpasuiickoro
SKOHOMMHYECKOI'0 COro3a IIpU Iepeperucrpanuu B Clydasax, NpeAyCMOTPeHHBIX [MOANYHKTOM "I MyHKTa
32 Hacrosuux [IpaBu, - korus Gopmel N 2-JIEK (ripom) "CBefieHrs1 0 IPOU3BO/ACTBE, OTTPY3Ke U LjeHax
Ha JieKapCTBeHHble cpefcTBa" (Z/1s1 OTeueCTBEHHBIX IIPOU3BOAMTENEN), a TakKe KOMWUM TOBAapHBIX
HaK/IaJHbIX Ha KOHKDETHBbIM JIeKapCTBEHHbIM IIperapar, OTTPY’KeHHbIM B ajpec TMOKyrarenen B
COOTBETCTBYIOLUM OTUETHBIN MepUOJ, OrpeZie/ieHHbIM B COOTBETCTBUM C MYHKTOM 37 HacTosmx [IpaBun
(pexcTaBieHWe BCeX TOBApHBIX HAKIQJHBIX HEOOXOAWMO, eCMd KO/MMUeCTBO OTTPY30K 10
JIeKapCTBEHHOMY IIperiapary He IIpeBbllliaeT 25 ILUTYK, a I10 JIeKApCTBEHHBIM IIperiaparaM, 110 KOTOPbIM
KOJINYeCTBO OTTPY30K MpeBbIIIaeT 25 IITYK, HEOOXOAMMO MpeJCTaBUTh KOMK TOBapHBIX HAK/IaJHBIX C
HauOOJBIINM YieJTbHOM BeCcOM B 00beMe peasn3aliii KOHKPETHOTO JIeKapCTBeHHOTO Iperiapara, HO He

MeHee 25 LITYK);

(B pen. Ilocranonenus Ilpasurenscrea P® or 16.12.2019 N 1683)

T) /51 IeKapCTBEeHHOTO TiperiapaTa WHOCTPAHHOTO TIPOU3BOACTBA, MepBUYHAs U (W/IM) BTOPUUHAs
yMakKoBKa KOTOPOTO OCYLIECTB/SIeTCS WU IUIaHUPYeTCsl OCYLIecTBAsATbCS B Poccuiickoit ®epepariuy,
JepkaresieM WA BjajieflblieM PEerucTpaljioHHOTO  y/IOCTOBEPeHUsl JIeKapCTBEHHOTro — Tiperapara
(YTIOTHOMOUEHHBIM WM JIMLIOM) TIPM TIePeperucTpanyyd B C/Iy4yasx, TPeJyCMOTPEHHBbIX IYHKTOM 34
Hacrosux I[TpaBun:

(B pen. [TocranoBnenus ITpaBuTtensctBa P® ot 16.12.2019 N 1683)

KOMUM TOBApHBIX HAK/IaJHBIX Ha KOHKDETHBIM JieKapCTBEHHBIM Iperapar, 3a COOTBETCTBYHOIIUM
OTYETHBIN Mepuro/, orpejeseHHbI B COOTBETCTBUM C IMYHKTOM 37 HacTosiux IlpaBun (mpezcraBieHue
BCEX TOBAPHBIX HAK/IaJHBIX HEOOXOUMO, €C/TU KOJIMYEeCTBO OTIPY30K TI0 JIEKApCTBEHHOMY TIperiapary He
TripeBbilIaeT 25 MITYK, a M0 JIeKapCTBEHHBIM TMperaparaM, Mo KOTOPbIM KOJIMUeCTBO OTTPY30K MpeBbIllaeT
25 ITyK, HeOOXOZMMO MPEACTaBUTh KOIMM TOBAPHBIX HAK/IA/JHBLIX C HAaWUOOJBIINMM YIelTbHOM BECOM B
obbeMe peasiv3aliii KOHKPETHOTO JIeKapCTBEHHOTO TIperapara, HO He MeHee 25 IITYK);

cBefeHust (1o BeIOOpY Jep)KaTenss WA Bafiefblia  PETMCTPALIMOHHOTO  YAOCTOBEpPeHHs
JIEKapCTBEHHOro mpernapara (yrOJHOMOYEHHOTO UM JMLid), MOATBEp)KJAlole OTMYCKHbIe L{eHBbI
NIPOM3BOAUTES Ha JIeKapCTBEHHbIM Mperapar B MHOCTPAHHBIX FOCY/apCTBaX, YKa3aHHbIX B [DUIOKEHUU
N 2 k MeTozuKe (Ha OyMa)KHOM HOCHTeJIe C IePeBO/IOM Ha PYCCKUiA SI3bIK);

) [i/1s1 JIeKapCTBEHHOI' 0 TperapaTa MHOCTPaHHOIO NIPOU3BO/CTBA NPU ITepeperucTpaLuy B C/lydasix,
NpelyCMOTPeHHbIX OYHKTOM 34 HacToswux [Ipasuit:

(B pen. [locranonenus IlpaBurenscrea P® ot 16.12.2019 N 1683)

KOMWYA TaMOKEHHBIX [eKjapalyid Ha TO0CTaBKy KOHKDETHOTO JieKapCTBEHHOrO I[iperapara 3a
COOTBETCTBYIOL[MM OTUETHBIN MEPUOZ, OTIpe/ie/IeHHbIN B COOTBETCTBUM C MYHKTOM 37 Hactosimux [IpaBun
(pefcTaB/ieHNe BCeX TAaMOXKEHHBIX JeKjapaluii HeoOXOJWUMO, eC/d KOIWYeCTBO TaMOXKeHHbBIX
JeK/apalyi 1o JIeKapCTBeHHOMY Tperapary He MpeBblliaeT 25 LITYK, a [0 JileKapCTBeHHBIM Mperaparam,
10 KOTOPHIM KOJIMYEeCTBO TaMO)KEHHBIX JeK/aapalvii MpeBbllaeT 25 MITYK, He0OXOAWMO Tpe/CTaBUTh
KOTIMY TaMOKEHHBIX [leK/Iapaljiii C HauOOJBIINM Y/Ie/IbHOM BeCcOM B 00beMe peasi3aliii KOHKPETHOTO
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JIEKapCTBEHHOT0 Mpernapara, HO He MeHee 25 ILITYK);

cBeleHust (10 BBIOOPY /iep)KaTenss WM  B/Aafiesiblla  PETMCTPAI[MOHHOTO  YIOCTOBEPEHUS
JIeKapCTBEHHOTO Tiperapara (yMOJTHOMOUEHHOTO WM JIMIla), TIOATBEP)KAAlol[ie OTIyCKHbIe IeHbI
TIPOM3BO/IUTE/IST HA JIeKAPCTBEHHBIN MperapaT B MHOCTPAHHBIX TOCYJapCTBax, yKa3aHHBIX B ODUIOKEHUU
N 2 k MeToguKe (Ha OymMa>KHOM HOCHTeJIe C TTePeBO/OM Ha PYCCKHUM SI3bIK).

36. Ilpu mnepepervcTpaLuu IIpeie/ibHbIX OTIYCKHbIX LieH Ha JeKapCTBeHHble Iperaparsl
NIPOM3BOJMTENS  roCyfjapctBa - wieHa EBpa3suiiCKoro 5SKOHOMHUYECKOTO COr03a B CIydvasx,
mn nmn

NpeZlyCMOTPeHHbIX NoAnyHKTamu "a" - "B" myHkTa 32 HacTosiux IlpaBus, npefienbHbId YpPOBeHb
peHTabeTbHOCTH He MOXKeT rpeBbIaTh 30 MpOLeHTOoB.

(B pen. [TocranoBnenus IlpaButensctBa P® ot 16.12.2019 N 1683)

37. Ilpu mnepeperucrpanuu IpezeNbHOM OTIIyCKHOW LieHbl TPOW3BOJWTENsS Ha JieKapCTBeHHbIN
nperiapaT B KaueCTBe OTUETHOI'O Iepuo/ia IPUHUMAaeT s epruof, UCTEKIINN CO [IHS NIPUHATHS PelleHus O
rOCyZapCTBEHHOU perucTpanuu (TocsiefHeld epeperucTpanym, oosi3aresibHOM repepeructpanuy B 2019 -
2020 ropax) mpeziebHOM OTIIYCKHOW LieHbl Ha JieHb Mojaud B MUHHMCTepCTBO 3/paBOOXpaHeHHUs
Poccuiickon defepariyy 3asB/1€HUS O TlepeperucTparyi.

(B pen. Ilocranosnenus IlpaButensctBa PO ot 31.10.2020 N 1771)

38. Ha ocHOBaHMY 3asiB/IeHHUs1 O MepeperucTpaLyy, pejCcTaB/leHHOro JjepkareseM WK Biaje/blemM
perucTpalyoHHOI0 YZI0CTOBEpeHUs! JIeKapCTBEeHHOIo rpenapara (yrmoJHOMOUYEHHOTO MM JIMLd) B LiesIsaX
CHW)KEeHMs] 1leHbl Ha JIeKapCTBeHHBIM Tiperapar, MWHUCTEPCTBO 37ipaBooxXpaHeHust Poccuiickoit
defepalid  paccMaTpUBaeT BOMPOC O TIPUHATUM pelleHWs O CHWKeHWHW 3aperucTpUpOBaHHON
npefle/IbHOM  OTIyCKHOM LleHbl TIPOM3BOAMTENsI Ha JIeKapCTBeHHbIM Mpernapar. 3asiBleHue o
TiepeperucTpalyy B 1ie/isiX CHWDKEHMsI IIeHbl Ha JIeKapCTBEHHBIN TperapaTr MOXKeT ObITb TpeJCTaBIeHO
COBMECTHO C 3asiBJleHHeM O BHeCeHMU H3MEHeHWH B peecTpOBYI 3allCh O TOCY[apCTBEHHOU
perucTpaliyd Tpejie/lbHOM OTMYCKHOW LieHbl TIPOM3BOAMTENsST Ha JIeKapCTBEeHHbIM Iiperapar B
COOTBETCTBUM MYHKTOM 7 IlpaBusi BeJjeHHsI TOCyAapCTBEHHOIO peecTpa IpeZie/ibHbIX OTIYCKHBIX LieH
TIPOM3BOJUTENIel Ha JIeKapCTBEeHHbIe TIperiaparhl, BKJIOUeHHbIE B TepeueHb >KU3HEHHO HeOoOXOJUMBIX U
Ba)KHEMIIIMX JIeKapCTBEHHbIX MperaparoB, YTBep K/leHHbIX MocTaHoBaeHreM [IpaBuTenscTBa Poccuiickoit
deneparun ot 29 okTsadpst 2010 . N 865 "O rocysapcTBeHHOM perynMpOBaHUU 1jeH Ha JieKapCTBEHHbIe
nperiaparbl, BK/IIOUEHHble B TepeueHb JKW3HEHHO HeOoOXOAWMBIX W BaKHEHILINX JieKapCTBEHHbIX
riperiapaTos”.

38(1). IIpy HanMuMy B OTHOLIEHWU OJHOTO JIeKApDCTBEHHOIO Ipernapara pelleHdss MuHUCTepCTBa
3npaBooxpaHeHuss Poccuiickon ®epepald O TIepepervMcTpaliy 3aperuCTPUPOBAHHOM Tpefie/IbHOM
OTIIyCKHOW LleHbl TPOU3BOJUTENSI Ha JIeKapCTBEHHBbIM TMperapar B COOTBETCTBUM C IyHKTOM 30
Hactosiiux [IpaBus mubo B cooTBeTCTBUM C MyHKTOM 38 HacTosmx [TpaBun u periennsi MUHUCTEPCTBa
3apaBooxpaHeHus Poccuiickoit @ezpepanyu 06 obsi3aTenbHOM mepeperuvcrpanyu B 2019 - 2020 ropax
nipeZie/IbHON  OTITYCKHOW 1]eHbl TPOW3BOAWTENSI B COOTBETCTBUM C IIpaBwiamu 00si3aTenbHOM
nepepeructpauy B 2019 - 2020 ropgax 3aperMCTpUpOBAHHBLIX TIpefebHbIX OTIYCKHBIX LieH
TIPOU3BOAMTE e Ha JieKapCTBEHHbIE TIperaparhl, BK/IOUeHHbIE B TepeueHb >KU3HEHHO HeOOXOUMBIX U
Ba)XKHEMILIMX JIeKapCTBEHHBbIX [IpernapaToB, YTBEP)KAEHHbIMU I[OcTaHoB/ieHUWeM [IpaBuTenbcTBa
Poccwuiickoit ®@epepariy ot 29 okTabpss 2010 . N 865 "O rocyzapCTBeHHOM peryavpoBaHUM LieH Ha
JIeKapCTBeHHbIe TIperapaThl, BK/IIOUEHHble B T[epeueHb J>KU3HEHHO HeOOXOOWMBIX U Ba)KHEHIIUX
JIEKapCTBEHHBIX MperaparoB’, NPUMEeHEeHUIO MOJJIeXXUT LieHa, MepeperucTpUpoBaHHas B COOTBETCTBUU C
nyHkToM 30 60 nmyHKToM 38 HacTosux ITpaBui.

(m. 38(1) BBegeH ITocranoBnenuem ITpaButenscTBa P ot 31.10.2020 N 1771)
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39. TocymapcTBeHHass pervcrpanusi W Ilepeperucrpauys Ipefe/ibHbIX OTIYCKHBIX LieH
TIPOU3BO/UTEIe Ha JieKapCTBeHHbIe TIperapaThl 0CylleCTBIsieTcs: becruiaTHO.

40. ®enepanbHasi aHTUMOHOTIONbHASL C/Ty)kba B MUCbMeHHOUW (opMe yBeJOMJISIeT JieprKaTesst Win
B/IaZie/Tblia PerMCTPALMOHHOTO YI0CTOBEPeHMs IeKapCTBEHHOTO Tperapara 0 Heo0X0JUMOCTH U3MeHeHust
3aperucTpUpOBaHHON Tpeie/IbHOM OTMYCKHOM LieHbl POU3BOJUTEISI Ha JIeKapCTBeHHbIM Mperapar, eciv
TI0CJIe TOCYAapCTBeHHOW pervucTpanyu (TiepeperucTpaiivu) rpeeibHOM OTIYCKHOM 1{eHbl TIPOU3BOAUTEIIS
Ha JIeKapCTBEHHBIM TIperapar yCTaHOBJIEHO, UTO Jep)kaTejleM WM Bjajie/lblieM DPerrcTpalyoHHOTO
YAOCTOBEPEHHUs] JIEKApCTBEHHOro mperiaparta (yrmoJIHOMOYEHHBIM WM JIMI[OM) ObUIA TIpeJCTaB/eHbI
He/[0CTOBepHbIe CBeZIeHHs, TIOBJMSBILME Ha pe3y/bTaT paHee TIPUHSITOTO pelleHus O COIVIaCOBaHUM
TipeZie/IbHON OTITYCKHOM IIeHbl TIDOM3BOAMTENST HA JIeKApCTBEHHBIM mperapar W (Wid) He ObLM
TIpe/iCTaB/IeHbI CBeZIeHHs], TIOB/IUSIBIIIME Ha Pe3y/IbTaT TaKoro PellleHus], C MpejoCTaBeHreM 000CHOBaHUS
TaKOTO BBIBO/IA.

[Jepxarens WM Bajesel], PeruCTPaLIMOHHOIO yAOCTOBEPeHHUsl JIeKapCTBEHHOIO IIperiapara
(ynonHoMmoueHHOe WM JIMLIO) TIPUBOJAT 3apervCTPUPOBaHHYIO IIpeZle/IbHYI0 OTIIYCKHYH LieHy B
COOTBETCTBUE C LIeHOM, pacCUMTAaHHOW B COOTBETCTBUM C HacToAluMM [IpaBWnamMu M MeTOAMKOH, C
yueToM HH(OpMaLuM, yKa3aHHON B yBefomsieHnu PesepanbHON aHTUMOHOMONBHOW CIIYXKOBI, WU
TIpe/iCTaB/ISI0T MOTUBUPOBAaHHOE JJOKYMEeHTalbHOe TIOATBEeP KAeHe pacyeTa yKa3aHHOM LieHbl.

defepabHasi AHTUMOHOIIO/bHASE Cay)KOa OTMEHsIeT pellleHHe O COIVIACOBAaHWU IIpeie/TbHOM
OTIYCKHOM 1[eHbI TPOM3BOAIMTE/IS Ha JIeKapCTBEHHBIH Tperapar B C/iyuyae HelpuBejeHUs iepKaTesieM Uin
B/IA/IE/IbIIEM PErMCTPALIMOHHOTO YAOCTOBEPEHMsI JIEKAPCTBEHHOro Tpernapara (YIoJIHOMOUEHHBIM WM
JIUL[OM) 3aperuCTPUPOBAHHOM Tpee/IbHON OTIYCKHOM 1ieHbI B COOTBETCTBHE C HacTosIMu [IpaBuiamu
U METONMKOM C yueToM HH(MOpMAlH, YKa3aHHOW B yBefomieHun PenepanbHON aHTUMOHOIOILHOM
CTy)KObI, WM HeMpeACTaBAeHHs] MOTMBUPOBAHHOTO JIOKYMEHTA/JbHOTO TOJATBEPXKAEHUS pacuera
yKa3aHHOW IIeHbI B TeueHWe OJHOT0 Mecsila CO JHS T[IoJyueHusi yBedomseHus @egepanbHOM
AQHTUMOHOTIONTBHOU CITY>KOOM.

41. MuHucrepctBo 3apaBooxpaHeHusi Poccurickor ®efepanyy  OTMEHSIeT — pellleHHe O
roCy[,apCTBEHHOM pPerucTpalyy WK repeperucTpanyu npefebHON OTIYCKHOM LieHbl IPOM3BOAMTES Ha
JIEKapCTBEHHBIM IperniapaT B Cjyvyae, eC/Jd [0C/Ae TPUHATUS TakKOro pelleHHWs YCTaHOBJIEHO, YTo
JepkaresieM WIM Bjajle/iblieM PeruCTpPaliMOHHOIO  YZOCTOBepeHUsl JIeKapCTBeHHOIO Iiperapara
(YTIOTHOMOUEHHBIM WM JIML[OM) ObUTH TIpeACTaB/ieHbl HEeJOCTOBEPHBbIE CBeJeHUs], TIOB/IWSBIIME Ha
pesy/sbTaT IPUHATOrO MMHHUCTEPCTBOM pelleHHs, a Takke B «lydae, ecm PezepasnbHas
AHTUMOHOTIONbHAs CTy>k0a OTMeHWIa pellleHWe O COIJIaCOBaHWW TIpeJie/IbHOM OTIYCKHOW LIeHbI
NIPOM3BOJMTENS] Ha JIeKapCTBeHHBIM MpernapaT Ha OCHOBaHMM NYHKTOB 40 u 45 Hacrosuumx [IpaBui, u
VCK/IFOUYaeT B YKas3aHHbIX C/Iy4yasX 3aperMCTpUpOBaHHYIO (IepeperMCTpMpOBaHHYH0) IIpefie/IbHYI0
OTIYCKHYO LieHy ITPOM3BOJUTe/Is Ha JIeKapCTBEeHHbIM Mpernapar U3 rocyapCTBeHHOIO peecTpa.

(B pen. [locranornenus IlpaBurensctea P® ot 16.12.2019 N 1683)

42. [epxkaresb WX Bjajienel] PerdcTpalMOHHOIO YJOCTOBepeHUs JIeKapCTBEHHOIO Iiperiapara
(yromHOMOUeHHOe KM JIMLI0) 00s13aH Tpe/|CTaBUTh 3asiBlIeHHe O MepeperucTpaliid B CTOPOHY CHIDKEHHS
TIpY HACTYTIJIEHWH CJIeIVIOIIMX ClTydaeB:

a) ec/ii B pe3yJsibTaTe CHWDKEHUSI TIPOU3BOAMTE/IEM OTIYCKHOW LieHbl B MHOCTPAHHOW Ba/iOTe Ha
yKa3aHHbIH JIeKapCTBEHHBIN Tperapar B MHOCTPaHHBIX FOCYAapCTBax, yKa3aHHbIX B mpunoxkeHnd N 2 K
MeTO/[MKe, OTIyCKHasi 1jeHa TPOW3BO/UTe/Isl Ha JIeKapCTBEeHHbIN TiperapaT B pyOsisix, pacCuMTaHHasi B
COOTBETCTBMM C METOAWKOM (C yueToM pacxofioB Ha TaMO)KeHHOe odopmiieHHne), HIDKe
3aperucCTPUPOBAHHOM TIpe/ieNIbHOM OTITYCKHOM IieHbl TIPOM3BOAMTENS Ha YKa3aHHBIA JieKapCTBeHHBIM
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ripenapar, - B TeueHue 30 KaneHZapHbIX JHeW CO JHS, KOrjja pellleHre O CHKEHUU L[eH YTOJTHOMOYEeHHbBIX
OpPraHoB B MHOCTPaHHBIX FOCY/lapCTBaX, YKa3aHHbIX B NpUAMKeHUU N 2 K MeTOMKe, BCTYIU/IO B CUTY;

0) eciu mpefesibHasi OTIYCKHasi [jeHa Ha BOCIIPOM3Be/leHHbIN, OMoaHa/noroBbi (61MOMOL00HBIN)
JIeKapCTBEHHBIM TIperapaT BbIllle TIPeZie/IbHOM OTIYCKHOM 1leHbl Ha COOTBETCTBYIOIIUN pedepeHTHbIN
JIeKapCTBEHHBIN TperapaTr B CBSI3W CO CHW)KEHUEM, TpeJyCMOTPEeHHbIM MOAMYHKTOM "a" HaCTOSILEero
MyHKTa, - B TeueHUe 30 Ka/ieHAAPHBIX AHeW CO [HSI TIPUHSITUS pellleHHsl O MepeperucTpalyuyd B CTOPOHY
CHWKEHUS] 3aperuCTpUpOBaHHON TMpefe/bHOM OTMYCKHOM LieHbl MPOU3BOJUTENsS Ha pedepeHTHbIN

JIeKapCTBEHHBIN Ipernapar;

Koucynwrautlntoc: nnpumeyanue.

[In. "B" 1. 42 He TIpuMeHseTCs K T[peJe/bHbIM OTIIYCKHBIM LjeHaM Ha JIeKapCTBa,
nepepervctprupoBaHHbiM B 2019-2020 rogax (IlocraHoBnenue I[TpaBurtensctBa P® ot 16.12.2019 N
1683).

B) eC/d 3apervcTpUpOBaHHasi TpefiefibHas OTIyCKHasi LjeHa Ha TMepBblil BOCIPOW3BE/eHHbIMH,
OroaHanoroBeiii (6MOMOAO0OHBIN) IeKAPCTBEHHBIN TIperapaT UHOCTPAHHOTO TTPOM3BO/ICTBA, B TOM UKCJIe
nepBUYHas U (W/IM) BTOPUYHAs YIIaKOBKAa KOTOPOI'0 OCYILeCTB/ISIETCS UK TIJIaHUPYEeTCS OCYLLeCTBIISATLCS B
Poccurickoin @efepanyy, Bbillle MpefieibHOW OTITYCKHOW L{€HbI POU3BOAUTEISl, PACCUMTAHHOM C y4eTOM
TIOHWKAIOLEro Ko3(p@uireHTa, ykazaHHOro B npunoxkeHnd N 9 K MeTofyKe, 1oc/e rocyAapCTBEHHOU
perucTpauydyd Tpefle/lbHOM OTIMYCKHOM LieHbl TMPOM3BOAUTENS HAa BTOPOM BOCIPOM3BE/E€HHBIN,
broaHanoroBeiii (6MOTOAOOHBIN) JieKapCTBEHHBIN Iperapar, COBMAJAIoIUA TI0 MeXAyHapOoJHOMY
HeraTeHTOBaHHOMY HaWMeHOBaHWIO (TIPU ero OTCYTCTBHMU - TPYNINHUPOBOYHOMY WM XUMHUUECKOMY
HauMEHOBAaHMIO), JIeKapCTBEHHOW (opMe U [03UpPOBKe, - B TeueHue 30 KajeHJapHbIX [JHEH CO JHS
TIPUHSTUS pelleHNs O TOCY/lJapCTBeHHOM perucTpaLyu rpefesibHOW OTIYCKHOM LieHbl POW3BOAWTENS Ha
BTODPO# BOCIIPOU3Be/leHHbIM, OMoaHamoroBbiii (0MOMOA00HKIN) IeKapCTBeHHBIH Mperapar;

KoncynsrautlIntoc: nprmeuanue.

[MIn. "r" n. 42 He T1pUMeHseTCd K [peJe/bHbIM OTIIYCKHBbIM LjeHaM Ha JIeKapCTBa,
nepepervctpupoBaHHbIM B 2019-2020 romax (IloctaHoBneHue IlpaButensctBa PP ot 16.12.2019 N
1683.

r) eCAu 3aperucTpyupoBaHHasi TMpejiesibHasi OTIyCKHasi LieHa Ha TMepBblil BOCIPOW3BE/eHHbIMH,
OroaHanoroBeiii  (6MOMONO0OHBIN) JIeKapCTBEHHBIN TIperiapaT TMPOW3BOAUTE/NS TOCyAapCcTBa - 4sieHa
EBpa3suiickoro 53KOHOMUUYECKOTO COH03a Bbillle MpeZie/IbHOM OTIMYCKHOM LieHbl POU3BOUTEISl TOCYJapCTBa
- ysieHa EBpa3umiickoro S5KOHOMUYECKOT0 CO03a, paCCYMTAaHHOW C yUeTOM IMOHMKaroIero kKosggurireHra,
yKa3aHHOro B IpuiokeHMH N 9 K MeToAvKe, TOC/e TOCYAAPCTBEHHOW perucTpanuu MpefeibHOU
OTIYCKHOW 1|eHbl Ha BTOPOM BOCIPOW3BE/IeHHbIN, OMOaHa/MOroBbIi (OHOIOJO00HBIN) JeKapCTBEHHbBIN
Tiperiapar Mpou3BOAUTEJIsl TOCY/AapCTBa - uieHa EBpa3uiickoro 5SKoHOMHUYeCKOro COr3a, COBIAJaroLIUi 10
MeXX/lyHapOJJHOMY HeraTeHTOBAHHOMY HauMeHOBaHHWIO (IIPU ero OTCYTCTBUU - TPYIIIMPOBOYHOMY WU
XMMHUUECKOMY), JeKapCTBeHHOW (opMe W [03UpOBKe, - B TedyeHuWe 30 Ka/leHJApHBIX [HeHW CO [HSA
TIPDUHATHSL PeLlieHus1 O TOCYapCTBEHHOM perucTpaLyy npefie/lbHOU OTIYCKHOM LieHbl IPOU3BOJUTENST Ha
BTOPOM BOCITPOM3BE/IEHHbIHN, OM0aHaI0TOBLIM (0HMOMOA00HbIN) TeKapCTBeHHBIN Mperapar MPOoU3BOAUTE IS
roCy/lapcTBa - wieHa EBpa3uiiCKoro 3KOHOMHUYeCKOro COro3a.

(. 42 BBegeH [locraHoBnenveM ITpaBurensctBa PO ot 16.12.2019 N 1683)

43. ITlepeperucrpanysi 3aperiCTpUpPOBaHHOM IIpefie/IbHOW OTIIyCKHOW LieHbl BOCIIPOU3BE/IeHHOIO,
6uoananoroBoro (61oOMoOf0GHOr0) JIeKAPCTBEHHOIO IIperiapata B CTOPOHY CHIDKEHHSI B CIydYasix,

mnmnmn mnm_n

NpeZlyCMOTPeHHbIX moAnyHkTamu "B" W "r" myHkra 42 Hactosuux [IpaBus, ocyllecTBrseTcsi, eciu B


https://login.consultant.ru/link/?req=doc&base=LAW&n=340297&date=15.11.2021&dst=100066&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=366679&date=15.11.2021&dst=101166&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=340297&date=15.11.2021&dst=100008&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=366679&date=15.11.2021&dst=101166&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=340297&date=15.11.2021&dst=100008&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=366679&date=15.11.2021&dst=100631&field=134

pamMKax MeKAYHapOJHOIO HelaTeHTOBAaHHOTO HaMMEHOBaHHs (IPU ero OTCYTCTBHHU - FPYMITMPOBOYHOTO
VI XMMUUeCKOTO HaMEeHOBAHUS) Y JIeKapCTBEeHHOM ()OpMbl 3aperuCcTpupoBaHa rpefeibHasi OTITyCKHast
1[eHa MPOU3BO/[UTeJIs HA COOTBETCTBYIOIIUM pedepeHTHBIN JieKapCTBeHHbIH Mperiapar.

(m. 43 BBepeH [locranoBnenuem IIpaButenbctBa PO ot 16.12.2019 N 1683)

44. B (iyyae TiepeperucTpaliii 3aperMCTpPMPOBAaHHOW Tpefle/lbHOW  OTIYCKHOW  L{eHbI
TPOU3BOJIUTE/ISI B CTOPOHY CHWDKEHMSI HAa OCHOBAHMM 3asiBJIeHUsl [Jlep)KaTesisi WIA Bajesblia
PErrMCTPaLiMOHHOTO Y OCTOBEPEeHUs JIeKapCTBEHHOIrO Tiperiapara (yNOJHOMOUEHHOTO WM  JIULA),
TIpe/ICTaB/JIEeHHOTO B COOTBETCTBUU C MYHKTOM 42 HacToswux [IpaBus, 1jeHa Ha TakoM JieKapCTBEHHbIN
nperiapaT He MOXKeT OBbITb 3asiBjieHa B TedeHHe KaJeHZApHOTO Tojja Ha MepeperucTpaljiio B CTOPOHY
yBeJIMUeHUsI B COOTBETCTBUU C MYHKTaMU 32 1 34 HacTosiux [IpaBust.

(. 44 BBegeH [locranoBnenveM ITpaBurensctBa PO ot 16.12.2019 N 1683)

45. depepanbHas aHTUMOHOIIONBHAS CIY>KOa B MUCbMEHHOUW ¢opMe yBeJOMIISIeT fepyKaTesisi Win
B/IaJie/Iblja PerMCTPaLMOHHOrO Y0CTOBepeHUs JIeKapCTBeHHOro Mpernapara (YIoJHOMOYEeHHOe UM JIULIO)
0 HeoOXOAUMOCTH TIepeperucTpaliiyd 3aperuCTPUPOBAHHOM MpefieIbHOM  OTIyCKHOW I[eHbl Ha
JIEKapCTBEHHBIN Tperapar B CTOPOHY CHW)XEHUs, eC/Id Jep)kaTelb WU Bjajesel] perucTpaljioOHHOrO
YAOCTOBEPeHHs JIeKapCTBEHHOI'0 Iperapara (yroJHOMOUeHHOe MM JIMLIO) He TMpeJCTaBU/l 3asiBlIeHUe O
repeperucTpalv B CTOPOHY CHW)KEHHSI B COOTBETCTBMM C IYHKTOM 42 HacTosiux [IpaBust.

[epxaTenb WM Bajenel] PerucTPaLiMOHHOTO YJOCTOBEDEHMs JiIeKapCTBEHHOIO Iiperapara
(ynomHoMmoueHHOe UM JUI[0) B TeueHHe 20 pabouux [HeH mocsie mnosyueHus yBegomeHus depepanbHoON
AHTUMOHOTIONILHOM ~ C/Ty»KObl  TIPUBOAWT 3aperMCTPUPOBAHHYI) Tpe/leflbHyH0 OTMYCKHYH 1ieHy B
COOTBETCTBHUE C LI€EHOM, pPaCCUYNTAHHOU B COOTBETCTBHMU C HACTOAL[MMHU [IpaBWIaMu M METOOUKOW, C
yueToMm UH(pOpMaLMK, YKa3aHHOU B yBeZomieHUN PejiepaibHON aHTUMOHOIIONBHOMN CTyKOBI.

denepanbHas aHTUMOHOIIO/BHAS CTy>kKO0a B TeueHWe 5 pabouMx AHeN MOC/Ie WCTeueHus: CPOKa,
yKa3aHHOTO B ab3alle BTODOM HACTOSIIETO TYHKTA, OTMEHsIeT pellleHHe O COIVIaCOBaHWM Mpe/le/TbHOM
OTIYCKHOM 1|eHbl TIPOU3BOAUTEISI Ha JIeKapCTBEHHBIH Tperapar B C/iyuae HellpUBeZieHHs iepKaTesieM Uin
B/a/leNIbI[eM PerucTpPal[MOHHOTO Y/IOCTOBEepeHUs JIeKapCTBEHHOro Tiperapara (yroTHOMOYeHHbIM UM
JIMLIOM) 3aperuCcTpUpOBaHHON Mpe/ie/IbHOM OTIyCKHOM 1jeHbl B COOTBETCTBUE C HacTosuuMu [IpaBunamu
U METOAMKOW C ydeToM HH(pOpMAal[MHM, yKa3aHHOW B yBegomseHUM DefiepanbHONM aHTUMOHOMOILHOM
C/1ykObI, B TeUueHWe OJHOTO Mecsilia CO JHs ToyyueHUs yBegoMyeHuss efeparbHON aHTUMOHOIIO/IBEHOM
CJTYKOBI.

(. 45 BBegeH [locranoBnenveM ITpaBurensctBa PO ot 16.12.2019 N 1683)

[Tpunoxenue N 1

K [IpaBuiam rocynapcTBeHHOW pervucTpanyu
Y TlepeperucTparnyy yCTaHaB/IMBaeMbIX
TIPOU3BOJUTEJISIMU JIeKapCTBEHHbIX
TiperiapaToB Ipee/IbHbIX OTITYCKHBIX LjeH
Ha JIleKapCTBeHHbIe IIperiaparhl,
BKJIIOUEHHBIE B [IepeyeHb )KU3HEeHHO
He0OXOIUMBIX U BayKHEMILINX
JIeKapCTBEHHBIX IIperiapaToB


https://login.consultant.ru/link/?req=doc&base=LAW&n=340297&date=15.11.2021&dst=100074&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=366679&date=15.11.2021&dst=100408&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=366679&date=15.11.2021&dst=100408&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=340297&date=15.11.2021&dst=100073&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=340297&date=15.11.2021&dst=100072&field=134

CnMCOK U3MEHSIIOIIUX JOKYMEHTOB
(B pen. IloctanoBnenus [1paButensctBa P® ot 16.12.2019 N 1683)

(bopma)

3AABJIEHNE
0 rocyfapCTBEHHOI perucTpauuy npeaenbHbX OTMNYCKHbIX LEH
NPOM3BOAUTENEA HA /IeKAPCTBEHHLIE MpenapaThl, BK/UYEHHbIE
B MepeyeHb XW3HEHHO HEeOGXOAUMbIX W BaxXHemnwunx
NeKapCTBEHHbLIX NpenapaTos

3aaBuTesb
(HaMmeHoBaHMe, NOYTOBLIN agpec, afpec 3NEeKTPOHHOW NOoYThl)
llepxaTen  wAM  BnajeneL, perucTpauvoHHOro YAOCTOBEPEHUS JIeKapCTBEHHOr O
npenapaTta
(HaumeHoBaHMe, MOYTOBLI agpec, aApec 3NEeKTPOHHOW NouThl)
N | Cragu | [Ipous | Agp |Ctpa| /s poccuiickux ropugudeckux | Haumeno | Peructp
n/n b BOJUTe | eC | Ha | JIML - WeHTU(PUKALIMOHHbIM HOMep | BaHWe | alMOHH
IpousB | Jib HaJjIororuiarTesblyKa, I/ perucTpu 1317
0fCTBa | (Haume MHOCTPaHHBIX IOPUJUYECKUX JIUL] - | PYIOLLIero | HOMep
HOBaHU KOJ| HaJIororviaTe/iblMKa B CTpaHe | oOpraHa
e) pervcTpauyy (MIHKOPIopaLyn) Win
ero aHasor
N | Homep | MexxayHap | Topr |Jlekapc| Obiee |IlpenensHas | [lITpuxoBo| Koz | Koz
I/T1 | perycT OZIHOe OBOE€ | TBEHHA | KOJIMYeCT | OTIyCKHas nkon, |ATX| TH
paLmo | HerareHTO | HAUM a1 BO BO LieHa HaHeCeHH B3/
HHOTO | BaHHOe, | eHOB |(opMa, | BTOPUUHO | IPOU3BOAUT | bl Ha EAD
YZ,0CTO W aHue | 03Upo 7} e 3a BTOPUUHY C
BEPEHH | TPYIIHUPOB BKa, | (moTpebu | moTpebuTen 10
s OYHOe, UJIH KOMIL/ | TelIbCKON bCKYIO (motpebur
XUMUUEeCKO €KTHOC ) VIaKOBKY | e/bCKYH0)
e Thb yIaKoBKe | <**>(e3 | ymakoBKY
HanMeHOBa <HER> HAOC
Hue <*> (py6neit)
1 2 3 4 5 6 7 8 9 10
YrosiHOMOuYeHHOe

JIULI0
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(b.n.0.) (AOMKHOCTD) (moamnuch)
M.IL. (mpu HanMUuMK)

KoHTakTHbIE Apipec 371eKTpPOHHOM
TeneOHbI TIOYTbI

<*> B cayuae OTCYTCTBUSI MeXKJYHapOAHOrO HeNaTeHTOBaHHOIO HAaWUMeHOBaHUSl B
perucTpalioHHOM  Y/IOCTOBEpEHMM  JIeKapCTBEHHOIO — [perapara  yKasblBaeTCsl  HauMeHOBaHHe
JIeKapCTBEHHOTO TIperapara, TpeAyCMOTPeHHOe TepeyHeM >XM3HeHHO HeOOXOAMMbIX U BaXKHEWIIMX
JIeKapCTBEHHBIX TIperaparos.

<**> B ciyvasix, NpeAyCMOTPeHHbIX IYHKTOM 25 [IpaBun rocynapCTBeHHOW pervcTpalyv 1
NepeperucTpanuy ITpefe/bHbIX OTIYCKHBIX LjeH IIPOM3BOAWTeNIeM Ha JleKapCTBEeHHble IIpernaparsl,
BK/IFOUEHHbIE B TIlepeueHb >KW3HEHHO HeOoOXOAMMBbIX W Ba)KHEMIIMX JieKapCTBEHHBIX IIperaparos,
yTBep)K/leHHbIX MocTaHoBieHreM [IpaButenbcTBa Poccuiickoit ®epeparuu ot 29 oktsi6ps 2010 . N 865
"O rocypapCTBeHHOM pery/MpOBaHUU LieH Ha JleKapCTBeHHbIe IIperiapaThbl, BK/IIOUEHHble B IlepeueHb
JKU3HEHHO He0oOXOJUMBIX M Ba)KHEMIIMX JIeKapCTBEHHBIX IIperapaToB’’, [JOTMOMHUTENbHO YKa3bIBAeTCs
(hopMa BBITyCKa JIeKapCTBEHHOT'0 TIperapara, C y4eTOM KOTOPOW pacCUMThbIBaeTCsl Mpefie/ibHasi OTITyCKHas
1]eHa MPOM3BOAUTEIS 3a TTOTPeOUTE/IBCKYIO YIIaKOBKY JIeKapCTBEHHOTO Tpernapara.

[Tpunoxxenue N 2

K [IpaBuiam rocyiapcTBeHHOM perucTpalyn
Y TIepeperucTparyy yCcTaHaB/IMBaeMbIX
TIPOU3BOUTE/ISIMU JIeKapCTBEHHbBIX
TIperapaToB Mpe/ie/IbHbIX OTIYCKHBIX LeH
Ha JIeKapCTBEHHbIe Mperaparkl,
BK/IFOYEHHBIE B [lepeueHb XKU3HEHHO
HEOOXOTUMBIX U BaXKHEHIIINX
JIeKapCTBEHHBIX TperapaToB



Ha JileKapCTBeHHble npenapaThl,

CnMCOK U3MEHSIIOIIUX JOKYMEHTOB
(B pen. IloctanoBnenus [1paButensctBa P® ot 16.12.2019 N 1683)

3AABJIEHNE
0 nepeperucTpauuMm npeaenbHbiX OTMYCKHbIX LEH Npou3BoguTenei
BK/IOUEHHbIE B MepeuYeHb XU3HEHHO
HEOB6XOAUMBIX U BaxHellnMx NeKapCTBEHHbIX npenapaTos

(bopma)

3asaBuTeNb
(HaMmeHOBaHMe, NOYTOBLIN ajpec, ajpec 3NEeKTPOHHOW NOYThl)
llepxaTens  wauM  Bnajenel, perucTPayMoOHHOrO YAOCTOBEPEHWUS /1IeKapCTBEHHOr 0
npenapaTta
(HaMmeHOBaHuMe, NOYTOBLIN ajpec, ajpec 3NEeKTPOHHOW NOoYThl)
N | Cragu | [Ipou | Agpe | Crpa | Jns poccuiickux ropuanueckux jdl | Haumve | Peructp
/1 a1 3BOJU| C Ha - UJIeHTU(UKALMOHHBIN HOMED HOBaHU | aL|OHH
TIPOU3B | TeJlb HaJ/I0ror1aTesbIINKa, A/ e BIN
ofCTBa | (Haum MHOCTPAHHBIX HOPUAUYECKUX JIUL| - | PETUCT | HOMep
eHOBa KOJ| Ha/IoroIiaTe/IblUKa B CTpaHe | PUPYHO
HUe) pervcTpanyy (MHKOpPHopaLlyu) Wik | Lero
ero aHasor opraHa
N | Home | Mexxaynapop | Topr | Jlekapc | O6mee | IpegensHas | [lITpuxos | Kox | Koa
/1 p HOe OBOe | TBeHHa | KojituecC | OTITyCKHas o kog, | AT | TH
peruc | HemaTeHTOBaH | Hau | TBO BO LieHa HaHeceHH | X | B3
Tpauu | HOe, UIU MeH | ¢opMa, | BTOPMYH | IPOM3BOAUTE |  bIi Ha EAD
OHHOT | TPYNIIMPOBOY | OBaH | J03UpO ou 14 3a BTOPUYHY C
0 HOe, U ue BKa, | (motpeb | moTpeburenb 10
YAOCT | XUMHUUeCKoe KOMIUI | UTeJIbCK CKYIO (motpebn
oBepe | HaMeHOBaHU €KTHOC |  OM) YIIaKOBKY | TeJIbCKYHO
HUSA e <k Th <*> | yMaKOBK | <**> Ge3 )
e HAOC YIaKOBKY
(py6ueit)
1 2 3 4 5 6 7 8 9 10
YrosiHOMOuYeHHOe

JIULIO
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(b.n.0.) (AOMKHOCTD) (moamnuch)
M.IL. (mpu HanMUuMK)

KoHTakTHbIE Apipec 371eKTpPOHHOM
TeneOHbI TIOYTbI

<*> B cayuae OTCYTCTBUSI MeXKJYHapOAHOrO HeNaTeHTOBaHHOIO HAaWUMeHOBaHUSl B
perucTpalioHHOM  Y/IOCTOBEpEHMM  JIeKapCTBEHHOIO — [perapara  yKasblBaeTCsl  HauMeHOBaHHe
JIeKapCTBEHHOTO TIperapara, TpeAyCMOTPeHHOe TepeyHeM >XM3HeHHO HeOOXOAMMbIX U BaXKHEWIIMX
JIeKapCTBEHHBIX TIperaparos.

<**> B ciyvasix, NpeAyCMOTPeHHbIX IYHKTOM 25 [IpaBun rocynapCTBeHHOW pervcTpalyv 1
NepeperucTpanuy ITpefe/bHbIX OTIYCKHBIX LjeH IIPOM3BOAWTeNIeM Ha JleKapCTBEeHHble IIpernaparsl,
BK/IFOUEHHbIE B TIlepeueHb >KW3HEHHO HeOoOXOAMMBbIX W Ba)KHEMIIMX JieKapCTBEHHBIX IIperaparos,
yTBep)K/leHHbIX MocTaHoBieHreM [IpaButenbcTBa Poccuiickoit ®epeparuu ot 29 oktsi6ps 2010 . N 865
"O rocypapCTBeHHOM pery/MpOBaHUU LieH Ha JleKapCTBeHHbIe IIperiapaThbl, BK/IIOUEHHble B IlepeueHb
JKU3HEHHO He0oOXOJUMBIX M Ba)KHEMIIMX JIeKapCTBEHHBIX IIperapaToB’’, [JOTMOMHUTENbHO YKa3bIBAeTCs
(hopMa BBITyCKa JIeKapCTBEHHOT'0 TIperapara, C y4eTOM KOTOPOW pacCUMThbIBaeTCsl Mpefie/ibHasi OTITyCKHas
1]eHa MPOM3BOAUTEIS 3a TTOTPeOUTE/IBCKYIO YIIaKOBKY JIeKapCTBEHHOTO Tpernapara.

YTBepKaeHbl

rocraHoB/ieHueM [IpaBuTenbCcTBa
Poccurickon ®eneparuu

ot 29 okTs16pst 2010 . N 865

Koncynsrautlntoc: npumeuanue.
C 01.01.2021 peanusaijys TIpOM3BOAUTENISIMU JIEKAPCTB, MPe/ie/bHble OTIYCKHBIE [1€HbI HAa KOTOPhIE He



nepepeructprpoBanbl B 2019 - 2020 rozax, He gonyckaetcsi (IloctanoBnenue [TpaButensctBa PP ot
16.12.2019 N 1683).

NMPABUNA

OBA3ATE/IbHOWN NEPEPEMMCTPALN B 2019 - 2020 FOAAX
3APEMMCTPUPOBAHHbBIX MPEAE/NMBHBIX OTMYCKHbIX LLEH MPON3BOAUTENEN
HA NEKAPCTBEHHbIE NMPEMAPATbI, BKITKOYEHHbIE B NEPEYEHb XXUSHEHHO
HEOBXOAUMbIX N BAXXHENLLUWX IEKAPCTBEHHbIX NPEMAPATOB

CrnyCcoK U3MEHSIIOIUX JOKYMEHTOB
(BBenennl [ToctaHoBeHreM [TpaButenbctBa PO ot 16.12.2019 N 1683;
B pef. ITocranoBnenni [1paButenscrBa PO or 31.10.2020 N 1771,
ot 18.11.2020 N _1858)

1. Hacrosamme IIpaBuna ycTaHaBIMBAKOT IOPAAOK ocyliectsieHus B 2019 - 2020 ropgax
00s13aTe/TbHOM TlepeperucTparyy 3aperuCTPUPOBaHHbIX Mpe/ie/bHbIX OTITYCKHBIX IIeH TPOU3BOUTeNel Ha
JleKapCTBeHHbIe TIperapaThl, BK/IIOUEHHble B IlepeueHb J>KU3HEHHO HeOOXOOVMBIX U Ba)KHEHIIHX
JIEKapCTBEHHBIX TIperaparoB (Jasee COOTBETCTBEHHO - Ipe/ie/ibHble OTITyCKHbIe L|eHbl, JIeKapCTBEHHbIE
Tniperiaparkl, 0bsi3aTesbHast epeperucTparys).

OO0si3aTesibHasi TI€pPepPerucTpalis Tpee/bHbIX OTIMYCKHBIX 1I€H Ha JIeKapCTBEHHbIE TIperapaThbl
OCYLLeCTB/SIETCA C COXPaHeHHWeM IIOC/JeJHUX 3aperdCTPUPOBAHHBIX  (MepepervuCcTpUpOBaHHbIX)
Tipe/ieTbHbIX OTMYCKHBIX IIeH Ha MMMYHOOWO/IOTHUYeCKUe JieKapCTBeHHbIe TIperaparhl, JieKapCTBeHHbIe
rperniaparbl, COAep)Kaljue HapKOTUYeCKWe CpeACcTBa M ICUXOTPOIHbIE BellecTBa, MPOM3BOJCTBA
roCy/lapCTB - WieHOB EBpa3uiicKoro 5KOHOMHUYECKOrO COH03a, a TaK)Ke Ha JieKapCTBEeHHbIe Mperaparbl B
1jleHoBoM cermeHTe 10 100 pyOseli, He MpeBBIIAIOLUIUX TPeJe/bHBIX OTIYCKHBIX IIeH, OMpe/eeHHbIX C
yUeTOM T0JIOKeHUH uacTtu 4 ctatbu 61 PepepanbHoro 3akoHa "O6 obpalljeHu 1eKapCTBEHHBIX CPe/CTB'.

2. 3aperucTpUpoBaHHble [10 BCTyIuleHUs B cuiny PesiepanbHoro 3akoHa "O BHeCeHWH M3MeHeHUN B
denepanbhelii  3akoH "OO6 oOpamieHWy J1eKapCTBEHHBIX CpPeACTB' B UaCTH TOCYAApPCTBEHHOTO
pery/iMpoBaHUs LieH Ha JieKapCTBeHHbIe Npernaparhl, BK/IIOUeHHbIe B IlepeueHb J)KH3HEeHHO HeO0OX0MMBIX U
Ba)KHEHIIMX JIeKapCTBEHHBbIX IIperaparoB” T1pefiefibHble OTIyCKHble 1leHbl Ha pedepeHTHbIe
JleKapCTBeHHble TIperapaThl TMOAJIe)kaT o00s3aTeslbHOM IlepeperucTpaliid Ha OCHOBaHWM  3asiB/IeHUM
BaJleNblieB WINA Jlep)KaTesleld pervCTpaliOHHBbIX YAOCTOBEpeHUM TaKWX JIeKapCTBEHHBIX IIperapaTroB
(YIOTHOMOUEeHHBIX UMM JIMLL), TO/JaHHbIX B COOTBETCTBUM C HacTosmMu I1paBunamu.

3. MuHMCTepCTBO 3ApaBooxpaHenust Poccuiickoit denepaiyy B TeueHre 10 pabouux gHel co AHS
BCTYTJIEHUs] B CUjTy mocTtaHoiieHus [TpaButenbctBa Poccuiickoii ®enepauun ot 16 mekabps 2019 . N
1683 "O BHeceHHWH U3MeHeHUU B HeKOTOpble akThl IIpaBuTesnbcTBa Poccuiickort @esepaliid B 4acTH
rOCy/JapCTBEHHOM perucTpalyy W TepeperucTpaliiy TpeJie/IbHbIX OTIYCKHBIX LjeH Ha JieKapCTBeHHbIe
nperiapaThl, BK/IFOUEHHble B TiepeueHb >KM3HEHHO HeOOXOAMMBIX UM Ba)KHEMIIMX JieKapCTBEHHBIX
TiperapaTtoB”, pa3MelllaeT Ha CBoeM OGUI[MaTbHOM caiiTe B MH(OPMALIMOHHO-TEIeKOMMYHUKAI[MOHHOM
cetm "WHrepHer" (manee - cerb "VHTepHeT') oOpalleHMe K BajenbliaM WK  epyKaTessiM
perucTpaloHHbIX Y[0CTOBepeHUl pedepeHTHBIX JIeKapCTBEHHBIX IperaparoB (yMOJIHOMOUEHHBIM UMHU
nvLiaM) 0 HeoOXOIUMOCTH TIPeZICTaB/IeH!sT JOKYMEeHTOB U MH(MOpPMAaLH, TIPelyCMOTPEHHBIX HaCTOSIIIUMHU
IIpaBunamu.

4. lep>xkarte/b WU Bafieel] PeruCTpaljMOHHOIO Y[OCTOBepeHUsl peepeHTHOro J1eKapCTBeHHOIO
nperiapara (yrmosHOMOUeHHOe WM Jiuro) B TeueHrne 40 pabouux [gHel €O AHS BCTYIUIEHHSI B CUTY
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nocra”oBnenus IlpaBurensctBa Poccuiickon ®efeparnyy, ykasaHHOro B IyHKTe 3 Hacrtosmx [IpaBumn,
npeZicTaBseT B MUHKUCTepCTBO 37paBooxpaHeHus Poccutickoit ®efiepaliuu cieflyroliye J0KyMeHTHI (Ha
OyMa)KHOM HOCHTesIe B 2 9K3eMITIsIpax v B 37IeKTPOHHOM BU/IE):

3asiBfieHde 00 oOsi3aTesbHON mepepeructpaiuu B 2019 - 2020 ropax 3aperucTpUpoBaHHOMN
TipeJie/IbHOM OTITyCKHOW LieHbI MPOU3BOJUTEISI HAa pe()epeHTHbIN JIeKapCTBEHHbIN Mpernapar, BK/IH0UeHHbIN
B IepeyeHb >KU3HEHHO HeOoOXOAMMBIX W BaKHEHIIIMX JIeKApCTBEHHBIX TPernaparoB, Mo (GopMe COIacHO

npunoxenunto N 1 (sanee - 3asiBfieHue);

CBeZleHWs O JIMLE€H3WW Ha ITPOU3BOACTBO JIEKADCTBEHHBIX CPEACTB;

CBe/IeHHsI O PETUCTPAI[MOHHOM Y/I0CTOBEPEHHUH JIEKAPCTBEHHOTO TIperapara;

pacueT Tipe/ie/TlbHON OTMYCKHOM LieHbI POU3BOAUTE/ISI Ha ped)epeHTHbBIN JieKapCTBeHHbBIN Mperapar,
TIpe/iCTaB/IsieMOl i1 obs13arenbHOM mepepervcTpauuyd B 2019 - 2020 romax, mo ¢dopMe coriacHO
npuaokeHuro N 2;

MH(OpPMaLMI0 0 MUHUMAaJIbHBIX OTITYCKHBIX LJeHaX Ha JIeKapCTBEHHBIM Ipernapar B MHOCTPaHHBIX
rocyzapcrBax mno ¢opme coracHo npunoxenuto N 3. Tlepecuer 1jeHbl B MHOCTPaHHOM Ba/lOTe Ha
JleKapCTBeHHbIe Tperiaparbl B UHOCTPaHHbIX TOCY[apCTBaX, YKa3aHHbIX B NpUIoKeHUU N 3 K HaCTOSLIUM
[TpaBusam, B pybiu OCyIIeCTB/ISIETCS 110 CpefHEMY KYpPCY COOTBETCTBYIOIIeH MHOCTPAaHHOW BasFOTHI K
pybmo Poccuiickoii ®efepaiiuy, ycraHoBieHHOMY LleHTpanbHbiM 6aHkoM Poccuiickoit ®epepaiuu 3a
2018 rog.

[JomnonHuTebHO Ha OyMa)KHOM HOCHTe e NpefCTaB/IsIOTCS:

cBeleHust (10 BBIOOPY jiep)KaTenss WIM  B/afiesiblla  PETMCTPAI[MOHHOTO  YIOCTOBEPEHUS
JIeKapCTBEHHOTO Tiperapara (yMoOJTHOMOUEHHOTO WM JIMIlA), TIOATBEP)KAAlol[ie OTIyCKHbIe IeHbI
TIPOM3BOAIUTE/IST HA JIeKAPCTBEHHBIN MperapaT B MHOCTPAHHBIX TOCYJapCTBax, yKa3aHHBIX B ODUIOKEHUU
N 3 k HacrosiuM [IpaBunam (B 2 sK3eMILIsipax, C epeBofOM Ha PYCCKUM SI3bIK);

AOKYMEHT, HO,Z[TBEP)K,Z[&IO]_L[I/II‘/’I MO/ITHOMOYHS YTIIO/THOMOUEHHOIO JIHIa.

5. CBezieHus, TIpelyCMOTPeHHbIe IYHKTOM 4 HacTosAlux [IpaBus, yKasblBatOTCS B COOTBETCTBUM C
JEMCTBYIOLMM Ha /aTy TI0[aud 3asiB/eHUs] PerucTpalOHHBIM Y[ OCTOBEPEHUEM JIeKapCTBEHHOTO
rperiapara.

6. [epxxarenb WM Braenel] PerMcTpalMOHHOTIO Y[OCTOBEPeHHsl JIeKapCTBEHHOIrO Iperapara
(ynonmHomoueHHOe UM HL0) B TeueHWe 40 pabouux AHel CO [JHSI BCTYIUIEHHS B CUIY IIOCTaHOB/IEHUS
[TpaBuTenscTBa Poccuiickoit ®efepary, ykazaHHOTO B MyHKTe 3 HacTtosiux IIpaBus, 06s13aH yKasaTb B
MMYHOM KaOWHeTe 3asBUTeNsI Ha TOpTaje M0 BeJEeHHI0 TOCYAAapCTBEHHOIO peecTpa JeKapCTBeHHBIX
Cpe/iCTB peeCTpOBble 3allMCH FOCY[apCTBEHHOIO peecTpa IMpe/ie/ibHbIX OTIYCKHBIX LieH MPOU3BOAUTe e
Ha JieKapCTBeHHbIe TIperapaThl, BK/IFOUeHHbIe B TepeueHb >XM3HEHHO HEeOOXOAWMBIX W Ba)KHEMILNX
JIeKapCTBEHHBIX TperaparoB (fiasee - peecTp), IMOZJekallle WCK/IUEHUI0 U3 peecTpa, COJeprkaljue
HOMEp PerucTpalOHHOTO yJ0CTOBEpeHusl JIeKapCTBEHHOIO Mperapara, HaMMeHOBaHWe Bjafiesblia Wiu
Jlep)kaTesii  perMCTpaljMOHHOIO  yJAOCTOBEpeHUsl  JIeKapCTBEeHHOIO  IperiapaTa, HauMeHOBaHUS
TIpOM3BOAUTe/NeN (MPOU3BO/CTBEHHBIX I/IOLIA/I0K MPOU3BOJUTENS), MeXAYHapOAHOe HeraTeHTOBaHHOe
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HauMeHOBaHYe (IIpU ero OTCYTCTBUM - XMMHYeCKOe WM IPYyNIMPOBOYHOE HaWMeEHOBaHWE), TOProBoe
HalMeHOBaHKe, JieKapCTBeHHYI0 (opMy, [03UPOBKY (KOHIIeHTpaluio, 00beM, aKTUBHOCTb B eJUHHULIAX
JeicTBusi), (GopMy BBITyCKA, KOJIMYECTBO B TIOTPeOUTENTHCKOM YIIAKOBKE, 3aperdCTPUPOBAHHYIO
TipeJie/IbHYI0 OTIYCKHYIO 1|eHy C yKa3aHheM JiaThbl U1 HoMepa Mpuka3a MUHUCTepCTBa 3/jpaBOOXPaHeHusI
Poccurickonn ®epepalud 0 TrOCYapCTBEHHOM DErucTpaldd WM TepeperucTpanuy TpefeTbHON
OTITyCKHOM LieHbl U (W/IK) AaThl U HOMepa BBIMKWCKU U3 peecTpa, BbIJAHHOMW BraJienblly WIN [ieprKaTeslto
PerucTpalnyoHHOrO YZI0CTOBEepEeHUs JIeKapCTBEHHOIO Iperapara o pe3ysbraTaM BHeCeHWs W3MeHeHU! B
pPEeecTpoBYI0 3alvChb peecTpa WM MO pe3yabraTaM CHIDKEHWs 3aperdCTPUPOBAHHOM Mpefie/bHOU
OTIIyCKHOW LieHbl IPOU3BOJUTENSI Ha JIeKapCTBEHHBbIM Iperiapar, IITPUXOBOM KOJ, HaHEeCEeHHbIM Ha
BTOPUYHYIO (MOTPeOUTENbCKYI0) YIIAaKOBKY JIeKapCTBEHHOTO Tperiapara).

7. Tlpu oOsi3aTeNlbHOM TiepeperucTpalii  TpeJe/ibHOM OTIMYCKHOM 1ieHbl Ha KOHKDeTHbBIN
pedepeHTHBIM JIeKapCTBEHHBIM TiperiapaT CBeJieHUs 10 BCeM YKa3aHHbIM B paMKaX OZHOTO
PEerucTpalioHHOTO  yAOCTOBEDeHHsl JIeKapCTBEHHOTO TIperiapaTa TPOW3BOZACTBEHHBIM  IL/IOIIA[KaM
TIPOM3BOAUTEST U (POPMaM BhITTyCKa JIeKapCTBEHHOTO TperiapaTa MpefiCTaB/IsSIOTCs O[HOBPEMEHHO.

8. MunucTepcTBO 3apaBooxpaHenus Poccuiickori ®esepaiuu B TeueHre 15 pabounx gHel co AHs
NO/TyYeHUs] yKa3aHHbIX B MOYHKTe 4 HacTosux IlpaBun [OKYMEHTOB U CBeJeHUM OCyLeCTB/seT
MIPOBEPKY MX IIOJHOTHI M HarpaB/iseT OAWH 5K3eMIUIID [JOKYMEHTOB M CBeJeHMM B PDefepasbHyrO
AHTUMOHOIIONBHYIO CIY)XOy WM TpUHHMaeT pellleHHe 00 OTKa3e B 00si3aTesibHOM TepeperucTparuv
TripeJie/IbHOM OTITyCKHOM 1|eHbl Ha pe)epeHTHbIM JIeKapCTBEeHHbIN Tperapar.

9. ®enepanbHas aHTUMOHOIIONBHAS ciy)kba B TeueHue 70 pabouux [gHeEW cCO JHS TIONMyueHUst
JIOKyMEHTOB Y CBeZIeHUM MPOBOJUT B COOTBETCTBUM C HACTOALMMH [IpaBriaMu S5KOHOMUUECKUN aHaIu3
TipeJieIbHbIX OTITYCKHBIX 11eH Ha pedepeHTHbIe JieKapCTBEeHHbIe Tperaparbl, IPUHUMAaeT M Harpas/isieT B
MuHucTepcTBO 3ApaBoOXpaHeHusi Poccuiickor @Pefepallid pellleHWe O COIVIaCOBAHUM Tpefe/ibHOU
OTIYCKHOMU 11eHbl UK 00 OTKa3e B ee COIVIaCOBaHUM C yKa3aHWeM TIPUYMH OTKa3sa, MyO/MKyeT JaHHbIe O
COITIaCOBAHHOM LieHe pe()epeHTHOro JIeKapCTBEHHOTO MperapaTta Ha CBoeM O(MIMaabHOM caiiTe B CeTU
"NHuTrepHeT".

10. B «iyuae HeoOXOOMMOCTH YTOYHEHMS CBeJE€HHM, COZepKaluXcs B TpeJCTaBIeHHbIX
JOKyMeHTax, W (WIM) TIO/MyueHHs] [OTIONHUTeNbHONW HeobOxoaumoln wuHbopMau MUHHUCTEPCTBO
3apaBooxpaHeHusi Poccuiickoit ®eneparu 1 PesepasbHasi aHTUMOHOIIO/IBHAS CTy)KOa 3arpaivBaroT
COOTBETCTBYIOLUE JOKYMEHTbI U CBeJleHUsl B TOpsJKe, NpeJyCMOTPeHHOM MyHKTamu 12 u 14 IlpaBun
rOCyZ,apCTBEHHOM perucTpaniyd U nepeperucTpalyiy mnpefiefibHbIX OTIYCKHBIX LieH NPOM3BOJUTeeld Ha
JleKapCTBeHHbIe TIperapaThl, BK/IIOUEHHble B T[epeueHb J>KU3HEHHO HeOOXOOWMBbIX U Ba)KHEHIIMX
JIeKapCTBEeHHBIX I1peraparoB, YTBep)K/eHHbIX rocraHoBieHneM IlpaBurensctBa Poccuiickont ®Pesepann
ot 29 okTsa0psi 2010 . N 865 "O rocysapcTBeHHOM peryJMpOBaHUM 1ieH Ha JieKapCTBeHHbIe TIperaparsl,
BK/TIOUEHHbIE B TlepeueHb KM3HEHHO HeoOXOANMBIX U Ba)KHEHILINX JIeKapCTBEHHBIX TperaparoB” (fasee -
[TpaBuna perucrpauyn).

11. OcHoBaHuWsiIMM [ji5 OTKa3a B  00s3aTeslbHOM  TepepervcTpaiud  MUHHUCTEPCTBOM
3apaBooxpaHeHusi Poccuiickoii ®ezepaluu MpefesbHOM  OTIYCKHOM LieHbI Ha pedepeHTHbIN
JIeKapCTBEHHBIN Tpernapar SBJsOTCS:

a) OTCYTCTBHe B IIPe/CTaB/IeHHbIX B COOTBETCTBUM C IMYHKTOM 4 HacToswuMx [IpaBui JoKymeHTax
CBeJleHWH, peZlyCMOTpeHHbIX HacTosmumu [1paBunamy;

0) Herpe/CTaB/IeHUe CBE/IEHUI B COOTBETCTBUU C IyHKTaMu 4 1 10 HacTosiux [TpaBun;



B) pemreHre PesepanbHONM aHTHMOHOIIONBHOM CIYy>KObI 00 OTKa3e B COIVIACOBAaHWM TpeZeTbHOU
OTITyCKHOM 1]eHbI Ha pe)epeHTHbIN JleKapCTBEeHHbIM Mperiapar.

12. OcHoBanusiMu i1t puHSTHS PesiepasbHON aHTUMOHOTIONBHOM CTy>K00# peltieHust 06 0TKa3e B
COTJIaCOBaHWU TIpe/ie/IbHOM OTIYCKHOM 11eHbl Ha pedepeHTHbIN JieKapCTBeHHbIM TIperapar sB/sOTCS:

a) mpejcTaB/eHNe HeJI0CTOBePHBIX CBeJeHUMH;

0) mpeacTaBneHye JOKYMEHTOB B HerosiHOM 0ObeMe W (M) HEIOJHOTA COAEPIKaIlUXCs B HUX
CBeJIeHUl;

B) HerpeacTaB/JIeHne CBe,Z[eHI/Iﬁ B COOTBETCTBUM C IYHKTOM 10 HaCTOAMNX HpaBI/IJI;

I') MIpeBbIlIeHUe TPeCTaBIeHHOMN K 00si3aTe/IbHOM TlepeperucTpaLyy npee/ibHON OTIyCKHOM I1eHbI
Ha pedepeHTHbIN JIeKapCTBEHHBINM Mpernapar Haj, LieHOM, pacCUMTaHHOW B COOTBETCTBUU C HACTOSILLUMU
IIpaBunamu.

13. ®depepanbHasi aHTUMOHOMOJbHAs C/Iy>kK0a TIpU TIpOBePKe CBeJleHWH, TMpe/CTaB/IeHHbIX
BaZie/lblieM WM  Jlep)KaTejieM PervcTPalMOHHOTO  YAOCTOBEpeHHsl JIeKapCTBEHHOTO —TIperapara
(YrmonmHOMOuUeHHbIM UM JIML[OM) B COOTBETCTBMM C HacTosMMHU [IpaBUIaMM, WCTMONb3yeT UCTOYHHKH,
cojiep>Kalliye 1ieHbl Ha JIeKapCTBEeHHbIe TIperapaThl B UHOCTPAHHBIX TOCYZAPCTBAX COTIACHO IPUIOXKEHHIO
N 3, cooTBeTCTByHOL[1e TPeOOBAHMUSM, IPeyCMOTPEHHBIM IYHKTOM 17 ITpaBu/ perucTparyu.

14. MwuHHMCTEPCTBO 37[paBoOXpaHeHusi Poccuiickoii ®ezepanvi TIPUHMMAeT pellieHHe 00
00s13aTeNIbHOM TIepeperucTpalyy Tpe/ie/lbHOM OTITyCKHOW IleHbl Ha pedepeHTHBIN JieKapCTBEHHBIN
nperapar B 3aBMCHMOCTH OT peLIeHHsI O COIVIaCOBaHWU TMpe/ie/lbHOM OTIYCKHOW LieHbl, MPUHSTOrO
denepanbHOW  AaHTUMOHOIIONBHOW — C/TyKOOW, OFZHOBpEMEHHO C pelieHHeM 00 00si3aTesibHOMN
TiepeperucTpaLyu npeje/ibHbIX OTITYCKHBIX IIeH Ha BOCIIPOU3BeZieHHble, OroaHamorosble (6110mos00HbIe)
JIeKapCTBEHHbIe Iperaparbl B 3aBUCUMOCTH OT pellleHus, NpuHATOro dejepasbHOM aHTUMOHOMNOIBHON
CITyKO01.

15. MunucTepcTBO 3ApaBooxpanenust Poccuiickoit ®efeparuy B TeueHre 20 pabounx gHel o JHS
rofydeHusi peiieHusi @efiepanbHON aHTUMOHOTIO/BHOM C/TY>KObI O COT/IaCOBaHUM TIpeZie/TbHON OTITYCKHOM
LleHbl TIPOM3BOAMTENs] Ha pedepeHTHbIN JIeKapCTBEHHBIM Iperapar HampaBaseT B dezepasbHyro
AHTUMOHOTIONIbHYI0 CJIY)XKOy B OTHOLIEHWH 3TOr0 pedepeHTHOTO JIeKapCTBEHHOTO TIperiapara Iio
COCTOSIHMIO Ha JleHb TPUHATHSl YKa3aHHOIO pellleHHs IepevyeHb 3apervuCTpPUpPOBaHHbIX B Poccuiickoit
dezepalii  BOCTIPOM3BE/IEHHBIX, OHMOAHA/MOTOBBIX (OMOMOJOOHBIX) JIEKAPDCTBEHHBIX —IPEeraparos,
npe/ie/ibHble OTITYCKHbIE LJeHbl Ha KOTOpble 3aperMCTPUPOBaHbI U BK/HOUEHbI B peecTp, COZep Kalljuii
HeoOXoAuMoOe [jis TIPUMEHEeHUs] TIOHWKAIoLIero Ko3(h@uIMeHTa OINMucaHhue BOCIPOU3BeeHHbIX,
BroaHanoroBbIx (0MOMOAOOHBIX) IeKapPCTBEHHBIX TPErIapaToB (HOMep PervCTPaliiOHHOTO Y0CTOBEpeHus
JIeKapCTBEHHOI0  Iperiapata, HauMeHOBaHWe Bjajienblla WIM  Jiep)Karessl perucTpaljiOHHOrO
YAOCTOBEpeHHsl JIeKapCTBEHHOI'O T[periapata, HaWMeHOBaHWs I1POM3BOAWTeNel (IIPOM3BOJCTBEHHBIX
IJIOIIA/I0K MMPOU3BOAUTEIS), MEX/yHAPOJHOEe HelaTeHTOBaHHOe HavMeHOBaHWe (TPU ero OTCYTCTBUU -
XUMHAYeCKoe WM TPYIIMPOBOYHOE HavMeHOBaHWe), TOProBoe HavMeHOBaHue, JieKapCTBeHHas (popMa,
J03UpOBKa  (KOHLleHTpalusi, 00beM, akTUBHOCTb B eJWHMLIAX [JeHCTBUs), BbIpa)KeHHas B
COOTBETCTBYIOILIMX eAWHUIIAX M3MepeHus:, opMa BBIMYCKa, KOJHUUECTBO B MOTPeOUTE/ILCKOM YIaKOBKe,
NoC/Ie[Hssl Tpefie/ibHasl OTIyCKHasl 1jeHa C yKa3aHWeM JaTbl M HOMepa Ipukasa MuHHUCTepcTBa
3npaBooxpaHeHuss Poccuiickor ®Pefepalii 0 perucTpaluyd  WIA TepeperucTpauydyd Ipefe/ibHON



OTITyCKHOM LieHbl U (WIK) JaThl U1 HOMEPA BBIMUCKU W3 peecTpa, BbIJAHHOW BaJleblly WIN [lep>KaTesto
PErrMcTpaLiMoOHHOTO Y/I0CTOBEpEHUS JIeKapCTBEHHOT'0 Mpernapara 1o pe3yabrataM BHeCceHUs] U3MeHeHU! B
peecTpoOBYIO 3allMChb peecTpa WIM II0 pe3y/lbTaTaM CHWKEHHs 3aperMCTPUPOBAHHOM IpeJie/lbHOM
OTIIyCKHOM LleHbl Ha JIeKapCTBEHHbIM Mperapar, IITPUXOBOW KOJl, HaHECeHHbld Ha BTOPUUHYHO
(MOTpebUTEeNBLCKYI0) YIIAKOBKY JIEKAaPCTBEHHOTO TIperapata), Ha OyMa)KHOM HOCHTesie ¥ B 3JIEKTPOHHOM
Bu/ie B TabmuHOM opmare.

15(1). B cnyyae eciv Ha faTy MPUHSTUS yKa3aHHOTO B MyHKTe 15 Hactosiyx [IpaBun peliieHus
denepasbHOM  aHTUMOHOMOMBHOM  CMY>KObl O  COIZIACOBAHWMU  TpeeNIbHOM  OTIYCKHOW  1I€HbI
TIpOU3BO/INTE/ISI Ha pedepeHTHBIM JieKapCTBEHHBIM TperapaT TaKoW JieKapCTBeHHBIM TiperapaT Kak He
OTBeuaroIuii KPUTEPUsIM, yYKa3aHHbIM B myHKTe 11 ctateu 4 PepepanbHOro 3akoHa "OO oOpaiijeHUM
JIeKapCTBEHHBIX CpeACTB", He SIB/seTCsl pe(epeHTHBbIM JIeKapCTBEHHbIM IperapaTtoM, MUHUCTEPCTBO
3apaBooxpaHeHus1 Poccuiickori @efjepaniiy yBeZloMIsieT fiepyKaresss WU Brajenblia PerucTpalyoHHOIO
V[0CTOBEPeHHs JIeKapCTBEHHOrO Tiperapara (YroJiHOMOYeHHOe UM JIULIO), Mpe/iCTaBUBLIETO JOKYMEHTHI,
yKa3aHHble B MyHKTe 4 HacTosmx [IpaBum, 06 3TOM, a Takke 00 OCyI[eCTB/IEHUH B OTHOIIIEHUH JJaHHOTO
JIEKapCTBEHHOTO Tiperiapata (BOCIPOM3BeZieHHOro, OuoaHanoroBoro (6morogo06HOro) o0si3aTe/TbHOM
repepervcTpaluy MpefenbHOW OTIYCKHOW LieHbl Ha JIEKAPCTBEHHBIM Iperapar B COOTBETCTBUU C
nyHkramy 15, 39 wmu 41 Hactosawwmx IlpaBun U BO3BpaljaeT [JepykaTear0 WIM  BJaJesblly
PErucTpalMOHHOTO  yAOCTOBEPEHHsI JIeKapCTBEHHOro mpenapara (yMoJHOMOYEHHOMY WM  JIULY)
Tipe/iCTaB/eHHbIe JOKYMEHTHI.

(m. 15(1) BBegeH IlocranoBnenuem ITpaBurensctBa P® ot 18.11.2020 N 1858)

15(2). B cnyuae ecniu Ha 1 mapra 2020 r. jleKapCTBeHHBIM TIiperapaT B COOTBETCTBUMU C
TpeboBaHusiMu myHkTa 11 crateu 4 PexnepanbHoro 3akoHa "O6 obOpalljeHUM J1eKapCTBEHHBIX CpeACTB"
sBJIsieTCsl pehepeHTHBIM JIeKApCTBEHHbIM TperaparoM, MHWHHUCTEpPCTBO 37paBooxpaHeHusi Poccuiickou
@efepaliiy HampaBJIseT AepyKaTesro WIN Bilafiesblly perMCTPaljMOHHOIO Y 0CTOBEePEeHUs JIeKapCTBEHHOIO
niperiapara (yroJIHOMOYeHHOMY UM JIMIy) yBefiomyieHHe 00 3TOM U O HeoOXOAWMOCTH TpeCTaB/IeHUs
JOKYMEHTOB, YKa3aHHBIX B IIYHKTe 4 HacTosux [IpaBus, B TeueHre 10 pabounx AHel Co AHS TTOTyUYeHUst
yKa3aHHOro yBeiomyieHus MuHHUCTepcTBa 3paBooxpaHeHus Poccuiickol ®efjepaliyu.

(n. 15(2) BBegeH [TocranoBnenuem ITpaButenscTBa PO ot 18.11.2020 N 1858)

16. MunucTepcTBO 371paBooxpaHenust Poccuiickoii Pesepaiiiu B TeueHue 15 pabouux aHel co AHS
rofydeHus peieHusi PesiepasbHON aHTUMOHOIIONBEHOM C/TyKObI 00 OTKa3e B COTIaCOBAaHUM TIpe/ieTbHOM
OTIYCKHOW ILleHbl Ha pedepeHTHBIN JIeKapCTBeHHbIM Iperapar MpUHMMaeT COOTBETCTBYHOLlee pelleHHe
00 oTka3e B 00si3aTeNbHOM TIepepervcTpaliii TpeJie/IbHOM OTIYCKHOM I1jeHbl Ha pedepeHTHBIH
JIeKapCTBEHHBIN Ipenapar.

[Tpy mipuHATHM pellieHUs 06 OTKa3e B 00si3aTe/IbHOM TepepervcTpalvy TMpeebHON OTITYCKHON
1leHbl Ha JIeKapCTBEeHHbIN Tperapar MUHUCTEPCTBO 3/jpaBooxpaHeHust Poccuiickot @esepaliii B CpOK,
He TIPeBbIMIAONIMK 5 pabounx [gHeW co AHsS TonyuyeHusi perieHusi dezepasbHONM AaHTHMOHOTIONIBHOM
C/Ty)KObI, yBeIOMJISIET [epsKaTessi WM Biajiesiblla PerMCTPALMOHHOTO YOCTOBEpeHUsl JieKapCTBEHHOTO
niperapara (yro/JIHOMOUEHHOe WM JIULI0) B MHUChbMeHHOW ¢opMe O MPUHSATOM pellieHUH (C U3/I0KeHUeM
TIPUYMH OTKa3a).

17. B «iyuyae ecid pepkaTesieM WIM  BjafesibLieM  perMCTPAaLMOHHOIO  YAOCTOBepeHus
pedepeHTHOr0 JIeKapCTBeHHOTO Tipernapata (yroJHOMOYeHHbIM UM JIMLIOM) B TeueHWe 15 pabouux [gHeit
CO AHS MPUHATHS MUHHCTEPCTBOM 37paBoOXpaHeHus: Poccuiickot desnepauyu pelieHusi 06 OTKasze B
00s13aTe/IbHOM TIepeperucTpalyy Tpe/ie/lbHOM OTITyCKHOW IleHbl Ha pedepeHTHBIN JieKapCTBeHHBIN
rpenapatr TMOBTOPHO IIpe/CTaB/lieHbl B MUWHHUCTEpCTBO 34paBooxpaHeHus Poccuiickon ®epeparnuu
JOKyMEeHTbl B COOTBETCTBUM C NYHKTOM 4 Hacroswux [IpaBui, CpOKM pacCMOTpeHUsl [OBTOPHO
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TIO/IaHHBIX JOKYMEHTOB OIpeie/IAF0TCSA B COOTBeTCTBUM C nyHKTamu 10 u 13 [IpaBus perucrparum.

18. TIpu obsi3aTeslbHOM TepepervcTpalii TpejenbHas OTIYCKHas IjeHa Ha pedepeHTHbIN
JIeKapCTBeHHBIN Tperiapar /il KaXKJ0u JieKapCTBeHHOU (hopMbl, J03UPOBKHU (KOHL|eHTpal[iH, aKTUBHOCTH
B eUHMIIAX JEeMCTBUS) U OOIIero KoJMYecTBa BO BTOPHUYHOU (TIOTPeOUTENbCKOM) yIakoBKe 0Oe3 yuera
(opMbI BBIMTyCKa, 38 WCK/IOYEHWEM CJlyuasi, TIpe[yCMOTPeHHOro NnyHKToM 21 Hacrosiux [IpaBun, He
MO>KET TIPeBbIIIATh:

a) pa3Mep MHUHUMAJbHOM OTIYCKHOW LieHbl TpousBogutens (6e3 yueTa MPOM3BOJCTBEHHBIX
IUVIOLAI0K TIPOM3BOJWTENsS)) Ha TaKOW JIeKapCTBEHHBIM IIpernapar B MHOCTPAHHBIX TOCyAapCTBax,
yKa3aHHbIX B npuiokeHUHU N 3 K HacTosum [paBuiam (C yueToM pacxofioB, CBI3aHHBIX C TaMOKEHHBIM
oopM/ieHHeM), paCCUNTaHHbI Ha OCHOBAaHUM [AHHBIX, YKa3aHHBIX B MNpUIOKeHUU N 2 K HaCTOSLUM
IIpaBunam;

0) paHee 3aperMCTPUPOBAHHYIO (TIOCJ/IE[HIOI TepeperuCTPUPOBaHHYIO) Tpe/ie/lbHYI0 OTITYCKHYIO
1leHy Ha 3TOT JIeKapCTBeHHBIH Iperiapar;

B) MpeJie/IbHYI0 OTIMYCKHYHO LIeHY Ha JieKapCTBEeHHbIM Tperapar, ornpe/ie/ieHHY0 C y4eTOM IYHKTa 8
[TpaBun pervcTpanyy, 3a UCK/IHOUeHHEeM C/lydaeB, TIpelyCMOTPeHHbIX IYHKTOM 6 HacTosimmx [1paBus.

19. Ilpu obsi3aTenbHON TepeperucTpalu C yueToM IyHKTa 18 Hactosiumx [IpaBun B pamkax
OJHOI0 TOPrOBOIO HAUMEHOBAaHWsl JIeKAPCTBEHHOI'O IIperiapara C Y4YeTOM W3MeHeHHsl TOProBOro
HauMEHOBaHUs JIeKapCTBEHHOIO IIperiapara [Jjisg BCeX IOAJIe)XalluX CHWKEHHUIO 3aperuCTpHUpOBaHHBIX
(mepeperucTprvpoBaHHbIX) Tpefe/bHbIX OTMYCKHBIX LieH Ha pe(epeHTHbIN JIeKapCTBEHHBbIM Ipernapar
Npou3BOAUTeNel (TIPOM3BOJCTBEHHBIX IIOLA/IOK TPOM3BOJUTENsI), YKa3aHHbIX B paMKax OJHOIO
PerucTpaLjioHHOIO Y[OCTOBepeHMsl, I0 pe3y/ibTaTaM o00s3aTesbHOM IlepeperucTpalii B peecTpe
yCTaHaB/IMBaeTCsl efivHasl Ipefle/ibHAasl OTIIyCKHAs LjeHa Ha JIeKapCTBeHHBIM IIperapar [jsg KaX[Oou
JIeKapCTBeHHOU (hOpPMBbI, A03UPOBKM (KOHLIEHTpALUM, aKTUBHOCTU B €JWHULAX AEHCTBUS) U 0OILero
KOJINYeCTBa BO BTOPUYHOM (MOTpeOWTeNbCKOM) yriakoBKe 0e3 yueTa (opMbI BBIMYCKa, 38 WCK/IIOUEHHEM
C/lyyvasi, IpeJlyCMOTPeHHOro yHKToM 21 Hacrosmmx [Ipasuit.

20. B cnyuae ecnu B pamMKax OJHOIO TOProBOrO HaMMeHOBaHUS pe()epeHTHOrO JieKapCTBEHHOIO
mperiapara C y4eTOM M3MEHEeHHWs TOPrOBOTO HAaUMEHOBAHUS  JIeKAPCTBEHHOIO  IIperiapara
3aperucTpyupoBaHHasl (IlepeperMCTpUpOBaHHasl) Iipefle/ibHas OTIYCKHas LieHa /[JI1 OJHOr0 WU
HEeCKOJIbKHX IPOU3BOAUTeNelN (IIPOU3BOACTBEHHBIX I/IOLIAIOK NPOM3BOJAWTENS), YKa3aHHBIX B paMKax
OZJHOTO PerucTpaLOHHOIO Y[OCTOBEpeHUs, HuKe, 4eM Ipefie/lbHas OTIIyCKHas LieHa, pacCuMTaHHas B
COOTBeTCTBUM C MYHKTOM 18 HacToswmux ITpaBus, 5Ta LieHa MoAJIeXXUT COXPAaHeHUIO B peecTpe.

B cnyyae eciu s pechepeHTHOTO JIeKapCTBEHHOTO Tperapara C OfHOM JieKapCTBeHHOM (hopMol,
JI03UPOBKOM ¥ OOIIMM KOJMYECTBOM BO BTOPUUHOMW (MOTpeOHTE/NbCKOMN) yIaKoBKe 3aperuCTPHUPOBAHO
HECKOJTbKO TIpe/le/TbHbIX OTMYCKHBIX 11eH, TIpe/iesibHasi OTIyCKHasl 1jeHa Ha JieKapCTBeHHbIN Tperapar He
MOYKeT TIPeBbIIIaTh MUHUMAJbHYIO W3 3aperMCTPUPOBAHHBIX TIPeAe/bHBIX OTMYCKHBIX LieH (C y4yeToMm
roc/iefiHel mepeperucTpUpPOBaHHOM 1ieHbl, Oe3 yueTa MPOW3BO/ACTBEHHBIX T/IOA/I0K MPOU3BOJUTEIS) C
yUeToM CBe[leHWH O HaJWYMU 3apervuCTPUPOBAHHBIX TIpPeJe/bHBbIX OTIYCKHBIX 1[eH 3asB/sieMOro
JIeKapCTBEHHOTO TperiapaTa CoryiacHO npuioxkennto N 4.

21. B cnyyae ecnM MUHUMaZbHBIM YPOBeHb LieH pe)epeHTHOrO JIeKapCTBEHHOIO Iperapara Ha
pa3nuHble (HOpPMBI BbIMyCKa (LITPHUL-PYYKH, KapTPUIKU MO0 MHbIe (HOPMBI BBITYyCKa, COBMECTHMBIE C



YCTPOWCTBaMM BBeJleHUs1 (PUMeHeHUs1) WK SIBJISIIOLIMeCs] YCTPOMCTBaMH BBefleHUs (TIPUMEHEeHHs1) B
OZIHOM M3 TOCYJ]apCTB, YKa3aHHBIX B npunokeHU N 3 K HactosiuMm [IpaBuiaM, pa3nudaeTcsi 6oee yuem
Ha 10 mpolieHTOB, Tpy 00s13aTe/IbHOM TIepeperucTpaldy TNpeZiesbHbIX OTITYCKHBIX 11€H Ha YKa3aHHBIN
pedepeHTHBIN J1eKapCTBEeHHbIN Mpernapar J0NyCcKaeTCsl yCTaHaBIUBATh Mpe/ie/IbHyH0 OTIYCKHYIO LIeHy Ha
KaXK/1y10 13 Takux (opM BBIMTyCKa JieKapCTBEHHOT'O TIperapara.

22. TlpepenbHasi OTIyCKHasi IjeHa Ha pedepeHTHbIN JieKapCTBeHHBIM TiperiapaT B CJyuae,
TIpeZlyCMOTPEHHOM IYHKTOM 21 HacTosiux [IpaBus, ycTaHaBIMBaeTCsi HAa OCHOBAaHWM MHHUMAsbHOU
OTIYCKHOW 1|eHbl Tipou3BoauTenss (0e3 ydera TPOW3BOACTBEHHBIX II/IOIIAJIOK TIPOMU3BOAUTENSI) Ha
COOTBETCTBYHOIIME (POPMBI BBIMTyCKa TAaKOTO JIeKAPCTBEHHOTO TperiapaTta B rOCy/lapCcTBaX, YKa3aHHBIX B
npunokeHnnt N 3 K HacrosiuMm [lpaBuiaMm (C yueToM pacxo/l0B, CBSI3aHHBIX C TaMOXKE€HHbIM
odopMmeHuEM).

[lpy 3TOM MakcuMasiabHas pasHUL@ MeXJy TMpejelbHbIMU OTIYCKHbIMHA LleHaMM Ha TaKoh
pedepeHTHBIM JIeKAapCTBEHHbIM TMperiapaT B pa3/MuHbIX (OpMax BBINYyCKa, COMOCTaBUMBIX [0
JleKapCcTBeHHOW (opme, /103MpPOBKe (KOHLIEHTPALMHM, aKTMBHOCTH B €JWHMLAX JeWCTBUs) W oOIemy
KOJINYeCTBY BO BTODUYHOM (TIOTpeOUTENbCKOM) YITaKoBKe, He MOKeT rpeBbiiath 90 MpOLIEHTOB.

23. OO0s3aresibHasi TepepervcTpalus TpeJe/ibHbIX OTIYCKHBIX 1[eH Ha HMMMYHOOHOJoruueckre
JIeKapCTBEHHbIe —TIperaparbl  (BakKI[MHBI) OCYIECTB/ISETCI B COOTBETCTBMM C TpeOOBaHUSIMU,
YCTaHOB/IEHHBIMU [1J151 pe)epeHTHBIX JIeKapCTBEHHbIX MpernapaToB.

24. 3aperucTpupoBaHHbIe TIpe/ie/ibHbIe OTITYCKHbIe IIeHbl Ha BOCIIPOW3BeJeHHbIe, O10aHamoroBbie
(6bronoi00OHBIE)  JIeKAapCTBEHHbIE —TperapaThl  TOA/eXar o0si3aTesibHON — repeperucrpaiyu — 06e3
TIpe/iCTaB/IeHUs] 3asiB/ieHUs] Brajie/iblilaMi WIH Jlep>KaTesiMU PeruCTPaljMOHHBIX YO0CTOBEpEeHUM TaKWX
JIeKapCTBEHHBIX TIperaparoB (yroJHOMOUeHHBIMA UMU JIUL[aMH).

25. Tlpu obsi3aTenbHOM TepeperucTpaluy Tpeje/ibHasi OTITyCKHasl LjeHa Ha BOCIIPOW3Be/IeHHBIMH,
OuoananoroBeiii (6MOMOAOOHBIN) JIeKAPCTBEHHBINA TIperapar [/ Ka)KJoW JieKapCTBEeHHOW (OpMBI,
JI03UPOBKM (KOHLIEHTPALIMW, aKTUBHOCTH B €JUHHWIAX JEeMCTBHsI) U OOIIero KojJMyecTBa BO BTOPUYHOMU
(moTpebuTenbCKoii) yrakoBke 6e3 yueta (opMbI BBITYCKa, 3a UCKTFOUEHUEM CJTydasi, TIpelyCMOTPEHHOTO
nyHKTOM 21 Hactosumx [TpaBusi, He MOXKET TIPeBBIIIATh:

a) paHee 3aperMCTPUPOBaHHYIO (TIOC/IEHIOK TepeperucTPUPOBaHHYI0) Tpe/ie/IbHYI0 OTITYyCKHYIO
1[eHy TTPOM3BO/IUTEIS Ha 3TOT JIeKapCTBEHHBIHN Tperapar;

0) Tmpesie/IbHYIO0 OTITYCKHYIO LIEHY Ha 3TOT JIeKapCTBEHHBIN TIperiapat, Orpe/ie/ieHHYI C y4eToM
TpeboBaHuii myHkra 8 IlpaBuni pervcrpaiuu 6e3 ydera Tpee/bHbIX OTIMYCKHBIX 1[eH, UCKIFOUeHHbIX B
COOTBETCTBUU C IYHKTOM 6 HacTosiux [1paBur;

B) /ISl JIeKAPCTBEHHOIO Tperapara (3a UCK/IIueHrueM Op(aHHOIo JIeKapCTBEHHOIo IMpernapara), -
LieHy, paCCYUTaHHYIO B COOTBETCTBUU C pasgenoM VIII MeToAauKU pacueTa Ipefe/bHbIX OTIIYCKHBIX LieH
TIPOU3BO/UTE el Ha JieKapCTBeHHbIe Tperaparhbl, BK/IIOUeHHbIe B TepeueHb >KU3HEHHO HeoOXOAUMBIX U
Ba)KHEMIIIMX JIEKAPCTBEHHBIX TpPernaparoB, YTBep KAeHHOW rocTaHoBneHueM [IpaButenbcTBa Poccuiickon
®enepauyu ot 15 centsiops 2015 . N 979 "O BHeceHUM W3MeHEHWM B MOCTaHOB/eHHe [IpaBUTeNLCTBA
Poccwuiickoit ®epepaipin ot 29 okts6ps 2010 . N 865 u 00 yTBep)KZeHMH MeETOAWKH pacuera
TipeJieIbHbIX OTITyCKHBIX LleH NPOM3BOJWTeNel Ha JieKapCTBEHHbIe Tpernaparbl, BK/IIOUeHHbIe B [1IepeueHb
JKU3HEHHO HeOoOXOAMMBIX M Ba)KHEMWIIMX JIeKapCTBEHHBIX TIIperapaTroB, IPU WX TOCYapCTBEHHOMN


https://login.consultant.ru/link/?req=doc&base=LAW&n=366679&date=15.11.2021&dst=100492&field=134

perucTpalyy 1 nepepervcrpanuu’ (fanee - MeTOAMKa), C IPUMeHeHHeM MOHWKaoIero KosgguiiieHTa B
OTHOILEHUM T1epeperucTpUpOBaHHON B 00s13aTe/lbHOM TIOpsiZiKe B COOTBETCTBMM C HACTOSIIUMHU
[TpaBunaMy mpefieIbHOM OTMYCKHOM IJeHbl Ha COOTBETCTBYIOLMW pedepeHTHbIN JieKapCTBEHHBIN
nperiapar.  3HaueHWs ~— TOHWXKawoolero  KosdduieHTa, TNpuUMeHsieMOro TIpu  0bsi3aTenbHOU
nepepeructpatu B 2019 - 2020 ropsax mnpefesbHBIX OTIYCKHBIX LlieH TPOU3BOAUTENeN Ha
BOCIIpOM3Be/leHHble, OroaHasoroBble (OMOMOA0OHBIE) JieKAaPCTBEHHbIE IIperapartbl, ONpeZessitoTCs o
(dhopMynam pacueTa coryiacHO npuioxkeHuro N 5;

r) pAns  opdaHHOrO JIeKapCTBeHHOrO T1iperiapata - TIpefle/lbHYI0 OTIYyCKHYIO 1jeHy Ha
COOTBETCTBYIOIIMIK pedepeHTHBIN JIeKapCTBEHHBIN Iperapar, repeperucTpUpoBaHHY0 B 00si3aTe/lbHOM
TIOpsi/iKe B COOTBETCTBUU C HacTositiiumMu [TpaBuiamMu.

26. Tlpu o0si3aTeNbHOM IepeperucTpali C y4eTOM IyHKTa 25 HacTosiux [IpaBWI B pamKax
O[HOTO TOPrOBOIO HauMMEHOBaHWs JIeKADCTBEHHOIO T[periapata C Y4yeTOM U3MeHeHUsi TOProBOrO
HarvMeHOBaHUs JIeKapCTBEHHOI'O Tiperapara Jjisi BCeX TMOAJIeKalluX CHY)KeHUIO Mpejie/TbHbIX OTIYCKHBIX
I[eH Ha BOCIPOW3BeJeHHble, OwoaHa/moroBele (O6UOMOAOOHBIE)  JIeKADCTBEHHBIE  TIPerapaThl
ripou3BojuTesiel (MPOM3BOACTBEHHBIX IUIOWIQIOK TIPOU3BOJUTENISI), YKa3aHHbIX B paMKaX OJHOTO
PErruCTPaiMOHHOTO YAOCTOBEPeHHs], TI0 pe3y/ibTaTaM 00s13aTe/IbHOM TiepeperucTpaluy ¢ YY4eTOM HyHKTa
29 Hacrosimmx [IpaBU/ B peecTpe yCTaHAB/IWMBAIOTCS efWHbIe TIpe/le/lbHble OTMYCKHbIE LieHbl Ha
JIeKapCTBEeHHbIe Tiperaparbl [l  KaK[OW JieKapCTBeHHOW ¢OpMbl, [103UPOBKM (KOHLIEHTpALUH,
AaKTMBHOCTH B €JUHMIIAX JEMCTBHS) M OOIIIero KOJMUecTBa BO BTOPUUHOM (TTOTPeOMTEbCKOM) yIIaKOBKe
0e3 yueta (OpMBI BBIMYCKa, 3a WCKIFOUEHWEM C/ydasi, TIPeAyCMOTPeHHOro IyHKTOM 30 HaCTOSIIUX
IIpaBu.

27. B (iyyae eciM B paMKax OJHOTO TOPrOBOrO HAWMEHOBaHHWSI BOCIPOW3BEAEHHOTO,
OroaHanoroBoro (6MOMOZOOHOTO) JIEKApPCTBEHHOTO TIperiaparta C Y4YeTOM W3MeHEeHHsI TOProBOTO
HaUMEHOBaHUs JIEKapCTBEHHOTO TIperapara 3apervcTpypoBaHHasi (TiepeperrcTpupoBaHHast) TpeiesibHast
OTIyCKHAsl LjeHa /s OJHOTO WM HECKOJBbKUX TpOU3BOAMTENel (TIPOM3BOJCTBEHHBIX IUIOLIAJIOK
TPOM3BOJMTENSI), YKa3aHHbIX B pAaMKax OJHOTO pPErMCTPAllMOHHOTO Y[OCTOBEPEHUs, HIDKe, UYeM
nipe/ie/ibHasi OTIYCKHas LieHa, paCCUMTaHHAasi B COOTBETCTBUMU C IYHKTOM 25 HacTosux T1paBusi, 3Ta 1jeHa
TIO/I/IEXKUT COXPAHEHUIO B PeecTpe.

B ciyuae ecnm i BOCIPOW3BeJeHHOTo, OuoaHanoroBoro (6HOrofo0HOr0) JieKapCTBEHHOTO
mperapata C OJHOH JIeKapCTBEHHOW (OPMOM, [03UPOBKOM M OOIIMM KOJIMYECTBOM BO BTOPHUYHOM
(moTpebuTeNbCKOM) YIIaKOBKe 3apervuCTPUPOBAHO HECKOJIBKO TIpe/e/IbHbIX OTITYCKHBIX 1ieH, TipefiesbHast
OTINYCKHasl [leHa TPOW3BOJAUTE/NSI Ha JIEKAPCTBEHHBIN Mperapar B paMKaX O/IHOTO PerucTpaldOHHOTO
YAOCTOBEPEHHSI He MOKET TIPeBbIlIaTh MUHUMAJIbHYIO U3 3aperuCTPUPOBAaHHbIX Mpe/leIbHbIX OTITyCKHBIX
I[eH C YYeTOM WX IepeperucTpaljiu, 3a MCK/IIOUeHUEM TIpeZie/bHBIX OTIYCKHBIX I1eH, WUCK/TFOUEHHBIX B
COOTBETCTBUU C OYHKTOM 6 HacTostmx [IpaBui.

B c/lyyae e B paMKax OJHOTO PervMCTPal[MOHHOIO Y[OCTOBEPeHHs JIeKapCTBEHHOTO Mperapara
3aperuCTPUpPOBaHbI IIeHbI Ha BOCIPOM3BEIEHHbIH, OHoaHanoroBbid (OHOMOJOOHBIN) JIeKapCTBEHHbIH
Tiperiapar MpoW3BOAUTEJISI TOCYAapCTBa - WieHa EBpa3suiickoro S5KOHOMHUYeCKOro COr3a M MHOCTPaHHOTO
TIPOU3BO/ICTBA, MUHUMAJ/bHAasl M3 3aperMCTPUPOBAHHBIX Tpejle/TbHbIX OTIYCKHBIX 1|eH OIpezesiseTcs C
COXpaHeHueM TPUHAAJIeXXHOCTH TPOM3BOWTENS K FOCYyAapCTBY - ureHy EBpa3uiickoro 3KOHOMHUeCKOTO
CO03a WM UHOCTPAHHOMY MPOU3BOJUTEIO.

28. B ciyyae ecnu mo pe3ysibTaTtaM 00si3aTe/lbHOM TepeperucTpalyyd B paMKaxX MeXXAyHapoZHOTOo
HeraTeHTOBAaHHOTO HaWMeHOBaHWs (TIPU €ro OTCYTCTBHUH - TPYIIITUPOBOYHOTO WM XUMHUUYECKOTO) U
JIeKapCTBeHHOM ()OpMbI Ha COOTBETCTBYHOLWI pedepeHTHBIN /ieKapCTBeHHBIN Tperapar yCTaHOBJIEHbI



pa3/iuuHble TIpeie/ibHble  OTIyCKHbIE IleHbl, TPUMEHseTCsl CpefiHee apuMeTHUecKoe 3HaueHHue
TIOHWKAMLero Ko3(g@uIMeHTa, pacCYATaHHOe Ha OCHOBAHWM YCTAHOB/IEHHBIX 10 pe3y/bTaTam
00s13aTeNIbHOM  MepeperucTpaly TpefefbHbIX OTIYCKHBIX LeH Ha pedepeHTHbIA JieKapCTBEeHHBIN
npernapar.

29. B cayuae ewid B paMKax OJHOIO PerucTpaLOHHOIO Y[AOCTOBepeHUs JIeKapCTBEHHOI'O
TperiapaTa 3aperucTPUpPOBAH BOCIIPOW3BeJeHHBIM, OHMOaHANOroBbIl (OMOMOAOOHBIN) JIeKapCTBEHHbIH
Tiperapar MpoW3BOAUTEJISI TOCY/AapCTBa - WieHa EBpa3uiickoro S5KOHOMHUYeCKOro COr3a M MHOCTPaHHOTO
TPOM3BO/CTBA, LIEHbI /I YKa3aHHOIO JIeKapCTBEHHOrO TMperapara pacCYMTBIBAlOTCS B COOTBETCTBUU C
pasgenoM VIII MeTOAMKHM C TIpUMeHeHHWeM TOHWKAKIUX KOo3(h(UIIMeHToB, 3HaueHWs KOTOPhIX
onpezie/iftOTCA B COOTBETCTBUM C mpuioxkeHrem N 5 K HactosimMm [IpaBusiam.

30. B cnyuae ecnu mpepenbHasi OTIYCKHAsi LieHa Ha pedepeHTHBIM JIeKapCTBEHHbIM IperapaT
yCTaHOBJ/IeHa B COOTBeTCTBUM C NYHKTaMu 21 U 22 Hactosawux IIpaBus, pacueT npezesbHBIX OTITYCKHBIX
LleH Ha BOCIpOU3BeJeHHbIM, OuoaHanoroBeli  (6MOMOAOOHBIN)  JleKapCTBEHHBIM  Tperapar
OCYILIeCTB/ISIETCSI B COOTBETCTBUM C MyHKTamMu 24 - 27 HacTosimux [IpaBun A/isi Kakgou (opmbl BbITyCKa
UCXOASl W3 TMpefe/bHbIX OTIYCKHBIX LIeH Ha COOTBETCTBYHOIME (OPMBbI BbIYCKa peepeHTHOro
JIEKapCTBEHHOTO Tperapara.

31. depepasnbHasi aHTUMOHOTIObHAsL CTy)kba B TeueHre 60 paboumx [JHEM CO [JHS TIOMyYeHUs OT
MunuctepcTBa 3apaBooxpaHeHusi Poccuiickoii defiepaliviv CBeZleHUi, NpeyCMOTPEHHbIX MYHKTOM 15
HacTossuwmx IlpaBwi, NpPOBOAUT B COOTBETCTBMM C HacTrosmyMy IlpaBunamMy M MeTOAMKOM pacyer
TipeZiesbHBIX OTITYCKHBIX IIeH Ha BOCTPOU3Be/leHHble, OroaHa/ioroBbie (61M0Mof00HbIE) JleKapCTBEeHHbIe
Tperiaparkl, a Takxke MyO/MMKyeT Ha cBoeM o(dUWIMaIbHOM caiTe B ceTu "VIHTepHET" UM OJHOBpPEeMEHHO
HampaeiasieT B MuHHMCTepCcTBO 37paBooxpaHeHusi Poccuiickori ®efepanyy yKasaHHBIM — pacuyeT
Tipe/ie/IbHBIX OTIYCKHBIX IIeH Ha BOCTPOW3BeZieHHbIe, OroaHamoroBeie (6MOMOL00HbIE) JIeKapCTBEHHbIE
rperaparbl, COZep)Kalljuii HOMEp pPervMcTpalOHHOIO YAOCTOBEPeHHsl JIeKapCTBEHHOrO IIperapara,
HauMeHOBaHVe Biajiesiblla WM Jlep)KaTesss pPerucTpaliOHHOTO — Y[OCTOBEPeHUs JIeKapCTBEHHOIO
rperapara, HauMeHOBaHHWs TIPOM3BOAWTeNeN  (MIPOM3BOACTBEHHBIX IUIOLIAI0OK  TPOM3BOJAUTENS),
MeXX/IyHapOJJHOe HeIlaTeHTOBaHHOe HauMeHOBaHWe (IIPU ero OTCYTCTBUM - XUMHUYeCKoe WU
IpyNIYPOBOYHOE HAaWMEHOBaHWE), TOProBOoe HaWMMeHOBaHWe, JIeKapCTBEHHYH (OpMY, [03MPOBKY
(koHIleHTpaLi0, 00beM, aKTMBHOCTb B eJUHWIAX [eHCTBUS), (OpPMy BBIMyCKa, KOJMUECTBO B
NOTpeOUTeNbCKOM  yIIaKOBKe, TIpeie/IbHYI0 — OTIYCKHYIO IleHy, paccuuMTaHHylo  @DejepanbHOM
AQHTUMOHOTIONILHOM  CYy>KOOM, INTPUXOBOW KO/, HaHECEHHbIH Ha BTOPUYHYIO (TTOTPEOUTE/THCKYIO)
YTIaKOBKY JIeKapCTBEHHOTO Tiperapara) (Ha OymMa)KHOM HOCHUTesle U B 37IeKTPOHHOM BHjle B TaO/JIMYHOM
dbopmare).

32. Tlpy HeoOXOAMMOCTH yTOUuHeHWs WH(opMaluu, TpeOyemol sl TIpOBeJEeHUs pacueTa
TipeZiesTbHBIX OTITYCKHBIX IIeH Ha BOCIPOW3BeJeHHbIN, OroaHanioroBbii (61OMoA00HbIN) IeKapCTBeHHBIH
Tiperiapat, COOTBETCTBYIOL[ME CBe/IeHHsl 3arlpallliBalOTCs B TOPs/Ke, TPeAyCMOTPeHHOM HOYHKTOM 14
[TpaBun perucrpauum.

33. MuHucTepcTBO 31paBooxpaHenus: Poccuiickoii depeparun B TeueHre 20 pabourx JHeid CO JHS
nonyueHuss ot DezepasbHONM AHTHUMOHOMONBHOM C/Ty)KObI peleHuss 00 YTBEP)KIEHHWH pacueTa
npe/ie/IbHBIX OTIYCKHBIX IIeH Ha BOCTIpPOW3BeZleHHbIe, OroaHanoroBble (6MOMOL00HBIE) JIeKapCTBEHHBIE
TperiapaTbl B COOTBETCTBUM C MYHKTOM 31 Hacrtosiux [IpaBwi mpuHMMaeT pelieHue 00 00si3aTebHOU
repepervcTpalyyy  Ipefie/ibHOM  OTIYCKHOM LieHbl Ha  JIeKapCTBeHHbIM  Iperapatr, BHOCHUT
COOTBETCTBYIOL|UE J[laHHbIE B peecTp B CPOK, IpeAyCcMOTpeHHbIM OYHKTOM 6 IlpaBun BepeHust
rOCy[JapCTBEHHOTO peecTpa IIpeJie/ibHbIX OTIYCKHBIX LieH [POM3BOJUTe/ell Ha JieKapCTBEHHbIe
Tperiaparthl, BK/IFOUEHHbIE B TepeueHb >KU3HEHHO HeOOXOAMMBIX W BaKHEHWIIWX JieKapCTBEHHBIX
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TIperapaToB, YTBEP>KJEHHBIX MoCcTaHOB/MeHWeM [IpaButenbcTBa Poccuiickort ®Pesepaiuu ot 29 okTsa0pst
2010 . N 865 "O rocygapCTBEHHOM peryMpoBaHWU LieH Ha JieKapCTBEHHbIE Mpernaparbl, BKIOYeHHbIE B
riepeyeHb >KU3HEeHHO HeOOXOAMMBIX 1 BaKHEHIIINX JIeKapCTBeHHBIX TIPeriapaToB"”, BeIZAET JeprKaTesTio Win
B/a/leNblly PerucTpalOHHOTO Y[OCTOBEDEeHUs JIeKapCTBEHHOrO mperapara (yrnoJHOMOUEHHOMY WM
JULY) BBIMTUCKY M3 TIpMKa3a MuHKUCTepCTBa 3ApaBooxpaHenus Poccuiickoit ®enepary 06 00si3aTetbHOM
repeperucTpalui TpeJieIbHOM  OTIYCKHOM 1|eHbl Ha JIeKAapCTBEHHbIM T[perapaT W pasMeliaer
COOTBETCTBYHOILYHO UH(pOpPMaLHIO Ha CBOeM O(HIMa/IbHOM caiiTe B ceTd "VIHTepHeT".

Koncynsrautlntoc: npumeuanue.

JlekapcTBa, peanu30BaHHbIE O BCTYIUIEHUS B CH/y MpHKa3a 00 00si3aTe/lbHOM MepeperucTpaluv B
2019 - 2020 romax, MOTYT ObITh B OOpall[eHHH [0 UCTeUeHUsI CPOKA TOAHOCTH C yueToM (haKThueCKOM
OTIYCKHOW LIeHbI, He TMpeBbILIAlIeN NpeJe/lbHYH OTIYCKHYIO LieHY, NIPUMEHSIBLIYIOCS Ha AaTy UX
peanusaLyu.

34. Tlpuka3 MwuHUCTepPCTBA 3ApaBooxpaHeHMs Poccuiickoii ®Pezpeparuu 00 o00si3aTe/IbHOMN
TiepeperucTpaluu mpeebHON OTIYCKHOM 1ieHbl TIPOM3BOAUTES Ha JIeKAaPCTBEHHbBIH TperapaT BCTyIaeT
B CWJIY TI0 UCTeUeHHUH 5 MeCsIieB CO JHS ero MPUHSTHSI.

35. MununcTepcTBO 371paBooxpaHenus: Poccuiickort ®@efjepariiul B Lie/sIX COOMIOAE€HUs] HOPMBI YacTu
2 cratbu 63 PesepanbHoOro 3akoHa "O6 obpalljeHWM JeKapCTBEHHBIX CPe/CTB" OTMeuaeT B peecTpe
COOTBETCTBYIOI[yI0O HMH(pOPMaMi0o 000 BCex paHee 3aperiCTPUPOBAHHBIX (T1€peperuCcTpUpPOBAaHHbIX)
TpeJleflbHbIX OTIYCKHBIX LleHaxX T[pOM3BOAWTeNeld Ha pedepeHTHbII MW COOTBETCTBYHOLUE €My
BOCITPOM3Be/IeHHbIe, OrioaHaoroBble (0Monof00HbIe) TeKapCTBEHHbBIE TTperaparsbl.

36. Tlpu Hecornmacuu c Tipou3sBesieHHbIM DeepabHON AaHTUMOHOTIONMBHOM CTy)KOOM pacueTom
TipeZiesbHBIX OTITYCKHBIX IIeH Ha BOCIPOM3Be/leHHble, OroaHasoroBbie (6MOMon00HbIE) JleKapCTBEHHbIe
rperapatbl Jiep>KaTei WKW Bfafiefblibl PErvCTPALMOHHBIX YAOCTOBepeHU BOCIPOU3BeeHHbIX,
O1oaHaMoroBeIX (OHMOMOMOOHBIX) JeKAPCTBEHHBIX TperaparoB (yroTHOMOYeHHbIe UMM JIMIIA) BIIPaBe B
TeueHWe OJHOTO KajieH/JapHOro Mecslla CO [JHS TIpUHATHS MUHUCTEPCTBOM 3/IpaBOOXPaHeHUs
Poccwuiickoit ®@efepariuu peitieHHst 00 00si3aTe/TbHOM IepeperucTpalyy rpeiebHONM OTIYCKHOM 11eHbI Ha
JIeKapCTBEHHBIM TIperapar oOpatuthcs B PefepasbHYy0 aHTUMOHOIMOMBHYIO C/TY)KOy C 3asiBJI€HUSMH O
TiepecMOTpe pacueTa 3aperCTPUPOBAHHBIX TIPeZie/bHBIX OTITYCKHBIX 1[eH Ha JieKapCTBeHHbIe TIperiapaThbl,
B TOM YKCJIe B paMKax OFHOTO Me>KyHapOZHOr0 HeraTeHTOBAaHHOTO HaMeHOBaHUSI.

3asB/ieHUsT O TIepecMOTpe pacueTa 3aperuCTPUPOBAHHBLIX TIpe/iellbHbIX OTIYCKHBIX I[eH Ha
JleKapCTBeHHbIe Tperapatbl C MpWiokeHWeM (TI0 BbIOOpY Jep)kaTeneid WM BafiesiblieB
PErMCTPALIMOHHBIX  Y/IOCTOBEPEHUM JIeKapCTBEHHBIX TIperapaTroB, YIIOJHOMOUEHHBIX UMM  JIMIT)
MOTHUBUPOBAHHOTO /IOKYMEHTA/ILHOTO TIOJTBEPXK/IeHUs] pacyeTa yKa3aHHOW LIeHbl TPeCTaBJISIOTCS B
desiepasbHYI0 aHTUMOHOTIONBHYO CTY>K0y Ha OyMa>kKHOM HOCHTeJIe.

37. ®enepanbHas aHTUMOHOIO/bHAsA CIy>K0a B TeueHWe OJHOTO MecCslla CO JHS TOCTYTUIeHUS
3asiB/IeHMH U JOKYMEHTOB, YKa3aHHbIX B IyHKTe 36 HacTtosmux [IpaBus, mpoBepsieT pacueT Ipeze/bHbIX
OTMYCKHBIX 1[eH Ha BOCIIPOM3Be/leHHble, OroaHa/moroBble (OMOMOAOOHbIE) eKapCTBeHHbIe TMperaparsl,
npyu  HeoOXOAWMOCTH TIlepecMaTpvBaeT pacueT TIpefefbHbIX OTMYCKHBIX 1eH Ha YyKa3aHHbIe
JIeKapCTBEHHbIEe TpernapaTbl, OTMEHSIET paHee MpUHAThbIe pelleHWs] U Harpas/seT B MHWHHUCTEPCTBO
3ppaBooxpanenust Poccuiickoii @efepaliuii HOBble pellleHHsI 00 YTBEep)KZEHUHM pacyeTa TpeJe/bHbIX
OTITyCKHBIX L|eH IMPOU3BOAUTE/ISI Ha yKa3aHHbIe JIeKapCTBEHHbIE MpernapaThl WiK Harpas/sieT 3asBUTENSIM
perieHre 00 OTKase B TIepeCMOTpe pacueTa Tpe/e/ibHbIX OTIYCKHBIX 1IeH Ha yKa3aHHbIe JIeKapCTBEHHbIe
Triperaparsl (C yKa3aHueM NPHUYMH OTKasa).
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38. B ciyuae ormensl ®ezepasbHOM aHTHMOHOIIONBHOW CTy>KOOM pelieHHs1 00 yTBep>KIEeHUH
pacueTa IpeJie/IbHbIX OTITYCKHBIX LIeH Ha JleKapCTBeHHble MpernapaTbl MHUHUCTEPCTBO 3/jpaBOOXPaHeHUs!
Poccuiickoit ®Pefeparii  OTMeHsieT pelneHre 00 00s3aTesIbHOM — TepeperucTpariiy  TMpeJesbHbIX
OTITYCKHBIX LIeH Ha 3TU JIeKapCTBeHHbIe MperaparThl, HCK/IoUaeT NepepericTpupoBaHHble B 00s13aTe/IbHOM
TOpsiiKe TIpeJie/IbHble OTITyCKHble IIeHbl Ha YKa3aHHble JleKapCTBEeHHble Iperapartbl U3 peecTpa U
NpUHUMaeT HOBble pellleHUs] 00 00si3aTesIbHOM IepeperyucTpalyy NpefebHbIX OTIYCKHBIX LleH Ha 3TH
JIeKapCTBEHHbIe TpernapaTsl B 3aBUCMMOCTH OT pelleHHd, NpUHAThIX PefiepaJbHOM aHTUMOHOIIOIBHOU
CITY>KOOM.

39. B cayyae eciv B paMKax MeX/YHapOJHOIO HeIaTeHTOBAHHOIO HavMeHOBaHWUs U
JIeKapCTBEHHOUM (DOpPMbI OTCYTCTBYeT pedepeHTHbIN JieKapCTBeHHbIN Mperapar WM lieHa Ha Hero He
3aperucTpUpoOBaHa, 3aperiCTpMpoBaHHas [0 [HS BCTYIUIEHMS B CUIYy MOCTaHOB/eHUs IIpaBuTenbcTBa
Poccutickoit @efepaiium, yka3aHHOTO B IyHKTe 3 Hactosiux [IpaBus, mpejenbHasi OTIMYCKHas 1jeHa B
OTHOIIIEHHH COOTBETCTBYIOIIEro BOCTIPOU3Be[eHHOT0, O1oaHanoroBoro (61ornoZio0HOr0) ieKapCTBEHHOTO
nperapaTta I|eHOBOro cermeHTa cBbile 100 pyOrel MOAIe)XUT 00s3aTe/IbHOM MepeperucTpalud U He
MOJKET TIpeBbIIaTh paHee 3aperuCTPUPOBaHHYH (TlepeperduCTpUPOBaHHYIO) Mpefe/bHYH0 OTIYyCKHYHO
1[eHy BOCIIPOM3BeZIeHHOro, OuoaHasoroBoro (61oroso0HOr0) JieKapCTBeHHOro Tmperapara (6e3 yueta
(hopMbI BITTyCKa).

B cnyyae ecm B paMKax OJHOTO TOPrOBOTO HaMMEHOBaHMsI BOCIIPOM3BEJEHHOT0, O1I0aHaIoroBOro
(6uoriomobHOrO) JIeKapCTBeHHOrO TIperapara LieHOBOro cermeHrta cBbiile 100 py6seil ¢ yuerom
V3MeHeHUs TOProBOr0 HavMeHOBaHUs JIeKapCTBEHHOIO Tperapara C OAHOM JieKapCcTBeHHOW (hopMoi,
JI03UPOBKOM ¥ OOIIMM KOTMYECTBOM BO BTOPUUHOMW (MOTpeOHTE/NbCKOM) yIaKoBKe 3aperMCTPUpPOBAHO
HEeCKOJIbKO TIpe/le/IbHbIX OTIYCKHBIX 1ieH, Mpeje/bHas OTIyCKHas LieHa J/s1 OJHOTO WIHM HeCKOJbKUX
Npou3BOAUTeN e (NIPOM3BO/ACTBEHHBIX IUIOIIAJO0K TPOU3BOJUTENS), YKa3aHHbIX B paMKaX OZJHOIO
PEeruCTpallMOHHOIO Y[ OCTOBEpeHMs, He MO)KeT IIpeBbllllaTh MHWHHUMAJbHYH0 U3  [OC/Ie[HHUX
3aperuCcTpUpPOBaHHbIX Mpe/ie/bHbIX OTIIYCKHBIX LieH (C y4eTOM UX epeperucTpalyu).

(B pen. [TocranoBnenus ITpaButensctBa P® ot 31.10.2020 N 1771)

B cnyuae eciv B paMKax OZHOTO PervCTPaLMOHHOTO Y[ 0CTOBEpeHMs JIeKapCTBEHHOIO Iperapara
BOCTIPOM3Be/IeHHbIN, OHMOaHa/IOTOBBIM (OUOTIOAOOHBIN) JIeKApCTBEHHBIM TIperapar TIPOM3BOAUTCA B
rocyiapcTBe - ujeHe EBpasuiickoro 5KOHOMHYECKOTO CO3a U MHOCTPAHHBIM TPOU3BOJUTEJIEM,
MUHMMasbHash W3 3aperMCTPUPOBAHHBIX TIpe/leNIbHbIX OTIYCKHBIX 1[eH OrpefieisieTCss C COXpPaHeHueM
TIPUHA/IIe)KHOCTU JIeKapCTBEHHOT'O TIperaparta K rocyJjapCcTBy - ujeHy EBpa3suiickoro 3KOHOMHYECKOTO
COI03a WM UHOCTPAHHOMY TIPOU3BOJUTEJTIO.

40. B cnyuae ecnu mpefesibHasi OTIyCKHasi LleHa Ha pedepeHTHbIN JIeKapCTBeHHBIN Mpernapar He
TiepeperucTprpoBaHa B 00s13aTe/IbHOM TOPsi/IKe, pacyeT LjeHbl Ha COOTBETCTBYIOLIE BOCTIPOM3Be/IeHHBIE,
OuoaHaoroBeie (6HMOTIOZOOHBIE) JIEKAPCTBEHHbIE TIperiapaThl MpU ee 00si3aTe/IbHOM TepeperucTpariu
ocyiectisieTcss PefepanbHON aHTUMOHOTIOIBHOW C/TyK00W € ydyeTom TpeboBaHMI MYHKTOB 25 - 27
Hactosiiux [IpaBusi, a Tak)ke Ha OCHOBaHUM MUHHMAaJIbHOW OTITYCKHOM 1LieHbI Mpor3BoauTes (6e3 yueta
TIPOU3BO/ICTBEHHBIX TJIOLIA/0OK TPOU3BOAUTENSL, HO C yUeTOM pacXO/0B, CBSI3aHHBIX C TaMOKEHHBIM
oopmsieHMeM) Ha COOTBETCTBYIOLMN peQepeHTHbIM JeKapCTBeHHBIM T[perapaT B WHOCTPaHHBIX
rOCylapCTBaX, yKa3aHHbIX B IpuiokeHM IN 2 K MeTOAWKe, C TpPUMeHeHHeM TOHMXKaoIIero
ko3¢ durreHTa, 3Ha4eHUsI KOTOPOTO OTPeIeNISIFOTCS B COOTBETCTBUM C IpuiaokeHrHeM N 5 K HaCTOSIIIAM
IIpaBunam.

B cnyyae orcyrcTBUsi LjeH Ha pedepeHTHbIN JieKapCTBeHHBIN TiperapaT B WHOCTPAHHBIX
roCy[japCTBaX, yKa3aHHbIX B mpuiokeHnd N 2 K MeTOAUKe, pacueT LieHbl Ha COOTBETCTBYHOLUE
BOCIIPOM3Be/ieHHble, OuoaHa/moroBbie (OMOMOOOHBIE) JleKapCTBeHHbIe IIperapaThl OCYIIeCTB/ISeTCS
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desepabHOM AHTUMOHOTIONILHOM — CTy)KOOM Ha OCHOBAaHMM MHWHHMAJIBHOM  OTMYCKHOW  LIeHBI
NIPOM3BOJUTENSI HA 3TOT BOCIPOU3Be/leHHbIH, O10aHa0roBbIi (610rog00HbIM) 1eKapCTBeHHBIH Mperapar
(6e3 yuera MPOM3BOACTBEHHBIX IUIOMIAZAOK MPOU3BOAUTENS) MO MEXIYHAapOAHOMY HeraTeHTOBAaHHOMY
HaVMEeHOBAHUIO, JIeKapCTBEeHHOW (opMe M [I03UPOBKE B MHOCTPaHHbIX TOCY[ApCTBaX, yKa3aHHBIX B
npuaokeHn N 2 K MeToziuKe.

41. MuHMCTEpPCTBO 37ipaBooxpaHeHust Poccuiickoit ®enepaiuu no ucreueHun 70 pabounx JHeH co
[IHS1 BCTyTI/IeHUs1 B cuily roctaHosseHusi [IpaButenbctBa Poccutickoii ®efepaliviv, yKa3aHHOTO B [YHKTe
3 Hacrosiumx IlpaBun, HanpaeiseT B DefiepanbHyI0 aHTUMOHOTIONBHYIO C/TY>KOy CITUCOK pehepeHTHbBIX
JIeKapCTBEHHBIX IperapaToB, Npe/ie/ibHble OTITYCKHbIe 1[eHbl Ha KOTOpbIe 3aperuCTPUpPOBaHbl U BKIFOUEHbI
B peecTp, HO He 3asiBleHbI K 00s13aTe/IbHOM IepeperucTpaljuv Wik B 00si3aTeIbHOM TiepeperucTparyn
KOTOPBIX 0TKa3aHO JBa)X/bl B COOTBETCTBUU C NyHKTaM# 11 v 12 Hactoswmux [IpaBus, a Takxe riepedyeHb
COOTBETCTBYIOIIIUX WM  BOCIPOM3BEEHHBIX, OHOaHANMOroBeix (OHMOMOMOOHBIX)  JIEKAPCTBEHHBIX
TipernaparoB, MpeZerbHble OTIYCKHbIE LleHbl Ha KOTOpPble 3aperuCTpPUpPOBaHbl U BKJIOUEHbI B peecTp,
cofiepXKaluii ~ HeoOXoguMoOe i TIPUMEHEHHWs]  TOHMDKAKoIIero  Ko3dhduIiMeHTa  OIvcaHHe
BOCTIPOM3BeJIeHHbIX,  OuoaHanoroBeix  (OMOMOAOOHBIX)  JIeKAPCTBEHHBIX  TperapaTtoB  (HOMep
perucTpalyoHHOIO  yOCTOBEPEeHHsI JIeKapCTBEHHOIO IiperiapaTta, HavMeHOBaHWe Brajenblia WIN
Jlep)karessi ~ perdCTpaljMOHHOIO  y[AOCTOBEpeHHs  JIeKApCTBEHHOIO  [periapata, HauMeHOBAHUS
ripou3BojuTesiel (MMPOU3BOACTBEHHBIX IUIOLIA0K TIPOU3BOJUTEJISI), MeXIyHAapOJAHOe HeraTeHTOBaHHOe
HauMeHOBaHHe (TIpU ero OTCYTCTBUU - XMMHYECKOe WM IPYyNNUPOBOYHOE HaWMeHOBaHHWE), TOProBOe
HaMMEHOBaHUe, JieKapCTBeHHast (GopMa, /I03UpOBKa (KOHILIeHTpalus, 00beM, aKTMBHOCTh B €MHHUIAX
JIeMCTBUST), BbIpa)KeHHasi B COOTBETCTBYIOLMX €WHHWLAX M3MepeHus, (opma BbINYyCKa, KOJIMYECTBO B
NoTpebUTeNLCKON yTaKOBKe, TIOC/eHssSI Tpefe/ibHasi OTIyCKHasi IjeHa C yKa3aHWeM JaThl U HoMmepa
rpuka3a MuHucTepcTBa  37paBooxpaHeHusi Poccuiickodt  ®efepaliu 0  perucTpalud  Wid
riepepervcTpaluu npefebHOM OTIMYCKHOM LieHbl Ha JIeKAapCTBEHHbIM Tpernapar U (Wid) JaTbl U HOMepa
BBINIMCKU W3 peecTpa, BbIJAHHOW Brajenblly WIA [JepKaTell0 pervcTpalOHHOTO YA0CTOBEpeHus:
JIEKapCTBEHHOI'0 IIperapara IO pe3y/JbTaTaM BHECEHHs M3MEHEHWM B pPeeCTPOBYIO 3allMCh peecTpa,
IITPUXOBOM KOZI, HaHECeHHbI Ha BTOPUUHYIO (TIOTPeOUTEeNbCKYI0) YITAaKOBKY JieKapCTBEHHOTO
nipernapara), Ha OyMa)kKHOM HOCHUTeJ/Ie U B 3JIEKTDOHHOM BHjie B TabnmuuHOM (opmare.

42. ®depepanbHasi aHTUMOHOTIONMbHAsS Cy)k0a B TeueHue 60 paboumx AHeH CO JHS TOMy4YeHHUS] OT
MunucrepcTBa 31paBooxpaHeHust Poccurickon ®epepaliy CBeJleHWM, MpeAyCMOTPEHHbIX OYHKTOM 41
HacTosimx IlpaBui, MpPOBOAUT B COOTBETCTBUM C HacTosMMU IlpaBuiamMy M MeTOAMKOM pacyer
npe/ie/IbHBIX OTIYCKHBIX IIeH Ha BOCIpPOW3BeZleHHbIe, OroaHanoroBble (61OMOL00HBIE) JIeKapCTBEHHbIE
Triperaparbl, cofep)Kalliid UHQOpPMaLMi0 0 HOMepe PervucTpalyoOHHOIO Y0CTOBEPEeHUs J1eKapCTBEHHOIO
Iperiapara, HavMeHOBAaHWM  Bijafiesiblla  WIM  Jlep)Karesss  PerMCTpalOHHOIO  yJAO0CTOBepeHus
JIEKapCTBEHHOI0 TIperiapara, HavMMeHOBAaHMAX [pOU3BOAUTeNel  (IIPOM3BOACTBEHHBIX  IJIOL[AZl0K
IIPOM3BOJNTE/ISI), MEXKIAYHapOAHOM HelaTeHTOBAHHOM HaWMeHOBaHUM (MpU  ero OTCYTCTBUM -
XMMHUUECKOM WM TPYIIMPOBOYHOM HaWMeHOBaHMM), TOPFOBOM HauMEHOBaHWH, JIeKapCTBEHHOU (popme,
JI03MPOBKe (KOHIIeHTpaluy, 00beMe, akTUBHOCTH B eIMHULIAX [elCTBYs), GopMe BBIMTYCKa, KOJMUEeCTBe B
NoTpebUTeNbCKONM  yIakoBKe,  TIpefe/lbHOM  OTIyCKHOW  IleHe, paccuuTaHHod — ®PezepanbHOMN
AHTUMOHOIIONBHOW  C/Ty)kKOOM, IUTPUXOBOM KOZle, HaHECEHHOM Ha BTOPHUYHYIO (TIOTPeOHTENbCKYIO)
YTIaKOBKY JieKapCTBeHHOro rpernapara. OpHoBpeMeHHO ®efiepanbHasi AHTUMOHOIIO/BHAS —CTy»K0a
NyO/IMKYyeT yKa3aHHBIM pacueT Ha CBoeM O(UI[MaTbHOM caiiTe B cetd "VIHTepHeT' UM HampassieT ero B
MuHucTepcTBO 3ApaBooxpaHeHusi Poccuiickoli @efepalii Ha GyMaKHOM HOCHUTesle M B 3/IEKTPOHHOM
BU/le B TabIyHOM ¢opmare.

43. Ilpu mipencTaB/ieHUU [JeprkarejieM WIA BiajesblieM perucTpaliMOHHOIO YAO0CTOBEpeHUs
pedepeHTHOro0 JIeKapCTBEHHOrO rMpernapara (yrMoOJHOMOYEHHBIM KM JIMLOM) B MWUWHHUCTEpPCTBO
3npaBooxpaHeHuss Poccuiickori Pefepalii JOKYMEHTOB B COOTBETCTBUM C MOYHKTOM 4 HaCTOSIUX
[TpaBun nocse HampasaeHUs: MUHUCTEPCTBOM 37ipaBooxpaHeHusi Poccutickor defepaliiy JOKYMeHTOB B
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desepasbHYI0 AHTUMOHOTIO/ILHYIO CTyKOy B COOTBeTCTBMM C IyHKTOM 41 Hacrosimx IlpaBun, 3a
WCK/TIOUeHHeM CJTyyvasi, TIpelyCMOTPeHHOTro IyHKToM 16 HacTtosimx [1paBus, 3asiB/ieHHasi K 00si3aTeIbHOM
repeperucTpalyy rpejiesibHasi OTIyCKHas LjeHa Ha pedepeHTHbIN J1eKapCTBEeHHbIM Iperapar He MOKeT
TNpeBbIIIaTh MaKCUMa/bHYIO [1epeperuCcTpUpOBaHHYIO B 00s13aTe/IbHOM MOPSsi/iKe Tpe/ie/IbHYI0 OTITYCKHYIO
I[leHy Ha COOTBETCTBYIOIIWM BOCIPOW3BEe/IEHHBINM, OHMOAHA/NIOTOBbIN (OMOMOMOOHBIN) JIeKapCTBEHHbIH
Tperiapar.

ITpunoxenue N 1

K [TpaBunam 06si3aTe/TbHOM MepeperucTparuu
B 2019 - 2020 rogax 3aperucTpupoOBaHHbIX
ripe/ie/ibHbIX OTIYCKHBIX LIeH MPOU3BOAUTE er
Ha JIeKapCTBeHHbIe MperapaThl, BKIHOUeHHbIe
B TIepeueHb )XKU3HEHHO He0OX0JUMbIX

Y Ba)KHEWIIMX JIeKapCTBEHHBIX TperapaToB



Ha pedepeHTHbIi NeKapCTBEHHbIi Npenapart,

3AABNEHNE
06 o6s3aTenbLHON nepeperucTpaunn B 2019 - 2020 rogax
3apernucTpupoBaHHO npefenbHOl OTMYCKHOW LUEeHb Mpon3BoauTens

BK/IIOYEHHbIN

B MnepedyeHb XW3HEHHO H606XO,CI,I/IMbIX N BaXHenwnx
NeKapCTBEHHLIX MNMpenapaTtoB

3aaBuUTeENb
(HaMmeHOBaHue, NOYTOBLIN agpec, ajpec 3NEeKTPOHHOW NOoYThl)
JepxaTens  wnu  Bnajeney perucTpauMoHHOro YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npenaparta
(HaMmeHOBaHuMe, NOYTOBLIN ajpec, ajpec 3NEeKTPOHHOW NOYThl)
N | Cragus | ITpouss | Agpe |Ctpa| [ns poccuiickux ropuanueckux | Havmen
/11 | IPOU3B | OAUTENb | C Ha |JIKL - UeHTU(PUKALMOHHBIN HOMED | OBaHUe
oJCcTBa |(HauMeH HaJIOroriaTesblIuKa, A1 perucTp
OBaHUe) MHOCTPaHHBIX IOPUANYECKUX JIUL] - | UPYIOLLe
KOZ, HaJIororviaTesbljiKa B CTpaHe ro
perucTpauuu (MHKOpriopalyy) Wi | opraHa
ero a”asior
N | Home | Mexxaynapop | Topr | Jlekapc | O6mee | IpegensHas | IlItpuxos | Koa
n/n p HOe OBOe | TBeHHa | KO/IMYecC | OTITyCKHas oit koi, | AT
peruc | HemaTeHTOBaH | Hau | TBO BO LieHa HaHeceHH | X
Tpanu HOe, WIN MeH | (popma, | BTOPUUH | TIPOU3BOJIUTE |  bIM Ha
OHHOT | TPYNIIMPOBOY | OBaH | JO3UPO oM Jid 3a BTOPUUHY
0 HOe, WIN ue BKa, | (moTpeb | morpebuTtesb 1%0]
VAOCT | XUMHUUYeCKoe KOMIUI | UTeJIbCK CKYHO (mmotpebu
OBepe | HAUMEeHOBaHU €KTHOC 0)7))] VIIAaKOBKY | TeJIbCKYHO
HUSA e <k Th <*> | yMaKOBK | <**> Ge3 )
e HAOC YIaKOBKY
(py6ueit)
1 2 3 4 5 6 7 8 9
Yno/siHOMOUeHHOoe
JIUL[O
(d.n.0.) (TO/KHOCTBD) (moamuck)

(dbopma)
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KoHTakTHbIE Ajipec 3/1eKTpOHHOM
TenedOoHbI TIOUTHI

ML.II. (mpy HaIM4KUM)

<*> B ciayuyae OTCYTCTBUSI MeEKJYHapOAHOTO HeNaTeHTOBaHHOIO HAaUMeHOBaHUSl B
PEruCcTpallMOHHOM  YIOCTOBEPEHWMM  JIeKAapCTBEHHOTO  Tperapara  yKa3blBaeTCsi HauWMeHOBaHHe
JIeKapCTBEHHOTO TIperiapara, TpeAyCMOTPeHHOe TepeyHeM >XM3HeHHO HeOOXOAMMbIX U BaXKHEWIINX
JIeKapCTBEHHBIX MperapaToB.

<**> B cnyvasx, NpefyCMOTPeHHbIX IYHKTOM 25 [IpaBun rocynapCTBeHHOW pervcTpalyiv 1
repeperucTpaliy IpeJe/bHbIX OTIYCKHBIX 1ieH TpPOW3BOJWTeNell Ha JieKapCTBeHHble IIperaparsl,
BK/IIOUEHHbIE B TIlepeueHb >KW3HEHHO HeOoOXOAMMBIX W Ba)KHEMIIMX JieKapCTBEHHBIX IIperaparos,
yTBepP>KJeHHBIX MMocTaHoBieHueM [IpaBuTenbcTBa Poccuiickoit ®eneparmu ot 29 oktsa6pst 2010 . N 865
"O rocypapCTBeHHOM pery/IMpOBaHHWU lleH Ha JleKapCTBeHHbIe IIperiapaTbl, BK/IIOUEHHbIe B IlepeueHb
JKU3HEHHO HeoOXOJUMbIX U Ba’KHEMIIMX JIeKapCTBEHHBIX IIperaparoB’’, JOTOMTHUTENbHO YyKa3bIBAeTCs
(hopma BbITTyCKa JIeKapCTBeHHOTO Tperapara, C y4eToM KOTOPOM PacCUMThIBAaeTCs MpejiefibHast OTITyCKHast
1]eHa MPOM3BOZUTEIS 3a NTOTPeOUTE/IBCKYIO YIIaKOBKY JIeKapCTBEHHOTO Tperapara.

[Tpunoxenue N 2

K [IpaBunam obsi3aTesnbHOM MepeperucTparLuu
B 2019 - 2020 rogax 3aperucTp¥poBaHHbIX
TnipeJielbHbIX OTIYCKHBIX 1|eH POU3BOJUTeNeN
Ha JIeKapCTBeHHbIe TIperaparbl, BK/IFOUeHHbIe
B TlepeueHb )KU3HEeHHO He0OX0JUMBbIX



Y BaYKHEMIIINX JIEKapCTBEHHBLIX IIperiapaToB

(bopma)

PACYET
npefenbHOW OTNYCKHOW LEeHbl MPouM3BOAUTENS Ha pedepeHTHbIN
NeKapCTBEHHLIA npenapaTt, npefcTaBasemoin gna obsa3aTenbHO
nepeperncrtpaunm B 2019 - 2020 rogax

(HaMmeHoOBaHMe oOpraHuM3aunm - 3asaBuUTensd)

1. CBefeHuss 0 fleKapCTBEHHOM npenapaTe

1.1. Homep perucTpalioHHOTO yJj0CTOBEPEeHUSs

1.2. MexayHapoAHOe HelaTeHTOBaHHOe, U/ ITPyNIUPOBOYHOE, WU
XUMHUUeCKoe HaMeHOBaHUe

1.3. Toprosoe HauMeHOBaHUe

1.4. JlekapcTtBeHHast (hopMa, JO3MPOBKA WM KOHLIEHTparusi, 00beMm,
aKTUBHOCTb B €/JUHULIAX JeUCTBUS

1.5. OO0i1jee KoMMUeCTBO BO BTOPUUHOM (ITOTPeOUTE/TECKOM) YITaKOBKE

2. PacuyeT UeHbl

N | Kopg MuHumasibHas [Ipoekrt Heiicteytomjas | COOpbI [TpoekTt
n/m| TH OTITyCKHasi 1ieHa OTITyCKHOMU CTaBKa 3a pacueTHOM
B3/l | mnpousBoguTens Ha L|eHbI TaMO)XeHHOW | TaMO)KeH | OTITyCKHOM
EABC JIeKapCTBEeHHbIN "MocCTaBKa | MOLULIAHBI <**> |  Hoe LIeHbI
rpernapar B 0e3 oraThbl oopmrie | mpousBoAUTe
rocyzjapcrse TOLLTUHB!" HuUe JI1 C YYeTOM
npousBoguTenss B | (pyOseid) (pyOnett) | TaMOXKEHHBIX
JPYrUx rocyfapcraax <HE> <HE> pacxo/ioB,
B COOTBETCTBUHM C pybneti (6e3
npunoxenvem N 3 HOC)
<*k>
HalMeHOBa | lleHa TIpOLIeH | pyOie
HUe cTpaHsl | (py6sieit TOB %
)
1 2 3 4 5 6 7 8 9

<*> YKas3bBawTCA MWUHUMa/IbHOE 3HayeHue U3 rpadol "PacyeT OTMYCKHON LUEHbl, B
py6bnax" wu rocygapcTBo, LeHa B KOTOPOM uCMO/b30Banacb f/s pacyeTta, U3
npunoxeHus N 3 Kk MpaBunam ob6a3aTenbHOW nepeperuncTpaymm B 2019 - 2020 rogax
3aperncTpuMpoBaHHbIX MNpefenbHbiX OTMYCKHbIX LEeH Npou3BoAuTesnell Ha /ieKapCTBEHHble
npenapartsl, BKJ/IIOYEHHbIE B nepeyeHb XW3HEHHO HEeOO6XOoAWMLIX W  BaXHenwnx
NneKapcTBeHHbIX npenaparTos, YyTBepXAEeHHbIM noctaHoB/IEHNEM MpaBuTenbLCcTBa
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Poccuiickoii ®egepaumm oT 16 gekabps 2019 r. N 1683 "O BHeCEHWN N3MEHEHUIA B
HeKoTopble aKTbl [paBuTenbcTBa Poccuiickoli degepaunm B 4acTu rocygapCTBEHHON
permcTpauyMm 1 nepeperncTpayum npegesibHelX OTMYCKHbIX LEH Ha /1eKapCTBEHHbIE
npenapathl, BKJ/TIOYEHHbIE B nepeyeHb XWM3HEHHO HEOO6XOAWMBIX W  BaXHenwnx
NeKapcTBEHHbIX npenapaToB".

<FES He 3anonHseTcs ONA  NeKapCTBEHHbIX npenapaToB MNpPOU3BOANTENSA
rocygapcrtesa - u4feHa EBpa3sMiiCKOro 9OKOHOMMYECKOIrOo COW3a W N1eKapCTBEHHbIX
npenapaTtoB WHOCTPaAHHOro MPou3BOACTBA, MNepBUYHaAA M (UIM) BTOpUYHAs ynaKoBKa
KOTOpbIX ocyluecTBnseTcs unu naaHupyeTcs OCylWwecTBNATbLCA B Poccuiickoii
depepaunn.

PykoBoautens
opraHu3aLuu-
3asiBUTeJIs
(Tmoamuch) (b.u.0.) (TenedoH, agpec 3/1€KTPOHHOU
TIOYTBHI)
M.IL. (ripu Ha;MM4MK)
Ncnonuurens
(moamuch) (d.u.0.) (TenedpoH, agpec 3/1€KTPOHHOU
TIOUTHI)

[Tpunoxenue N 3

K [IpaBuiam 00si3aTesIbHOM MepeperucTparnyy
B 2019 - 2020 rogax 3aperucTpupOBaHHbIX
TIpeJie/IbHbIX OTITYCKHBIX 1|eH [IPOU3BOJUTeNer
Ha JIeKapCTBeHHbIe TIperaparbl, BK/IIOUeHHbIe



NHOOPMALNA

B TIepeueHb )KU3HEHHO He0OX0JUMBIX
Y Ba)XKHEUIIMX JIeKapCTBEHHBIX TperapaTroB

0 MWHMMa/bHBIX OTMYCKHBIX LleHaxX Ha /IeKapCTBEHHbLI npenapat
B MHOCTPAaHHLIX FocyfapcTBax

CBefleHMA O NnekKapcTBEeHHOM npenapaTe

1.1. Howmep peructpanjiOHHOIO yZj0CTOBEpPEeHHUs

1.2. MexayHapogHOe HelaTeHTOBaHHOE, WU TPYNIUPOBOUHOE, WIN
XUMHUUEeCKOoe HaMeHOBaHHe

1.3. ToproBoe HauMeHOBaHUE

1.4. JlekapcTBeHHasi popma, 03MPOBKA H/IX KOHLIEHTPAIHs, 00bheM,
aKTUBHOCThH B €IMHULIAX JI€MCTBUS

1.5. OG6i1ee KOMMUECTBO BO BTOPUYHOM (MIOTPeOUTETbCKOI) YTIIaKOBKe

locymapctBa OtnyckHasg |  OtnyckHasg | OtniyckHas LeHa | Havme | Pacuer
L[eHa LjeHa TIPOM3BOZAUTEISI | HOBaH | OTIIYCK
MIPOM3BOJU | IPOM3BOJUTEIS Ha ue HOU
Tess Ha Ha JIeKapCTBEeHHBIN | MHOCT | LJeHbI B
JIeKapCTBe | JIeKapCTBEeHHBIM | Tpemapar 3a | paHHO | pyOrsx
HHBIU rpenapar 3a 1 eUHULLY u kK>
rperapar |/ieKapCTBEHHYIO | JeHCTBYIOIEro | BatoT
3a dbopmy (B BellleCTBa (B BI
YIaKOBKY | WHOCTPaHHOW | WHOCTPaHHOU
(B BasitoTe) <*> | BamroTe) <*¥*>
WHOCTpPaHH
O BaJIIOTe)
Benrpus

I'peueckasi Pecrny6iivika
KoponesctBo Benbrus

KoponesctBo Ucmanus

KoponescTtBo
Hupepnangos

Pecniy6vika IMosbina

Pymbinns

CrnoBarkas Pecnybmvika
Typeuxkast Pecriybvika

dpaHigy3ckas Pecriybsvika

(dbopma)



Yerrickasi Pecriy6sivika

CrpaHa npou3sBOAUTE S

<*> PaccunTbiBaeTCcsa B cny4dae o06s3aTesibHOM nepeperuncrtpauyum B 2019 - 2020
rogax npefenbHoO OTMAYCKHOW LEeHbl Ha NeKapCTBEeHHbIi npenapaTt, KONUYEeCTBO
NeKapcTBeHHbIX ¢opM B NoTpebuTenbLCKON ynakoBke (KOANMYECTBO [03 B YMNakKoBKe,
06bEM) KOTOPOro OTCYTCTBYET B OTAE/bHbIX rocyjapcTBax.

<**> PaccuuTbiBaeTCcA B cnydae 06A3aTenNbHOW nepeperucTpauum B 2019 - 2020
rogax npeaenbHOn OTNYCKHOWM LUeHbl Ha JIeKapCTBEHHLI npenapaT C 403MPOBKOMN,
KoTopasa OTCYTCTBYeT B OTAENbHbLIX TrocygapctBax. B pacuyeTe He y4duTbiBalwTCA
6nnxariuve CMeXHble A03UPOBKHN, npessiwanoume OO03UPOBKY 3asB/IEHHOr 0
NeKapCcTBEHHOro npenapaTa, npegHasHa4yeHHOro ANA MNpPUMEHEHWA B negnaTpuyeckoi
npakTuke (Ha OCHOBaHWW CBEAEHUIA WHCTPYKUUM MO MEAUUMHCKOMY MPUMEHEHUID),
6onee 4vem B 2 pasa.

<***> [lepecyeT UeHb B MWHOCTpaHHOW BanwTe B pybau ocyuecTBnseTcsa no
cpegHeMy Kypcy COOTBETCTBYWWEN WHOCTpaHHOW BaawTel K py6raw Poccuinckom
depepaunn, yCcTaHOB/IEHHOMY LeHTpasbHbM 6aHKOM Poccuiickoin degepauum 3a 2018
rog.

NpumeyaHue. B cnyyae ecnuM  UeHbl B OTAEe/IbHbIX CTpaHax onpejensawnTcsa Ha
OCHOBE MeXrocygapCTBEHHbIX  COrjlaleHuin no BOMpocam MNOCTaBKU
flekapCTBEHHOro npenaparTa, Heob6xoAMMO  yKa3aTb  OCOGEHHOCTHU
dopmupoBaHus 3TUX  UeH. Mpu 3TOM He YuuUTbHIBaKWTCH LeHbl  Ha
neKkapcTBeHHble nMpenapaTbl, MNOCTaBAsemMble 3a CYeT MexayHapongHbIX
dnHaHCOBbIX opraHusauum (¢oHpoB) no peweHuno BcemupHoii
opraHusauuMm 34paBOOXpaHeHus .

PykoBoguTesnb
OpraHu3aruu-
3asiBUTeIS
(moamuch) (d.u.0.) (TenedpoH, agpec 3/1€KTPOHHOU
TIOUTHI)
M.IL. (ripu HaMUUKUK)
Ncnonuurens
(mopmuce) (¢.n.0.) (TenedoH, azipec 31€KTPOHHOMN
TIOYTBHI)

ITpunoxenue N 4

K [IpaBunam o6si3aTe/TbHOM MepeperucTparum
B 2019 - 2020 rogax 3aperucTpupOBaHHbIX
ripe/ie/ibHbIX OTIYCKHBIX LIeH NPOU3BOAUTE er



CBEJAEHUNA
0 HaN4MM 3aperucTPUPOBAHHLIX MpPefesbHbIX OTMYCKHbIX LeH
3asBSEMOr0 /IeKapCTBEHHOr 0 npenapaTa

Ha JIeKapCTBeHHBIE IMperapaThbl, BKJIFOUe€HHbIE
B I1epe4yeHb )KU3HEHHO H606X0,Z[I/IMBIX
Y BaYKHEMIIINX JIEKapCTBEHHBLIX TIperiapaToB

(HaMMeHOBaHMe opraHu3auumn-3asBuTens)

I. CBefeHNs O NeKapCTBEHHOM npenapaTe
1.1. Homep perucTpaLioOHHOIO yA0CTOBEPeHUs
1.2. MexzayHapojHOe HelaTeHTOBaHHOe, WX IPyNINUPOBOYHOE, UIN
XUMHYeCKOe HauMeHOBaHue
1.3. ToproBoe HauMeHOBaHUe
1.4. JlekapctBeHHas (opma, 103MPOBKA WM KOHL|EHTpaLHs,, 00beM,
aKTUBHOCTh B IMHULIAX JeHCTBUS
1.5. OG6I1ee K0JMYECTBO BO BTOPUYHOM (TIOTPeOHTEbCKOM) YTIaKOBKe
IT. PacyeT UeHb
N Bnagener Jlekapc | Komvue | Homep u 3aperucTpupoBaHHas
II/T1 | pErUCTPALMOHHOIO | TBEHHA | CTBO B Jara ripejiesibHast OTIyCKHas LieHa
YA, 0CTOBEPEeHUs s notpeb | TipHKasa o TIPOU3BO/IUTEJIS Ha
JIeKapCTBEHHOTO | hopMa, | UTeNbCK | TOCYAAPCTB | JiIeKapCTBEeHHBIH mipemnapar (6e3
riperapara JI031PO o eHHOM H/C), pybieit
(npousBozuTeNb, BKa | YNakoB | perucTpanu
VITaKOBILIFIK, Ke " 3a pacyer | pacyer 3a
opraHu3arys, (mepeperuc noTpeb | 3a OfHY | eJMHHLLY
OCyLLIe CTBJISIFOLLAST Tpayuy) | UTEJBC | /IEKapCTB | JeHCTBYIOL]
BBIIY CKAIOLLMI npesienbHO | KYHO €HHYIO ero
KOHTPOJIb) i yrnakoB | ¢opMmy | BeljecTBa
OTITyCKHOU Ky
LIeHbI
1 2 3 4 5 6 7 8
PykoBoautesnb
OpraHu3aruu-
3asaBUTeS
(moamuch) (b.u.0.) (TenedpoH, agpec 3/1€KTPOHHOU

M.II. (npu Ha;MMUMM)

TIOUTHI)



VcnonmHuTtens

(moamuch)

(d.u.0.)

(TenedpoH, agpec 3/€KTPOHHOU
TIOUTHI)

[Tpunoxxenue N 5

K [TpaBuiam 00si3aTesibHOM MepeperucTpaLu
B 2019 - 2020 rogax 3aperucTpupOBaHHbIX
TIpeJie/IbHbIX OTITYCKHBIX 1|eH [IPOU3BOJUTeNeN
Ha JIeKapCTBeHHbIe IperiapaThl, BKIHOUeHHbIe



B TIepeueHb )KU3HEHHO He0OX0JUMBIX
Y Ba)XKHEUIIMX JIeKapCTBEHHBIX TperapaTroB

POPMY/bI
PACYETA NOHMKXAKOLWNX KOIPPULUMNEHTOB, NPUMEHAEMbIX
NP OBA3ATE/IbHOW MEPEPErMCTPALIUA B 2019 - 2020 FOAAX
MPEAENbHbLIX OTMYCKHbIX LLEEH MPOVU3BOAUTENEN
HA BOCIMNPOU3BEAEHHbIE, BUOAHAJ/TOIOBbIE
(BMONOAOBHLIE) NEKAPCTBEHHbIE MNMPEMNAPATbI



3aperucTpupoBaHHa
s TIpefie/TbHast
OTIyCKHasl LjeHa 3a

[Monwxkarotiuit Ko3hhuLueHT 11
pacyeTa IieHbI Ha BOCIIPOW3BeIeHHbIN
JeKapCTBeHHBIH ripenapart, Ky

[MoHmxaroiuii ko3dduieHT Asisi pacueTa
1[eHbI Ha OM0aHaIOTOBBINA (OMOTIO00HBII)
JleKapCTBeHHbIH npernapart, K

MOTPeOUTeTbCKYIO
VITAKOBKY TIPOU3BOJMUTEIS WHOCTPAHHOTO TIPOU3BOZMTEISI HMHOCTPAHHOTO
* *
pedepenTHoro | TOCYAAPCTBA - WiIEHA | POM3BOACTBA <*>, | rOCYAApCTBA - UIeHa | MPOU3BOACTBA <*>,
JIEKAPCTBEHHOTO EBpa3suiickoro TIPOLIEHTOB EBpa3utickoro TIPOLIEHTOB
npertapara, Ly KOHOMHUYECKOT'O KOHOMHYECKOT'O
(py6uneit) COR03a, MPOLIEHTOB COI03a, MPOLIEHTOB
1o 100 pyGnei 0 0 0 0
(BKJTIFOUMTE/TBHO)
ot 100 py6Greii 10 0 4 X (Lpeg)™™ - 10 0 0

500 py6neti
(BKJTFOUMTE/TBHO)

ot 500 py6neti 10
100000 py6neti
(BKJTFOUMTE/TBHO)

cebime 100000
pybneii

3,6 X ()" - 10 4% ()™ - 10

40 55

0,6 X (Lpey)** - 5 0,39 X (Lpe)** - 5

25 40




<*> JlekapCTBeHHbIe TIperapaTbl MHOCTPAHHOTO TIPOM3BO/ICTBA, B TOM UMCJie TlepBUYHasi U (WIH)
BTOpHYHAsl yIMaKOBKAa KOTOPBIX OCYILECTB/SIeTCS WIM TUIAaHUPYeTCsl OCYLIeCTBIATbCA B Poccuiickoit
@egepanuu.

YTBepKIeHbl

ITocranoBnenviem IIpaBurenbcTBa
Poccutickoit ®enepaiuu

ot 29 okTsi6ps 2010 . N 865

NMPABUNA
BEAEHNA TOCYAAPCTBEHHOIO PEECTPA NPEAE/NBbHbLIX OTMYCKHbIX LIEH
NMPOU3BOAUTENEN HA NEKAPCTBEHHbIE NPEMNAPATbI, BK/TIOYEHHbIE
B NEPEYEHb YXU3HEHHO HEOBXOAUMbIX N BAXXHEWLLNX
NEKAPCTBEHHbIX NMPEMNAPATOB

Cr1CcoK U3MeHSIIOIUX JOKYMEHTOB
(B pen. ITocranosnenuit [IpaBurenscrtea PO or 08.10.2018 N 1207,
oT 16.12.2019 N 1683, ot 03.04.2020 N 441)

1. Hacrosue IlpaBuiia ycTaHaB/IMBAKOT NOPSIAOK BeJleHUs TOCYJapCTBEeHHOI'O peecTpa MpeZie/IbHbIX
OTITyCKHBIX LleH NIPOM3BOJMTEe/el Ha JieKapCTBEHHbIe Mperaparbl, BK/IIOYEHHbIE B IepevyeHb XKU3HEHHO
HeoOXOIMMBIX ¥ BOXKHEHIIINX JIeKapCTBeHHBIX TIPeTIapaToB (Jasee - peectp).

2. Peectp sBnsercs ¢enepasbHOM WHGOPMALIMOHHOM CUCTEMOM, cofiep)Kallieil CBeleHUs O
rOCy/JapCTBEeHHOM perucTpaluu TMpe/efbHbIX OTIMYCKHbIX 1jeH TPOU3BOAUTeNell Ha JieKapCTBeHHbIe
nperiapaThl, BK/IFOUeHHble B TlepeueHb >KM3HEHHO HeOoOXOAMMBbIX UM BaKHEMIIMX JieKapCTBEHHbBIX
TIperiaparosB (Jjanee - JJeKapCTBeHHbIe TIperaparsbl).

3. Peectp Bezmercs MuHHCTepCTBOM 37paBooxpaHeHusi Poccuiickor ®Pepepaljid B 371€KTPOHHOM
BU/JIe C IPUMeHeHeM aBTOMaTU3MPOBaHHOW CHUCTEMbI ITyTeM BHECEHHSI B peeCTp PeeCcTPOBBIX 3alucei.

4. Begenue peecTpa OCYLIECTB/ISIeTCS B COOTBETCTBUM C €AUHBIMU OpraHM3allMOHHBIMH,
METOZ0/IOTMUe CKUMU U TIPOTPaMMHO-TeXHUUYeCKUMU TPUHIUIaMU, 00eCTieuyrBaroMMU COBMECTUMOCTh
Y B3aMMO/IeliCTBUE peecTpa C UHBIMU (peJiepabHbIMU MH(GOPMaL[MOHHBIMU CCTEMaMU U CEeTSIMHU.

5. PeecrtpoBasi 3ammch O TOCY[ZApCTBEHHOM pervucTpauyu (repeperucrpanuu), o00si3aTesbHON
niepepeructpaiuu B 2019 - 2020 ropax ripefie/ibHOM OTITYyCKHOM LieHbl TIPOU3BO/IUTE/ISI HA JIeKapCTBEHHBIMN
ripenapar (zasee - peeCTpoBas 3alMCh) COAEP)KUT CIeIYIOLIMe CBeJ|eHUS:

(B pen. Ilocranonenus Ilpasurenscrea P® ot 16.12.2019 N 1683)
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a) HaMMeHOBaHUe JiepyKaTesisi UK Bilafie/blia PEeruCTPaljiOHHOTO Y/I0OCTOBEPeHUsl JIeKapCTBEHHOTO
riperiapata, HauMeHOBaHWe TIPOM3BOJAUTENSI JIeKADCTBEHHOTO TMperapara, CBe/leHHsI O pervMcTpaliu
Jiep)Karesisi WM Brajie/iblia PerMCTPAl[MOHHOTO Y0CTOBEepeHUsl JIeKapCTBEHHOTO Tperapara B KauecCTBe
HaJIOTOT/IaTesbIIMKa, CBeJJleHUss O perucTpalud TPOM3BOJUTENsT JIeKapCTBEHHOro Iiperapara  [ijis
MeIUIIMHCKOTO TIPUMeHEeHHsI B KaueCTBe HasIororjiaTeNbIMKa B CTpaHe peructpanuu (AJisi poCCUHCKUX
IOPUINUECKUX JIUL| - UAeHTU(hUKALMOHHbI HOMep HasoromiaTensiuka (MHH), ais wuHOCTpaHHBIX
IOPU/IUUeCKUX JIML] - CTPaHa PeruCTpaliii, HaMMeHOBaHWe PeruCTPUPYIOILero opraHa, perucTpaliiOHHbIN
HOMep, KO HajororiaresbliMKa B CTpaHe perucTpanuu (MHKOPIOpaluM) WM €ro aHajor), MecTo
HaXOXK/JeHUsI TPOM3BO/ICTBEHHBIX TUIOI[A/IOK, YYaCTBYIOIIMX B TIPOLiecce MPOM3BO/CTBA JIEKapCTBEHHOTO
niperapara, ¢ yka3aHueM CTa/iluy Mpoliecca MPOU3BO/CTBa;

6) HavMeHOBaHMe JIeKApCTBEHHOTO TiperapaTta (MeXAyHapoJHOe HelaTeHTOBaHHOe, WU
TPYIIITUPOBOYHOE, W/IM XUMUUYECKOe U TOPrOBOe HaWMEHOBaHHs), a B C/y4yae OTCYTCTBUS
MEe>KYHapOJHOTO HeraTeHTOBaHHOTO HauWMeHOBaHWs - HaUMeHOBaHWe, B COOTBETCTBUM C KOTOPBIM
JIeKapCTBEHHBIN TIperapar BK/IFOUeH B [epeYeHb KU3HEHHO HeoOXOUMBIX Y Ba)KHEUIIINX JIeKapCTBEHHBIX
TiperapaTos;

B) HOMep PerucTpaLOHHOTO Y/I0CTOBepeH s JIeKapCTBEHHOTO Tperapara;

r) JleKapcTBeHHast JopMa C yKa3aHWeM J03UPOBKHU JIeKapCTBEHHOT0 Mperapara 1 ero KoJuuecTBa Bo
BTOPUYHOMH (ITOTPeOUTE/TLCKOM) YITaKOBKe, a TAK)Ke KOMIT/IEKTHOCTb;

) 3aperucTpUpoOBaHHas Tpe/iesibHast OTITyCKHas! 1jeHa TIPOU3BOJUTESIsI Ha JIeKapCTBeHHbBIN Tperapar
B pyOsisx;

e) Jara W HOMep nmpuKasa MuHucTepcTBa 3ApaBooxpaHeHusi Poccurickon ®enepanuu o
rOCylapCTBEeHHOW perucTpaiuy (Trepeperucrpain), obsi3arenbHON Tiepepeructparuu B 2019 - 2020
roziax rnpejieJIbHOM OTITyCKHOM LieHbI IPOU3BOAUTEISI Ha JIeKapCTBEHHbIM Mperapar;

(B pen. Ilocranonenus IlpaBurenscrea P® ot 16.12.2019 N 1683)

e(1)) mara u HOMep TIpHKa3a MUHHCTEPCTBA 3[paBooXpaHeHust Poccuiickor @Pepeparyu 00
YCTaHOBJ/IEHUM TIpe/le/TbHOM OTIyCKHOM LieHbl TIPOM3BOJWTE/s Ha JIeKapCTBEHHBIM Tperapar B
COOTBETCTBHM C YacTbio 9 ctate 61 ®esepasibHOTO 3aK0Ha "O6 0OpalljeH!H JIeKapCTBEHHBIX CPe/CTB";

(mm. "e(1)" BBepeH [locTaHopnenuem I1paButensctBa PP ot 03.04.2020 N 441)

)K) LITPUXOBOM KO/, HAHECEHHbI Ha BTOPUUHYIO (TIOTPeOUTeNbCKYI0) YIaKOBKY JIeKapCTBEHHOTO
nperapara;

3) KOJ| JIeKapCTBEHHOT'O TIperapara [0 aHaTOMO-TePareBTUUeCKO-XUMHUUeCKONW KacCUhUKaIIWH,
peKkoMeHZIoBaHHOM BcemupHOl opranu3aiiyeii 3paBooXpaHeHUs..

6. BHeceHue B peeCTp peecTpOBOM 3allMCH OCYILLeCTB/ISIeTCS HA OCHOBaHUM CBeJleHUH, TIOTyYeHHbIX
TIPY TOCYAapCTBEHHOW perucTpaluu (TiepeperucTpanyu), obsizaresibHOM nepepeructpanun B 2019 - 2020
rofiax rnpezie/lbHOM OTITYCKHOM IieHbl IPOM3BOJUTESS Ha JIeKapCTBEHHBIN Tpernapar, B TeueHre 1 pabouero
[VHS1 CO JIHS:
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(B pen. [Tocranornenus ITpaButenscTBa P@ ot 16.12.2019 N 1683)
TPUHSTUST  pellleHHsT O TOCyAApCTBEHHOW DPervcTpalyud Tipefile/lbHONW  OTMYCKHOW  IeHbl

TIPOM3BO/UTE/ISI HA JIeKapCTBEHHBIN Tpernapar;

NIDUHATHS] pelIeHrsl O TIepeperucTpalyy TpeZie/lbHONM OTIYCKHOM LieHbl TMPOW3BOAWTENS Ha
JIeKapCTBEHHBIN Tperapar;

MPUHATUS pellieHUsT 00 o0Osi3aTesbHOM Tiepepervctpari B 2019 - 2020 romax rmpenenbHOM
OTITyCKHOM LIeHbI IPOM3BOJUTE/IS Ha JIeKapCTBEHHbIN Tpernapar;

(ab3ary BBesieH ITocranoBnenuem ITpaBurenbcrBa PO ot 16.12.2019 N 1683)

KoncynerautIlntoc: npuMeuanue.

[Ipunsateie o 02.12.2020 peweHWss O TOCPErWCTpaLid IIpefleJibHbIX OTIIYCKHBIX LieH Ha
JleKapCTBeHHble mpenapathbl, BkaoueHHble B [DKHBJIIL, pgevictBurensHel g0 01.01.2022
(IToctanoBnenue IpaButesnbcTBa PO ot 16.11.2020 N 1832).

NIpUHATHS MUHHCTEPCTBOM 37ipaBooXpaHeHusi Poccutickoit denepariyu perieHusi 00 yCTaHOBIEHUN
Tripe/ieJIbHOM OTIYCKHOM LieHbl IPOU3BOAUTE/ISI Ha JIEKAPCTBEHHBIM Tpernapar B COOTBETCTBUU C YaCTbiO 9
ctater 61 ®esmepanbHOTO 3aKoHa "O6 oOpall|eH!H JIeKapCTBEeHHBIX CPe/ICTB".

(ab3ary BBesieH ITocranoBnenuem IpaBurenbctBa PO ot 03.04.2020 N 441)

Ilpu rocynapCTBEeHHOW IepeperucTpaLid peecTpoBasi 3alMCh O TOCYZapCTBEHHOM perucTpaLyy
3aperuCcTpUPOBaHHOM Tpe/le/IbHOM OTIMYCKHOM LieHbl TIPOU3BOJAWTE/SI Ha JIeKapCTBeHHbIM Ipernapar
JIOTIO/IHSIeTCSI HOMEPOM U [aTOM pelleHusi O IepeperucTpaluu Ipefie/lbHOM OTIYCKHOM L|eHbI
TIPOM3BOZIUTE/IS HA JIeKapCTBEHHBIU ITpernapar.

Ilpu npuHATMM MuHKCTepCTBOM 37paBooxpaHeHuss Poccuiickon @ezfepanu pelleHUsl O
riepeperucTpanuu, obsizarenbHON nepepervcTpauyy B 2019 - 2020 ropax npezie/ibHOM OTITYCKHOM LeHbI
TIPOU3BOJUTES] Ha JIeKapCTBEHHbIW TperapaTr COOTBeTCTBYIOIIAs MHPOPMALUsi BHOCUTCSI B PeeCTPOBYIO
3anmich C yKa3aHWeM HoMepa W JaThl pellieHHs O Tepeperucrpanuu, obsi3aTesbHON TepeperucTpauy B
2019 - 2020 ropax.

(B pen. [locranoBnenwus IlpaBurenscrea P® ot 16.12.2019 N 1683)

7. BHeceHre M3MeHeHMi B peeCTPOBYIO 3allMCh OCYILeCTB/ISIeTCS B UaCTH:

VM3MEHeHUs] CBeleHHA O perdcTpalvud Jepkateiasi WIA Bajefblla  PerdcTpaljMOHHOTO
YAOCTOBEPEHHUsI JIeKapCTBEHHOrO TperiapaTa B KaueCTBe HaJIOromyiaTesblivka (/s pPOCCHUMCKUX
IOpUANUeCKUX WL - UAeHTU(UKALMOHHBIM HOoMep Hasororuiatesbiquka (MHH), fgis vHOCTpaHHBIX
IOpUMYeCKUX JIUL] - CTPaHa perucTpaluv, HauMeHOBaHUe PerdCTPUPYHIOLLero OpraHa, perucTpalOHHbIN
HOMep, KO/J| Ha/IoTroryiaTe bI1Ka B CTpaHe PerucTpaluu (MIHKOPIIOpaLlyy) UK ero aHasor);

(ab3ary BBesieH IloctanoBnenuem IIpaBurenbcrBa PO ot 16.12.2019 N 1683)

VM3MEHeHUsl CBeleHWHM O pervcTpalid TpPOM3BOAUTE/sT JIeKApCTBEHHOrO Mperapara Ajs
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MeJJULIMHCKOrO NPUMeHeHUs] B KaueCTBe HaslororyaresbliikKa B CTpaHe perucrpanyu (4J1s poCCHUHCKUX
IOPUIMUECKUX /UL - WeHTU(PUKALMOHHBIA HOMep Hanoromarenbijuka (MHH), s vHOCTpaHHBIX
IOPUMYeCKUX JIML] - CTPaHa perucTpalyy, HauMeHOBaHWe PerucTpUpYHOLLero opraHa, perucTpaliOHHbIN
HOMep, KOJ| HaJIOToIyiaTe/IblI1Ka B CTpaHe perucTpanyy (MHKOpIIOpaLyy) Uiy ero aHasor);

(ab3aw BBegeH [ocraHoBnenreM ITpaButesbctBa PO ot 16.12.2019 N 1683)

HN3MEeHEHHSI HaMMEeHOBaHHSA JIEKaDCTBEHHOI'O TIperiapaTa (ME)K,E[YHHPO,ELHOFO HeIrlaTeHTOBAHHOI'O, /TN
rpynrimpoBO4YHOro, WJIM XUMHWY€CKOI'0 U1 TOProBoro HaHMEHOBaHHﬁ);

HarucaHus JieKapCTBeHHOM ()OpMBI;

HaruCaHusl JO3UPOBKH JIeKapCTBEHHOTO Tperapara;

VM3MeHeHus1 KoJa JIeKapCTBeHHOIro Tmperapara II0 aHaTOMO-TepareBTHYeCKO-XUMHUYeCKOon
K/IaCCU(PUKaLIMK;

V3MeHeHUsl Jiep)kaTesiss WM Biajesiblla PerucTpalMoHHOTO YyJO0CTOBEpPeHUsl JieKapCTBEHHOTO
Tiperiapara, ero OpraHu3alOHHO-TIPaBOBOM (HOpPMEI;

V3MEeHeHUsl TIPOU3BOAUTE/IS, €r0 OpraHU3aljMOHHO-TIPAaBOBOM (OPMBI, azipeca TPOU3BOAUTEIS
JIEKapCTBEHHOTO TIperapata MpU YCIOBUM COXPaHEHWs! ero MPUHA/IEXHOCTH K TOCyJAapCTBY - UjieHY
EBpasuiickoro 5K0HOMHUYeCKOr0 COK3a WM MHOCTPaHHOMY POU3BOJUTEIIO;

VM3MEHeHUsl HauMEHOBAaHWM TIPOM3BOJCTBEHHBbIX IUIOL[AZIOK, Y4YacTBYHOIIMX B IpoLecce
NIPOM3BO/CTBA JIEKAPCTBEHHOIO Iperapara, WX MeCTOHaXOXKJEeHWs TMpU YCJIOBUM COXPaHEHUs UX
TIpUHA/JIE)KHOCTU K TOCY[ApCTBY - ujeHy EBpa3suiCKOro SKOHOMHUYECKOIO COr03a WM MHOCTPaHHOMY
NIPOU3BOJUTETIO;

M3MeHeHHs HOMepa PerruCTPalMOHHOTO YI0CTOBEPEHUs JIeKapCTBEHHOTO Tperapara;

W3MEHEeHUsI IITPUXOBOTO KO/Ila, HAHECEHHOTO Ha BTOPUYHYIO (TTOTPEOUTE/IbCKYIO) YIAaKOBKY
JIeKapCTBEHHOTO TIperiapara;

M3MeHeHUs] KOMIUVIEKTHOCTH JIeKapCTBEeHHOTo Tperapara (Tpy yCJI0BUU OTCYTCTBHSI U3MEHEHUs ero
KO/TMUeCTBa BO BTOPUUHOM (TTOTpebUTebCKoM) yriakoBKe);

v3MeHeHus1 (OpMbl BBIMyCKAa JI€KapCTBEHHOTO TIperiapaTra, COMOCTaBUMOM MO JieKapCTBEHHOU
dopme, M03MpoBKe (KOHI[EHTpAIMM, aKTUBHOCTH B eJIWHUIAX JEMCTBUSI) W OOIEeMY KOJHUUECTBY BO
BTOPDUYHOH (MOTpebuTe/bCKOM) yIakoBKe (3a MCK/IFOUeHHeM CydaeB, MPeAyCMOTPEHHBIX IIYHKTOM 25
[IpaBun rocynapCTBeHHOW perucTpaliii U TepeperucTpalydyd yCTaHaB/IMBAaeMbIX MPOU3BOAUTEISIMU
JIeKapCTBEHHBIX TperapaToB Mpe/e/bHbIX OTITYCKHBIX L[eH Ha JIeKapCTBeHHbIe Mpernaparkl, BK/IIOYeHHbIE B
TepeueHb JKU3HEHHO HeOOXOMUMBIX W Ba)KHEHIIMX JIeKapCTBEHHBIX TIPerapaToB, YTBEPKAE€HHbBIX
nocraHoBneHreM [IpaButensctBa Poccuiickoii ®egepaii ot 29 okts6ps 2010 . N 865 "O
rOCyjapCTBEHHOM peryJMpOBaHUM 1|eH Ha JIeKapCTBEHHbIe [Iperaparbl, BK/IIOUEHHble B TepeueHb
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YKU3HEHHO HeoOXOAMMBIX Y BaXKHEUIIINX JIeKapCTBEHHBIX TIperapaToB').

BHeceHMe yKa3aHHBIX W3MEHEHHI OCYILeCTB/seTCs Ha OCHOBaHUM 3asiB/IeHUsl Jiep)Karens WU
B/aJie/iblja PerdCTPaLMOHHOIO YAOCTOBEPeHUs! JIeKapCTBEHHOIo Iperapara (YIoJHOMOYEHHOIO WM
NWLIA), TPe/ICTaB/IsIeEMOro Ha OyMaKHOM HocuTesie (B 1 3K3eMIUIspe) U B 3/7IEKTPOHHOM BH7e 10 ¢dopme
COIVIaCHO TPU/IOXKeHHI0, MUHHCTePCTBOM 37ipaBooxpaHeHust Poccuiickoil @efepaniiy 6e3 corsacoBaHus
c ®enepanbHON aHTUMOHOTIONMBHOM CYy>KO00M C coXpaHeHHeM T0C/IeiHel 3aperuCTpUPOBaHHON 1IeHbI Ha
JIeKapCTBEHHBIN Tpernapar.

MuHHCTepCTBO 3ApaBooxpaHeHusi Poccuiickoit @esiepaliyiul 1o pe3ysibTaTaM BHeCeHHsI M3MeHeHH! B
PeecTpoBYI0 3allUChb BbIjaeT JIep)KaTelq0 WA Bafiefblly PEerucTPALMOHHOTO — YAOCTOBEpeHuUs
JleKapCTBeHHOTO TiperiapaTa (yroJTHOMOYeHHOMY UM JIML[Y) BBITTUCKY W3 peecTpa.

omyckaeTcsi BHeCeHre U3MeHeHu B peecTp 0e3 cornacoBanusi ¢ defepasbHOM aHTUMOHOTIOTBHOMN
Cy)kO0M C CcoXpaHeHHEeM TIOC/Ie[iHel 3aperMCTPUPOBAHHONM 1[eHbI HA JIeKAapCTBEHHbBIN Tperapar
WHOCTPAHHOTO TIPOM3BOZCTBA TP BHECEHWM W3MeHEHHUS! B PeeCTPOBYIO 3alMCh B YaCTH W3MEHEeHWUs
WHOCTPAHHOTO TIPOM3BOZUTEISI Ha TIPOU3BOUTE/ISI TOCYAAPCTBA - WieHa EBpa3uiickoro 3KOHOMHUYeCKOTro
COr03a.

(B pen. [locranornenus IlpaBurensctBa P® ot 16.12.2019 N 1683)

CoOTBeTCTBYIOIIME H3MeHeHUs] BHOCATCSI B PeeCTPOBYHO 3alMCh C yKa3aHWeM HOMepa U [IaThl
BHECEeHUs U3MEHEeHUH.

8. Ilpu BHeceHMM W3MEHEHWM B PeeCTPOBYIO 3alUCh B COOTBETCTBUM C MYHKTOM 7 HACTOSILLUX
[IpaBun B cayuae, ec/iv B paMKaX OJJHOTO PErMCTPALiMOHHOTO y0CTOBEPEHHsI IeKapCTBEHHOTO Mpernapara
3aperuCcTpUPOBaHO HECKOJIbKO TIpe/le/IbHbIX OTMYCKHBIX LIeH MPOU3BOAUTENIed Ha 3TOT JieKapCTBEHHBIN
mperapar C TakAMH JKe JIeKapCTBeHHOM (OpMOM, [03UPOBKOM K KOIMUECTBOM BO BTOPUYHOM
(moTpebuTeNBLCKON) YIAaKOBKE, TO TIOC/EAHSIT 3apervMCTPUpPOBAHHAs IIeHA OIPeeNsieTCsl C yueToM
KOMIJIEKTHOCTH JIEKADCTBEHHOI'0 Tiperapara, (popMbl BbIMYCKa JIEKADCTBEHHOIO TIperapara U CTpaHbI-
TIPOU3BOJIUTEJISI JIEKAPCTBEHHOTO MpernapaTa (MpOX3BOJCTBEHHBIX MJIOIIA/I0K, YYaCTBYIOIIUX B TMpoLecce
TIPOM3BO/CTBA JIEKapCTBEHHOTO Tperapara).

9. CaemeHusi 0 TOCYyJAapCTBEHHOW  perucTpaiuv  (Tiepepervcrpanuud),  obsi3aTesbHON
niepepervctpaiuu B 2019 - 2020 ropax ripefie/ibHOM OTITYCKHOM LieHbl TIPOU3BO/IUTE/ISI HA JIeKapCTBEHHBIN
Triperniapar Io/jiexkaT UCK/IFOUeHHIO U3 peecTpa B C/lyyae:

(B pen. [locranornenus IlpaBurensctBa P® ot 16.12.2019 N 1683)

a) TIpeACTaB/IeHUsl Jlep)KaTelieM WM  Biafie/iblieM  pPeruCcTpaljiOHHOIO  yJ0CTOBEepeHUst
JIeKapCTBEHHOTO Tiperapara (yroJHOMOUEHHOTO WM JIWIla) 3asiBjieHHus1 00 WCK/IIOYeHWH CBeleHWH U3
peecTpa B CBSI3W C OTCYTCTBHEM JIEKAPCTBEHHOTO TIperapaTra B 0OpallleHMM Ha TeppUTopuu Poccuiickoi
depneparyy;

0) UCKIIIOUeHNs JIeKapCTBEHHOTO TIperapara U3 rocy/jlapCTBeHHOIO peecTpa JieKapCTBeHHBIX CPeZiCTB
JJ1s1 MeZIULIMHCKOT'O TIPYMeHEeHMS;
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B) WCKJTFOUEHHsI JIeKapCTBEHHOTO TIperiapaTta M3 MepeuHsl )KU3HEeHHO HeoOXOAWMBIX U BayKHEMILNX
JIeKapCTBEHHBIX IpPeraparoB;

') UCTeueHUsl CPOKa TOJHOCTH 3aperucTpupoBaHHOro B Poccuiickoii ®efepaliuul 1eKapCTBeHHOTO
nperiapara, CpOK /IeliCTBUS perMCTPaLMOHHOIO Y/I0CTOBEpeHUsI KOTOPOTrO UCTeK;

1) OTMEHBI PpEIIeHUs O TOCYJAapCTBEHHOW PEeruCTpalliyd WIH TepeperucTparviv, 00si3aTelbHOU
niepepervctpaluy B 2019 - 2020 ropax ripefie/ibHON OTITYyCKHOM LieHbl TIPOU3BO/IUTE/ISI HA JIeKapCTBEHHBIMN
Tperiapar.

(B pen. Ilocranonenus IlpaBurenscrea P® ot 16.12.2019 N 1683)

10. YnonHoOMOueHHOe JMLIO Jep)KaTesis WU Bjajesblia PerucTpalMoOHHOIO Y0CTOBEPeHUs
JIEKapCTBEHHOTO Tpernapara Npe/iCTaB/sieT JOKyMEHT, MOATBeP>K/Iat0LIUM ero MOJTHOMOUKSI.

11. TIlpy mnpuHATHM MUHHCTEPCTBOM 3ApaBooxpaHeHuss Poccuiickodi Peneparmu pelieHus 00
VICK/IFOUEHUY CBeZIeHUM O TOCyNApCTBEeHHOW PervcTpalyy INpeje/ibHOM OTIyCKHOM LieHbl TIPOU3BOAUTE/IS
Ha JIeKapCTBEeHHBIH TIperiapaT COOTBETCTBYIOLIAs 3aMMCh TIPOU3BOJUTCS B peecTpe B TeueHue 1 pabouero
[JHSL CO [IHS MPUHATHSA TaKOr'O PellleHUs C yKa3aHueM OCHOBAHUSA U [aThl er0 IPUHATUS.

12. Peectp nmybmuKyeTcs Ha OGHIMAIBLHOM caiiTe MUHHCTePCTBA 37ipaBooXpaHeHust Poccuiickoi
denepaiiy B WHGOPMAI[MOHHO-Te/IEKOMMYHUKALIMOHHOU ceTu "VIHTepHeT" U OOHOB/ISIETCS eXKeJHEBHO C
COXpaHeHWeM Ha calTe BCeX IpeJplIylIiX pefakijui peecTpa.

13. VHdopmaimsi 0 3aperMCTpUpPOBaHHBIX Tpe/ie/IbHbIX OTIYCKHBIX LieHax IpPOM3BOJUTeNel Ha
JleKapCTBeHHble TIperapaTtbl pasMelllaeTcsl B alTeuHbIX OpraHu3alMsaxXx B JOCTYNHOM [JJi  BCex
3aMHTepecoBaHHbIX JIML] (oOpMe C y4yeTOM TPYIITMPOBKU IO MEXYHapOJHbIM HeraTeHTOBAHHBIM
HalMeHOBAaHUSIM JIeKapCTBEeHHbIX I1perapaTos.

14. Caepenusi, cofep)Kalidecsi B peecTpe, SB/SIOTCS OTKPbITBIMA U OOLeJOCTYITHBIMA |
TIpe/ICTaB/ISIIOTCsl 3aMHTepeCOBaHHBIM JIMLaM OeCrlaTHO M0 UX MUCbMEHHBIM 3arlpocaM B BH/Ie BBITUCOK
U3 peecTpa B TeueHue 5 [iHel CO /IHs TIOCTYTI/IeH!s] 3arpoca.

IIpunoxenue

K [IpaBuiam BegeHus
roCyZ,apCTBEHHOIO peecTpa
3aperuCTPUPOBAHHBIX Ipe/le/IbHbIX
OTITyCKHBIX LieH ITPOU3BOJUTeIeN
Ha JIeKapCTBeHHbIe TIperiaparsl,
BKJ/IFOUEHHBIE B ITlepeyeHb KU3HeHHO
HeoOXOAMMBIX 1 BaXKHENILINX
JIeKapCTBEHHBIX I1perapaTroB

CryCcoK U3MEHSIIOLUX JOKYMEHTOB
(B pen. IlocranoBnenus IlpasurensctBa P® ot 16.12.2019 N 1683)
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(dbopma)

3AABJIEHNE
O BHECEHUM M3MEHEeHWii B peecTpPOoBYKW 3amnucb 0 FOCYAapCTBEHHOA

Ha fleKapCTBEHHble MnpenapaThl,

perucTpauun npepenbHbiX OTMYCKHbIX LEeH npousBoauTenei
BK/IOUEHHbIE B MEpPeYeHb XUBHEHHO
HEOOXOAUMBIX U BaXHENWNX NeKapCTBEHHbLIX MpenapaToB

3aaBuTesnb
(HaMmeHOBaHuMe, NOYTOBLIN ajpec, ajpec 3NEeKTPOHHOW NOYThl)
lepxaTens WM  Bnagenel pPerucTpauuMoOHHOrO YAOCTOBEPEHWUS JIEKAPCTBEHHOI O
npenapara
(HaMmeHoOBaHuMe, NOYTOBLIN ajpec, ajpec 3NEeKTPOHHOW NOYThl)
N | Cragus | ITpouss | Agpe |Ctpa| [ns poccurickux opuanueckux | Havmen | Peruct
/11 | IPOU3B | OAUTENb | C Ha |JidL - UIeHTU(PUKALIMOHHBIM HOMEp | OBaHHe | palliOH
0ACTBa |(HaumeH HaJIororviaTe/blvKa, AJIs PErUCTp | HBIU
OBaHUe) VHOCTPAHHBIX HOPUANYECKUX JIUL] - | UPYIOLLle | HOMep
KO/l HaJIoroIviaTe/iblMKa B CTpaHe ro
perucTpauuu (MHKOpriopaljMy) Wi | opraHa
ero aHajior
1 2 3 4 5 6 7 8
N | Home | MexxayHapop | Topr | Jlekapc | O6iree | ITpemenbHas | Ltpuxos | Koz | Kox
/1 p HOe OBOe | TBeHHa | KojituecC | OTITyCKHas o kog, | AT | TH
peruc | HemaTeHTOBaH | Hau 1 TBO BO LleHa HaHeceHH | X | B3
TpaLu HOe, U MeH | ¢opMa, | BTOPMYH | IPOM3BOAUTE |  bIi Ha EAD
OHHOT | TPYNIIMPOBOY | OBaH | J03UPO ou 14 3a BTOPUYHY C
0 HOe, U ue BKa, | (motpeb | moTpeburenb 10
YAOCT | XUMHYeCKoe KOMILI | UTeJIbCK CKYIO (moTpebu
oBepe | HaMeHOBaHU €KTHOC |  OM) YIIAaKOBKY | TeJIbCKYIO
HUA e <*> Th | YINAKOBK| <**> (e3 )
HE> e HAC YIaKOBKY
(pyOuieit)
1 2 3 4 5 6 7 8 9 10
YronHoMoueHHOe

JIULIO
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(¢p.n.0.) (IO/KHOCTD) (ToaTHCh)

KonTakTHbIE AJipec 3/1eKTPOHHOM
Tesie)OHbI TIOUTEI

ML.II. (Mpy HATUYUM)

<*> B cayuae OTCYTCTBUSI MeEKYHapOAHOIO HeNaTeHTOBAaHHOIO HAaUMEHOBaHUSl B
pPerucTpalvoHHOM  Y/I0CTOBEpEeHMM  JIeKapCTBEHHOTO  Mperapara  yKas3blBaeTCs  HauMeHOBaHHe
JIeKapCTBEHHOTO TIperiapara, IpeAyCMOTPeHHOe TMepeuHeM J>XM3HEHHO HeOOXOAWMBIX W Ba)KHEMIIIMX
JIeKapCTBEHHBIX Tperaparos.

<**> B cnyvasx, NpefyCMOTPeHHbIX IYHKTOM 25 [IpaBun rocynapCTBeHHOW perucTpalyiv 1
repeperucTpalui Tpefe/bHbIX OTMYCKHBIX 1|eH IIPOM3BOAUTEeNe Ha JeKapCTBEeHHbIe Tpernaparsl,
BK/TIOUEHHbIe B TiepeueHb JKM3HEHHO HeOOXOAMMBIX W Ba)KHEWIINX JIeKapCTBEHHBIX IIPeraparos,
YTBEPKAEHHBIX TIOCTaHOBIeHUeM [IpaBurenscTBa Poccuiickoit @epeparu ot 29 okts6pst 2010 . N 865
"O rocypapCTBeHHOM pery/JvMpOBaHMM 1ieH Ha JIeKapCTBeHHble IIperaparbl, BK/IIOUEHHble B IlepevyeHb
JKU3HEHHO HeoOXOAMMBIX W BaKHEMIIIMX JieKapCTBEHHBIX TperapaToB”, JOTMOJHUTENbHO YKa3bIBaeTCs
(hopma BbIIyCKa JIeKapCTBEHHOTO Tperapara, C y4eToM KOTOPOM pacCUMThIBAaeTCs MpejieibHask OTITyCKHast
1[eHa TIPOM3BOAUTE/IS 3a MOTPeOUTETbCKYIO YTIAKOBKY JIeKapCTBEHHOTO Tperiapara.

YTBepKaeHbl

ITocTranoBnenuem IIpaBuTenbCTBa
Poccutickoit ®enepaiuu

ot 29 okTs16ps 2010 . N 865

NMPABUNA
YCTAHOB/IEHUA OPFTAHAMUW NCMNONTHUTE/TIbHON BNTACTN CYEBHEKTOB
POCCUNCKOWN ®EAEPALUN NPEAENBHbLIX PASMEPOB ONTOBbIX HAABABOK
" NPEAE/IbHbIX PASMEPOB PO3HU4YHbIX HAABABOK K ®AKTUYECKNM
OTNYCKHbIM LUEHAM, YCTAHOB/TEHHbLIM NMPON3BOAUTENAMIA
NEKAPCTBEHHbIX NMPEMAPATOB, HA TEKAPCTBEHHBbIE MNMPEMNAPATbDI,
BKNHOYEHHbIE B NEPEYEHb XXUSHEHHO HEOBXOANMbIX



N BAXXHENLUNX NEKAPCTBEHHbIX NMPEMAPATOB

Cr1coK U3MeHsIIOLIUX JOKYMEHTOB
(B pen. IlocranoBnenus IlpaButensctBa PO ot 24.09.2020 N 1541)

1. OpraHbl UCTIONHUTETLHOW B/IaCTH CyObekToB Poccuiickoii ®Pesepariiy MPUHUMAIOT pelieHus: 00
YCTaHOBJIEHWHY U (W) W3MEeHeHHH Tpe/le/IbHbIX Pa3MepoB ONTOBBIX HaJ0aBOK U MpeZebHBIX pa3MepoB
PO3HUUHBIX HaJ0aBOK K (AKTHUeCKUM OTITYCKHBIM IleHaM (0e3 yuera Hanora Ha [00aBjeHHYIO
CTOUMOCTB), YCTaHOBJIEHHBIM TIPOM3BOJWTE/SIMUA JIEKAPCTBEHHBIX TIPeraparoB, Ha JieKapCTBEHHbIE
nperiaparthl, BK/IFOUEHHbIe B II€DeYeHb J>KU3HEHHO HEeOOXOAVMBIX W BAKHEWIINX JIeKapCTBEHHBIX
nperapatoB (Zajee COOTBETCTBEHHO - JIeKApCTBEHHBbIE TMperaparbl, (hakTHUyecKHe OTITyCKHBbIE IeHbI
NPOM3BOZUTENEH, pellleHWe), TIOCTe  COIVIACOBaHMs IIPOEeKTOB  pemneHWdd ¢ DepepanbHO
AQHTUMOHOTIONTLHOU CTy>KOOM.

[penesbHble pa3Mepbl OMTOBBIX Ha/f0ABOK M TIpefiesibHble pa3Mepbl PO3HUUYHBIX Ha/l0aBOK K
(hakTHUeCKHUM OTMYCKHBIM 1jeHaM TIPOM3BO/IUTeNel, BbIpaKeHHbIe B MpoLieHTax U JuddepeHIIMpOBaHHbIE
B 3aBUCUMMOCTHM OT CTOMMOCTHM JIeKapCTBEHHBbIX IIperapaToB, YCTaHABIMBAIOTCS B OTHOLLEHUU
OpraHu3alliii OMNTOBOM TOPrOB/AW JieKapCTBEHHBIMU Cpe/CTBaMM (Jla/iee - OpraHU3alud OITTOBOU
TOPrOBJIM), AIllTEUHBIX OpPraHM3alyi, WHAWBU/YaJbHBIX MpeJANpUHUMaresnel, UMeIOUX JIMLIEH3UI0 Ha
ocyilecTBiieHue (hapmalleBTUUeCKOW [eATeNbHOCTU (Janee - WHAWBUAYya/lbHble TpeArpUHUMATENN),
MeJULIMHCKUX  OpraHu3alvif, UMelIUX JMLEeH3MM Ha OocCyllecTBieHre (apMalieBTHUeCKOM
JesITeTbHOCTH, U UX 000COOMeHHBIX Tozipa3zeneHuii (amOysmatopui, QebAliepckux U (esbAiepcKo-
aKyllepCKUX MyHKTOB, LIEHTPOB (0TAe/ieHHit) 0611ieii BpaueObHOM (ceMeiiHOM) MPaKTHKK), PaCIONOKeHHbIX
B Ce/IbCKUX I0CeeHUsiX, B KOTOPBhIX OTCYTCTBYIOT alTeyHble OpraHu3aluu (fanee - MeJULIMHCKHE
OpraHu3alin), OCYIIeCTB/ISIOMINX peaar3alliio JeKapCTBeHHBIX TperapaToB Ha TEPPUTOPUH CyOBEKTOB
Poccutickoit ®esepaliyu.

2. OprasHbl UCIIOMHUATENBHOM BracTu cyobekToB Poccuiickoii ®esepaiji  yCTaHAB/IUBAIOT
TipeZiesibHbIE pa3Mepbl ONTOBBIX Ha/i0aBOK U Mpe/ie/lbHble pa3Mephbl PO3HUYHBIX Ha/[0aBOK K (PaKTHUeCKUM
OTIyCKHbIM 1|eHaM MpPOM3BOJUTENIe B COOTBETCTBMM C METOIMKOHW, yTBepxkzaemou PejepanbHOU
aHTUMOHOTIONBHOM C/Ty>K00M (Zasiee - MeTOJWKA), UCXO/sl U3 CIeAYIOIIUX MPUHIUTIOB:

a) BO3MellleHHWe OpraHu3alusiM OITOBOM TOPIOB/M, alTeUHbIM OpraHM3alysM, WHIUBHAYaIbHbIM
TIpeATNPUHUMATE/ISIM U MeJUIIMHCKAM OpPTaHK3al[usiM YKOHOMHUECKHA 000CHOBaHHBIX 3aTpart, CBSI3aHHbBIX C
3aKYIIKOW, XpaHEeHUEeM U peasn3aliieil 1eKapCTBeHHBIX Tperaparos;

0) yuer pa3mepa mpuObUIM, HeOOXOAMMOM [isi oOecrieueHWs] OpraHW3aldii OITOBOM TOPTOBJIH,
anTeuyHbIX OpraHW3al[ii, WHAWBUAYANbHBIX TPeATNPUHUMATENIe U MEAWUI[MHCKMX OpraHu3al[ui
CpeCcTBaMM Ha 00C/Ty)KMBaHHWe TIPUB/IEUEHHOTO KaruTana W (MHAHCHPOBAHHE JPYTruX 000CHOBAaHHBIX
pacxofioB;

B) yueT B CTPYKType Hafil0aBOK BCEX HAJIOTOB M WHBIX 00si3aTe/IbHBIX TIaTeXel B COOTBETCTBUH C
3aKoHOZaTenbCTBOM Poccuiickor Peznepaniyiu.

3. OpraH UCTIO/THUTeTbHOM B/IacTh cyObekTa Poccuiickoit Pefepaiiiv HarpassisieT TPOEKT pelleHust
B DesiepanbHYI0 aHTHMOHOIIOMBHYIO CITyKOY.
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4. K mpoekTy pellieHusi MPU/IAratTcsl C/ieAyole JOKYMeHThl, 3aBepeHHble PYKOBOJUTE/NeM WU
3aMeCTUTe/ieM PYKOBO/JUTEJISI OpraHa UCTIO/THUTE/ILHOM BlacTH cyonbekTa Poccuiickoii depeparmu:

a) TIOSICHUTe/TbHAs 3aIHCKa, CoZieprKalljasi B TOM Urc/ie 000CHOBaHHe He0OXOAMMOCTH yCTaHOBIeHUs
WIN TlepecMOTpa Tpefie/lbHbIX Pa3MepoB OMNTOBBIX HAJ0aBOK U TpeZebHBIX Pa3MepoB DPO3HUUHBIX
Ha/10aBOK K ()aKTHUeCKUM OTITYCKHBIM LieHaM ITPOU3BOJUTeel;

0) pacueTbl Tpeje/NlbHbIX pa3MepOB ONTOBBLIX Ha/l0ABOK W TpeJesIbHbIX pa3MepoB DPO3HUUHBIX
Ha/I0AaBOK K (DaKTHUeCKUM OTMYCKHBIM I[eHaM TIPOW3BOAWTENel, OCYI[eCTB/IeHHbIE OpraHOM
WCTIOJIHUTe/IbHOM B/lacTu cyonekTa Poccuiickoit defjepaliu B COOTBETCTBUM C METOJUKOH, 10 (opmam,
YTBEPXKJEHHBIM METO/IUKOW, B (hopmare 37eKTPOHHBIX I11a0i0HOB deziepasibHON TOCYZAPCTBEHHOM
vH(dopMalMoHHOM crcTeMbl "EvHas MHpopMal[MOHHO-aHa/IMuTHYeCcKasi CUcTema'.

5. TIpoekT pelieHus C MpuUiaraéMbIMU K HEMY IOKyMeHTaMH, YKa3aHHBIMHU B MYHKTe 4 HaCTOSIIX
[TpaBun, nipezacraBisieTcss B PeiepabHYy0 aHTUMOHOTIONBHYIO CTY>XKOy B MACHMEHHOM BHU7Ie WIH B BUJE
3/IeKTPOHHOIO JI0KyMEHTa, TMO/MUCAaHHOTO YCU/IEHHOW KBaIU(ULMPOBaHHOW 371eKTPOHHOM MOJIHUCHIO, a
TaKXKe Ha aJIpec 3/1eKTPOHHOH 1mouThl deziepasbHON aHTUMOHOTIONBHOM C/TY>KOBI.

[TpoekT peliieHusi peructpupyercs B defepanibHOM aHTUMOHOIMOIBLHOM CTy)kKOe B yCTaHOBI€HHOM
ropsiJike.

6. ®enepanbHasi aHTUMOHOMO/BHAS CMy>k0a B TeueHwe 30 pabouux AHeW CO /HS perucTpalfuu
TpoeKTa pellieHUs] HarpaB/isieT B OpraH HUCITIONHUTE/NbHOW BiacTu cyObekta Poccuiickoit ®enepaiu
TIPUHSATOE €0 pellieHre O COTYIACOBAHUM TPOeKTa pelieHus 00 06 OTKa3e B ero COriaCoBaHUH.

7. B cnyuyae HeoOXOAMMOCTH yTOUHeHWs U (WIM) [OTIONIHEHUS CBeJEHWH, COJepXKalluxcs B
JOKyMeHTaX, yKa3aHHbIX B NyHKTe 4 HacTosimx [IpaBus, opraH WCIIOJHUTETbHOM BIAacTH CyOBeKTa
Poccutickoii ®ezepauyy mipesicTaBiseT 1o 3anpocy dDefepasbHOM aHTMMOHOIIOIBHON — CTYKOBI
COOTBETCTBYIOLIYIO JOKYMeHTabHO 0()OPM/IEHHYI0 UH(OPMALIUIO.

CpoK Tpe/iCTaB/ieHWs] OpraHOM WCITOJIHUTETbHON BiacTH cybbekra Poccuiickori ®Pepepaiiyuu
3amnpolleHHoN WHGpOpMalMd He MOyKeT TMpeBbillaTh 15 pabouux [gHeil co [JHS TOMy4yeHMsl 3arpoca
desiepanbHONM AHTUMOHOTIONMBEHOM CITY>KOBI.

I[Tpu 3TOM OOLMIA CPOK PacCMOTpeHHs1 JOKyMeHTOB Defiepa/ibHON aHTHMOHOIIONBHOU CTy»K00H He
MOXKET TMpeBBIIaTh CPOK, IPeAyCMOTpPeHHbI NYHKTOM 6 Hactosimyx IIpaBusn M ab3alieM BTODbLIM
HaCTOSIIIIero MyHKTa.

[Tpy HEMOCTYIUIEHWX OT OpraHa HCIOJHUTE/NLHOW BIacTH CyOnekTa Poccuiickori depeparyu B
YCTaHOBJIEHHbI CPOK 3amlpoOIleHHON [OKyMeHTarbHO ogopmieHHOW uHpopMmaiu @PesepanbHas
AHTUMOHOTIO/IbHASL C/Ty>kO0a B TeueHWe 5 paboumx AHeH CO /HA UCTeueHHs1 OOIero Cpoka NMpUHUMAeT
peliieHre 00 OTKa3e B COT/IaCOBAaHUM MPOEKTa PelleHusl.

8. OcHoOBaHUAMU AU OTKA3d B COIVIACOBAHWHU TMPOEKTA pelleHUA ABJIAIOTCA:



a) HeCOOTBETCTBHE PAaCUeToOB Tpe/ie/IbHBIX pa3MepOB OMNTOBBIX Ha/0ABOK U TIPeZe/bHBIX pa3MepoB
PO3HUYHBIX  Ha/l0AaBOK K  (aKTHUECKWM  OTIYCKHbIM  [IeHaM TIPOM3BOAMTENIed  pacueram,
TIpe/lyCMOTPEHHBIM MeTO/JUKOM;

0) npesicTaBnenre B efepasbHYI0 aHTUMOHOIIO/IBHYIO CTY>KOY YKa3aHHBIX B IYHKTe 4 HaCTOSIINX
[IpaBun JOKyMEHTOB, COZep KallliX HeJOCTOBEPHbIE CBE/IEHHSI;

B) OTCYTCTBUe B TIpe/ICTaB/IeHHbIX J[OKyMeHTaX CBeJeHUd, TpeOyeMbIX B COOTBETCTBUU C
MeTO/IUKOM;

F) npeacTaB/IeHHWE HEITOJTHOIO KOMITJIEKTA JOKYMEHTOB, YKd3dHHbBIX B ITYHKTE 4 HaCTOAIUX HpaBI/I]'I;

1) HeToCTYyIlJIeHWe OT OpraHa MCITOJIHATebHON BiacTu cyobekTa Poccuiickoit denepaiiii B CPOK,
yCTaHOBJIEHHBIM a03alleM BTODBIM TTYHKTa 7 HacTosIuX [IpaBws, 3arpolleHHOW [JOKyMeHTabHO
opopMIeHHOW UH(POPMALIUH.

9. adopmariius o cornacoBaHuu iMbo 06 oTKase B coryiacoBaHuu PeziepasbHONM aHTUMOHOTOMBHOM
CTy>kOOUM TIpOeKTa pellleHUs1 He mo3fiHee 3 pabouux [JHEW €O /IHS MPUHSATHS peIleHus pa3MelraeTcs
Cny>»x0601i Ha ee o¢uIMaTEHOM caiiTe B MH(OPMAaLIMOHHO-Te/IeKOMMYHUKAL[MOHHOU ceTH "VHTepHeT".

10. OpraH WCHOMHUTENLHOW BIAacTH CyObekTa Poccuiickoit ®epepaliuu NMpUHKMMAaeT pellleHHe B
CPOK, He TipeBbImaronuii 10 pabounx aHeli co qHs npuHsTUA PelepaabHON aHTUMOHOTIONBHOM CTy>K00H
pelLleHNsI O COT/IaCOBaHUM TMPOEKTa PelleHusl.

11. OpraH ucronHUTENBFHOM BacTu cyobekTa Poccuiickoit denepaniun B TeueHre 3 pabounx JHei
CO JHSI TIPUHSATHS pellieHUs rpe/cTaB/sieT B defiepa/ibHy0 aHTUMOHOTIO/IBHYHO CJTYKOY KOTIHIO pellieHMs,
a TakKkKe HarpaB/seT KOMuio pelleHuss B PejepanbHyl0 aHTUMOHOIONBHYIO CykOy Ha ee azpec
3/IeKTPOHHOM TIOUTHI.

12. OpraH ucHoMHUTeTHHOW BracTH cybbekTa Poccuiickoit ®eseparuu He MeHee ueMm 3a 10
pabounx JHeN /10 JHS BCTYIUIEHUS B CHJTY PeIlleHus1 pa3MelijaeT WHPOPMAI[|I0 O TIPUHSATOM pellleHrH Ha
ero ouiMaIbHOM CaiiTe B UH(POPMaLMOHHO-Te/IeKOMMYHUKAI[MOHHOU ceTH "VIHTepHeT".

13. 3a mpezcraBnenve B PejepanbHYyI0 aHTUMOHOIIONBHYIO C/TyKOy JOKYMEHTOB, COJepyKall[iX
He/I0CTOBEepHbIe CBeJleHUs, DYKOBOAUTE/Ib (3aMeCTUTe/b PyKOBOJUTEISI) OpraHa UCTIIO/THUTE/TbHOW B/1aCTH
cyobekta Poccuiickoii ®Pefepaliiii HeceT OTBETCTBEHHOCTb, TMpeJyCMOTPEHHYIO 3aKOHOZJATe/TbLCTBOM
Poccutickoit ®eneparuu.



YTBepKIeHbl

rocraHoBsieHueM [IpaBuTenbCTBa
Poccutickoit ®enepaiiuu

ot 29 okTsi6pst 2010 . N 865

NMPABUNA
POPMNPOBAHUA OTMYCKHbIX LEH HA NEKAPCTBEHHBbIE MNMPEMNAPATDI,
BK/TFOYEHHbIE B NEPEYEHb )XU3HEHHO HEOBXOANMbIX U BAXXHEULLNX
NEKAPCTBEHHbIX NMPEMNAPATOB, OPFTAHU3ALAMN ONMTOBOW TOPIrOB/N,
AMNTEYHbIM OPTAHU3AUNAMIN, NHANBNAYANNbHbIMA NMPEANPNHAMATENAMA
n MEANUVNHCKMUN OPTAHU3ALNAMIN

Cr1coK U3MeHsIIOIIUX JOKYMEHTOB
(BBegensl [TocranoBnenveM IlpaButensctBa PO ot 24.09.2020 N 1541)

1. OpraHu3aiyy ONTOBOM TOPTOBJIM JIeKAPCTBEHHBIMU CPeZICTBAMU (/iajiee - OpraHM3aliyd ONTOBOU
TOPTOBJIM) OCYLI[ECTB/ISIOT peasii3al[ii0 JIeKapCTBEHHBIX TIPeraparoB, BK/IIOUEHHBIX B TlepeueHb
JKU3HEHHO HeOOXOJUMBIX M Ba)KHEMIIIMX JIeKAPCTBEHHBIX TIperapaTtoB (zanee - JIeKapCTBEHHbIE
TiperapaThl), TI0 1jeHaM, YPOBeHb KOTOpbIX (0e3 yueTa Hasiora Ha Z00aB/ieHHYIO CTOMMOCTh) He JI0/DKeH
TIPeBbIIIaTh CYMMY (DaKTUUeCKOW OTITyCKHOMU 1[eHbl TIPOU3BOIMTEISI IeKapCTBEHHOTO TIperapara (zasee -
(akTHueckasi OTMyCKHas LieHa TPOU3BOJWTENsI), He TIpeBbILLIAIOIeN 3aperuCTPUPOBAaHHON WU
TiepeperucTpUpPOBaHHON Tipe/ie/lbHOM  OTIyCKHOM 1leHbl TMpOU3BOAUTeNs (Ha [aTy peasv3aluu
JIEKapCTBEHHOTO TIperiapaTta TPOM3BOAWTENIEM), W pa3Mepa ONTOBOM Hai0aBKH, He IIPeBBIIIAIOIIeH
pa3Mepa Tpe/le/lbHOM OITOBOM Ha/0aBKM, yCTaHOBAeHHOW B cybwekTe Poccuiickoit ®Peneparui.
OpraHu3aliii OTNTOBOM TOPTOB/IM YUYUTBHIBAIOT HAjOT Ha [00aB/IeHHYI0 CTOMMOCTh B IjeHe peau3aiiud
JIeKapCTBeHHOTO TperapaTa B Mopsiike, yCTaHOB/IEHHOM 3aKOHO/arenbCTBOM Poccuiickoit desepariyu.

2. CymMMapHbIii pa3Mep OMNTOBBIX HA/[0ABOK, IMOJIeXKAl[UX MPUMEHEHUI0 BCEMH OpraHU3alysMU
OTTOBOM TOPTrOBJIM, YUaCTBYIOL[MMHU B peasv3alldy JIeKapCTBEHHOTO TiperiapaTa, paCCUMTAHHBIN UCXOfs
13 (aKTUUeCKOM OTMYCKHOW LieHbl TPOU3BOAUTE/NS, He [O/JKeH TPeBbIllaTh COOTBETCTBYIOL[UI
TipeZiesTbHBINA pa3Mep ONTOBOM HazZi0aBKM, YCTAHOB/IEHHBIH OPraHOM HCIO/HUTE/NBLHON B/IAaCTU CyObeKTa
Poccutickoit ®ezepaui, Ha TEepPUTOPHIO KOTOPOTO OCYILECTBJISIETCS TOCTaBKa JieKapCTBEHHOTO
nperiapara.

3. OpraHusaiyy OnTOBOW TOPrOBJIM, MMeOIIe CTPYKTYPHbIe Mo/pa3/e/ieHrsi PO3HUUHOW TOPTrOBJIH,
MoryT (opMHpOBaTh PO3HUUHBIE 1|eHbl Ha JieKapCTBeHHbIe TMperaparhbl C NMpUMeHeHHeM OJZHOBpPeMeHHO
OINTOBOM M PO3HMUHOM Ha/0aBOK K (hakTHueCKOM OTMYCKHOU IjeHe Tipou3BoauTens (6e3 Hamora Ha
n00aB/IeHHYI0 CTOMMOCTh), CyMMapHBIM pa3Mep KOTOPBIX He IO/DKeH TIPeBbINIaTh Mpe/ie/TbHbIM pa3Mep
OTITOBOM U PO3HWYHOMN HaJJ0ABOK COOTBETCTBEHHO, YCTAHOBIEHHbIX B CyObekTe Poccuiickoit ®eepaiiu,
TIpU YCJIOBUY BeJleHUs Pa3Zie/IbHOrO yueTa ONTOBOU U PO3HUYHOU TOPTOBJIH.

4. OpraHu3alyy ONTOBOM TOPrOB/IM, peayn3yrolye eKapCTBeHHbIe TIperiapaThl OTpeduTessiM 1o
JIOTOBOPY KOMHMCCHUU (KOMHUTEHTbI) OT WMEHW OpraHu3aliMii pO3HWYHOW TOProB/d (KOMHCCHOHEPOB),
MOryT ()OPMHUPOBATh OTIIYCKHYIO LieHY Ha JeKapCTBEeHHbIW Iperapar C MpUMeHeHHeM OJHOBPEMEHHO
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OTITOBOM M PO3HWUYHOU Ha/l0aBOK K (DAaKTHUeCKOM OTITyCKHOM IieHe MPOU3BOAWTEJIS, CYMMapHbIA pa3mep
KOTODPBIX He JIO/’KeH MpeBbIlIaTh Mpe/ie/ibHbINA pa3Mep ONTOBOM U PO3HUUHOM Hafl0aBOK COOTBETCTBEHHO,
yCTaHOBJIEHHBIX B CyOBeKTe Poccuiickoii demeparuu.

5. AnTeuHble oOpraHusal¥, WHAUBH/YyasbHble NpeANPUHAMATENH, WMeIole JULEeH3UI0 Ha
(hapmaLleBTUUECKYI0 [JleATellbHOCTh (Zanee - WHAWBUYya/bHble TMpeANpUHUMATeNN), MeJULMHCKHe
OpraHv3aly, WMeIoIlye JIMLEeH3UI0 Ha (apMaleBTUUeCKyl0 [edTelbHOCTb, U HMX 000co01eHHbIe
nozipa3aenenusi (amOysaropuu, Qenbaiepckie U (esbAIepCKo-aKyIIepCKUe  MYHKTBI, L€HTPBI
(otmenenusi) obiieli BpaueOHOW (ceMeliHOM) TMPaKTWKH), PacCIONiO’KeHHbIe B CebCKUX Hace/eHHbIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeyHble OpraHv3alyy (pasee - MeJULMHCKME OpraHv3alyu),
OCYIIIeCTB/ISIIOT peany3aljfi0 JIeKapCTBeHHBIX IIperapaToB IO 1ieHaM, YpOBeHb KOTOphIX (0e3 yuera
Hajiora Ha /00aB/IEHHYI0 CTOMMOCThb) He JOJDKEH TIPEeBBIMATh CyMMY (DaKTUYeCKOW OTITYCKHOMW IIeHBI
TIPOU3BOJUTE/ISI, He TMpeBbIIAIe 3aperuCTPUPOBaHHOM WM TepeperucTPUPOBAHHOM TMpefesibHOU
OTITyCKHOU LieHbl TIPOM3BOAUTES (Ha AaTy peaju3aliiy JeKapCTBEHHOTO Tperapara Npou3BouTeNneM), 1
pa3Mep OITOBOM Ha/0aBKU W (WIM) pa3Mep PO3HUYHON Hal0aBKH, He TIPEBBIIAOIIAX COOTBETCTBEHHO
pa3mep TpeJie/ibHOM ONTOBOM Ha/[0aBKU M pa3Mmep Ipejie/lbHOM PO3HUUHOW Ha/[0aBKH, YCTaHOB/IEHHBIX B
cyobekte Poccuiickoii ®ezepanun. AmnTeyHble OpraHW3alWH, WHUBH/YalbHble TMpePUHHAMATENN U
MeJULIMHCKYe OpraHu3alliyd YYWTHIBAlOT Halor Ha [00aBleHHYI0 CTOMMOCTh B lieHe peau3aluu
JIeKapCTBEHHOTO TperapaTa B MopsiiKe, yCTaHOB/IEHHOM 3aKOHOZarenbCTBOM Poccuiickoit ®esepanyu.

6. Pa3mMep po3HWUHON HaZ0aBKW, PACCUMTAHHBIA HCXOAsA W3 (aKTHUECKOW OTITyCKHOHN I[eHbI
NIPOU3BOJMTENS, TIOAJEXXalluld T[PUMEHEeHUIO0 alTeyHbIMU OpraHu3alysM{, HHAWBHU/YaTbHBIMU
NpejIIpUHAMATe/IIMA M MeJMLIMHCKMMM ~ OpraHM3alysMM,  OCYLIeCTB/SIOIMMH  peau3aljiio
JleKapCTBEHHBIX TperiapaTtoB Ha TeppuTOpuM cyobekTa Poccuiickoit ®epepaliuy, He [0/DKEH IMPeBbIIIATh
COOTBETCTBYIOIL[MIM  TIpe/ielbHbIA  pa3Mep  PO3HWYHOM  HaJ0aBK{, yCTAaHOB/IEHHBIA  OpraHOM
VCTIOJTHUTE/ILHOM BIaCTH 3Toro cybbekra Poccuiickoit ®enepaiiyn.

7. Ilpu ¢dopmMupoOBaHMM OpraHu3alysM{A OINTOBOW TOPrOB/M, alTeUHbIMM OpraHU3aLWsIMHU,
VWHAVBU/Iya/JIbHBIMU TIpeATPUHUMATeIIMU U MeAULIMHCKUMM OpraHU3al[MsiMHd OTITyCKHBIX IIeH Ha
JleKapCTBeHHbIe TIperiapaThl C TIPUMEHeHHeM TIpeJie/IbHbIX pa3MepoB OINTOBBIX HA/0aBOK M (WIIK)
TipeZie/TbHBIX pa3MepOB PO3HUUHBIX Ha/J0ABOK TaKHe OTIYCKHBIE 1[eHbl OKPYIVISIFOTCS 10 MaTeMaTHye CKUM
TpaBU/IaM OKPYTJIEHUsI [I0 COThIX YacTedt pyoOss. [Ipu pacueTe nMpyMeHeHHBIX TaKUMH OPraHU3aLMSIMHU U
WH/IMBUya/JIbHBIMUA TIPeATIPUHUMATEIIMM  HaZil0aBOK /IOMYCKAeTCsl TOTPELIHOCTb, He TPeBbIIIaroIast
pasMep OKpYITIEHUS.

8. Ilop (hakTHUeCKO OTITYCKHOM LieHOW NIPOU3BOAMTES Ha JIeKapCTBEHHBIH Mperapar rocyapcTsa -
usleHa EBpasuiiCKoro 35KOHOMHUECKOTO CO03a TMOHMMaeTcs LieHa (6e3 Hanora Ha JobaBiieHHYIO
CTOMMOCTb), yKa3blBaeMasi IIPOM3BOJUTe/leM B COINPOBOJUTENbHON [JOKyMEHTalluM Ha TOBap U He
TMIpeBbILIAlOIIas 3aperMCTPUPOBAHHYI0 WM TepepervcTpUpPOBAHHYIO TpeZe/IbHYyH0 OTIYCKHYIO LieHy
NIPOM3BOAMTENS] Ha JIeKapCTBEHHBbIM IIperapaTr Ha JaTy I[epefayd pPOCCUMCKOMY MOKYyIaTesto
(ynosHoMoueHHOMY WM JvLy). [Ipy 3TOM (pakTHMUecKasi OTIyCKHasi LjeHa MPOM3BOAUTEs], yKa3aHHas B
WHOCTPAHHOM BaJIIOTe, IepPecunThiBaeTCss B pybsmu 1o Kypcy LleHTpasbHoro 6aHkKa Poccuiickoit
Qepepal Ha [aTy Iepefayd JIeKapCTBEHHOrO IIperiapara IIPOM3BOJMUTe/IeM TrOCyZapcTBa - 4jieHa
EBpasuiickoro 3KOHOMHWYECKOro COr3a POCCHMHCKOMY MOKyTMaTe/to (yHnoJTHOMOUEHHOMY UM JIMLy) IO
repejaTOuHOMY aKTy WIA MHOMY aHa/IOTUYHOMY [JOKYMEHTY.

[Tony dakThueckoil OTMYCKHOM 1[eHOM WHOCTPAHHOTO TIPOU3BOAUTE/NsI (3a HCK/IHOUeHHWeM



TIPOM3BOJUTENIEN TOCYyJapCTB - 4ieHOB EBpPa3suiicCKOro 5KOHOMHUYECKOTO COr03a) Ha JieKapCTBEHHbIN
nperiapat ToHUMaeTcsl LeHa (0e3 Hasora Ha [00aB/eHHYI0 CTOMMOCTH), yKa3biBaeMasi MHOCTPAHHBIM
TIPOU3BOAMTEIEM JIeKADCTBEHHOTO TIperapaTa B COTNPOBOAMTENLHOW [JOKYMeHTAl[dd Ha ToBap, Ha
OCHOBaHUHU KOTOpOUM odopM/sieTcs TaMOKeHHasl JeKjapailiys, C y4YeTOM pacCxo/|0B, CBSI3aHHBIX C
TaMOXXeHHbIM O(opM/IeHHeM Tpy3a (yIlaTOM TaMO)KeHHBIX TIONUTMH W COOpPOB 3a TaMOKeHHOe
oopmsieHre), He TMpeBbIlIAOLasl 3aperMCTPUPOBAHHYI0 WM TIepepervCTPUPOBaHHYIO Tpefie/ibHYH0
OTIYCKHYH) 1IeHy TIPOM3BOJUTENsT Ha 3TOT JIeKAapCTBEHHBbIM TIperapaT Ha /JaTy BBITyCKa TOBapa,
yKa3aHHYH0 B TaMOKeHHOU [eksapauud. [Ipu 3ToM (akTuueckasi OTIyCKHasi LieHa MPOU3BOUTEIs,
3ajieK/lapyupoBaHHasi B MTHOCTPaHHOM BaslioTe, MepecunThiBaeTcsi B pybsu mo Kypcy LleHTpasibHOro 6aHKa
Poccuiickoit @esepauiyu Ha Ziaty oopMeHHsl TAMOXKEHHOM JieK/apaLiiy.

9. Peanusalusi /1eKapCTBEHHBIX TIperapaToB OpraHU3alUsM{A OITOBOM TOPrOB/M, arTeuHbIMU
OpraHu3alMsiM{, MHJUBUAYa/JbHbIMKA TpPeANPUHHUMATENSIMA W MEJULMHCKUMK  OpraHu3alusMU
OCYILL[eCTB/ISIeTCS] TIPY HaJMYMM TIPOTOKOJIA COITIACOBAHMS LleH TOCTaBKM JieKapCTBEHHBIX Iperiaparos,
COCTaB/IEHHOTO 1O (hopMe COITIaCHO MPUIOKEHHIO, 3a HWCK/IIOUeHWeM JIeKapCTBEHHBIX IIpernaparos,
KOTOpble He ObUIM BK/IIOYEHBI B TiepeueHb >KU3HEHHO HeOOXOAVMBIX M Ba)KHEMIIMX JieKapCTBEHHBIX
nperiapaToB Ha JaTy uX MNpuoOpeTeHWsT YKasaHHbIMKA OpPraHU3alUsMH W WHAWBUAYaTbHBIMA
nipeArnpUHUMATE/ISIMU.

10. [IpoToKOoa COTIacOBaHUs LieH ITOCTaBKH JIeKapCTBEHHbIX NIPeriapaToB MOXKeT ObITh CO3/laH B BUJE
3JIEKTPOHHOTO [JOKYMEHTa, MOAINMCAaHHOTO YCU/IeHHON KBanW(ULIMPOBAHHOM S7€KTPOHHOW MOAIHUCHIO
YTIOJIHOMOYEHHBIX JIML]| [I0CTaBIIMKa U MTOKyIaTe/Isl.

[Ipunoxenue

K [IpaBuiam popMupOBaHKs OTITY CKHBIX
LIeH Ha JleKapCTBeHHbIe [periaparhl,
BKJIIOUEeHHBbIE B [IepeyeHb )KU3HeHHO
HeoOXOAUMBIX U BOXKHEHILINX
JIeKapCTBEeHHBIX Iperaparos,
OpraHu3alMsIMHM ONTOBOM TOPIOBJIY,
anTeyHbIMU OpraHU3aLUsIMU,
VHVBU/lya/IbHbIMU IIpeATIPUHUMATe/ISIMUA
Y MeIMLIMHCKUMHU OpraHu3aLusiMu

Koncynsrautlntoc: npumeuanue.
CM. Pa3bsicHeHHe 110 3aT0/THEHUIO JaHHOU (DOPMBI.

[MTPOTOKOJI
COIVIaCOBAHMA 11€H ITIOCTaBKH JIEKAPCTBEHHBIX IPeIlapaToB, BK/IIOUYEHHBIX B ITepeueHb
JKMU3HEHHO HEOGXO,ZLI/IMBIX 1 BaKHEHIITHX JIEKAPCTBEHHBLIX IMPEerapdTOB
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MOCTAaBIIMK (OpraHu3aLys ONTOBOW TOPTOBJIN)

ToJiyyaresib (OpraHv3alyist ONTOBOM TOPrOB/IM WX OpraHy3alyis pO3HUUYHOU TOProeau <1>)



Mexpaynap | Toprosoe | Cep | ITpo | 3apeructpup | @aktnuecka | Jara | OTnyckHas LieHa Pasmep OtnyckHas ueHa | CymMMapHbIi Pasmep
OHOe | HaMMEeHOBA | Ws |M3BO| OBaHHasi | s OTIIyCKHas | peasn OpraHu3aluu OTMTOBOM OpraHu3aLuu pasmep PO3HUUHOY
HeraTeHTOoB HUe, JuTe | Tipejie/ibHast L|eHa, W3all | ONTOBOW TOPrOB/MM | HaJ0aBKA | OMTOBOM TOPTOBIM | OINTOBBIX Ha/10aBKH
aHHOe | JiIeKapCTBeH b | OTIyCKHas | yCTaHOBJEH | WU <5>, <6> OpraHu3aru <8> Ha/I0aBOK | OpraHu3arj
HauMeHOBa | Hasi popMa, L[eHa Hast Tpou Y OTITOBOU opraHusanu u
HUe JI03UPOBKa, TIPOU3BO/IUTE | TIPOU3BOAUT |3BOAU TOPTOBJIU 11 oNTOBOM | PO3HUYHOV
(XMMHYecK | KonuuecTB nst (py6neid) eriem Teje <8>, <9> TOPIrOBJIA TOPIrOBJIA
oe W 0B <2> (py6reit) M <7>,<10>
TPYIITUPOB | IOTpeduTe <3> <4>
OYHOe) JIbCKOM
yITaKOBKe, Ge3 C YCH | Ge3 C B B | YCH| Ge3 C B B B B
HITpUXOBO H/IC | HAC <11> | HAC | HAC | npou | py6n | <11> | HAC | HAC | npou | py6n | mpoxy | py6.
KOZ (py6u1 | (pybm (py6us | (py6n | (py6n |enTax| sax |(py6sn |(pybn|(pyOn|eHTax| #AX |eHTax| sX
er) | e) ei) | ek) | el) ei) | ek) | el)
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20




(mogmuck ¢d.u.0. (mopnuck ¢.u.0.

YTI0JIHOMOYEHHOTO YTOJIHOMOUEHHOTO JIULIa
/LA MOCTaBIIMKa - ToJIyuaTeJisi - OpraHu3aLuu
opraHusaluu OTITOBOM TOPrOBJIN U/H
OMTOBOM TOPTOBJ/IN) OpraHu3alui pO3HUYHOMN
TOpProBs/y <1> - yKa3arb
HY>KHOE)
" " 20 r " " 20__r
M.IL. M.IL.

<1> AnTeuHble OpraHu3aliui, WHIWBUYa/bHbIe TpPeATPUHUMATENN, HUMeIol[He JULIeH3UI0 Ha
(hapMarieBTUYeCKy0  [1esiTe/IbHOCTb,  MEAWI[MHCKWe  OpraHu3alvy, WMeIole JIMIeH3WH  Ha
(hapMaL|eBTUYeCKYIO ZesATeIbHOCTh, U UX 000C00/IeHHbIe mopa3szeneHus (amOynaTtopuu, ¢Gesbalepckie
U Gesb/iepcKo-aKylliepCcKrie TyHKTHI, 1eHTPhI (0TAeneHus) obmieli BpaueOHOM (ceMelHOM) TPaKTHKK),
pacronoKeHHbIe B CeJTbCKUX Hace/eHHBIX MyHKTax, B KOTOPLIX OTCYTCTBYIOT aliTeUHble OpraHU3aliuM.

<2> 3aperucTpupoBaHHasi TpejenbHas OTIyCKHasl LieHa I[IPOW3BOAMTE/SI Ha JieKapCTBEHHbIN
TIperiapar Ha JjaTy peajM3aliiy JIeKapCTBEHHOrO Iperapara Ipou3BoJuTe/IeM Ha TeppuTopun Poccurickon
Depneparyu.

<3> Tlpu ycTaHOBJEHUU LieHbl MHOCTPAaHHBIM TPOM3BOAUTeNeM (aKTUuecKasi OTITyCKHasl LieHa Ha
JIeKapCTBEHHBIM TperapaT YKa3bIBaeTCs C YYeTOM TaMOXKEHHOM TONUIMHBI U COOPOB 3a TaMOKeHHOe
odopmeHue.

<4> JlaTa pea/v3alluM JIeKapCTBEHHOT'O TperiapaTa MPOU3BOAUTe/IeM Ha Tepputopuu Poccuiickoit
deneparyu.

<5> TIpu 3amofHeHWW OpraHu3aliiell OMTOBOM TOPTOB/IM, KOTOpasi INpuoOpesia jeKapCTBEeHHBIM
Triperiapar y INpOW3BOAUTE/Is, YKa3bIBaeTCsl LieHa pean3aliuM JIeKapCTBEHHOIO TperiapaTa opraHv3aiuei
OMTOBOM TOPTOB/IU.

<6> Ilpu 3amojHeHWU OpraHu3alliell ONMTOBOM TOPTOB/IM, KOTOpasi INpHoOpesa jeKapCTBEeHHBIM
TipernaparT y JIpyrol opraHu3arji ONMTOBOM TOPTOBIIM, YKa3bIBaeTCs 1jeHa MPHUOOpeTeH s JIEKapCTBEHHOTO
niperiapara.

<7> 3arnonHsieTcsl KaK[O0W OpraHv3aliiell ONTOBOM TOPIOB/IM, KOTOpasi peaausyeT JieKapCTBEHHBIMN
niperiapar.

<8> 3arionHsieTcst opraHy3aliyeit ONTOBOM TOProB/M, KOTopasi Mprobpesia ieKapCTBeHHbIN TiperapaT



y pyroi opraHv3alyy ONTOBOU TOPTOB/IU.

<9> B ciyuae peanv3aljuy OpraHu3aljfield ONTOBOM TOPrOB/IM JIEKAPCTBEHHOTO TIperapara 1o LieHe
HIDKe 1|eHbI er0 TIPUOOpeTeHus! YKa3bIBaeTCs IMPOUepK.

<10> B cy4ae peasu3aljiy opraHu3aliyeli orTOBOM TOPTrOBJIM JIeKapCTBEHHOTO TIperiapara 1o 1jeHe
HIDKe (DaKTUUeCKOW OTITyCKHOM 1ieHbI POU3BOJUTEIS yKa3bIBaeTCsl MPOYepK.

<11> YrporeHHasi CMCTeMa Hasoro00/10KeHHs..

<12> EuHblii Ha/Ior Ha BMEHeHHBIN JOXO/I.

[Mpumeuanue. I'padpl 1 - 8 3amoMHSAIOTCS OpraHU3allvell OMTOBOW TOPTOB/IM, KOTOpas rpuobpesa
NleKapCTBeHHBIN TIperiapaT y MPOXU3BOIUTeJIS.

Wuadopmarus, yka3aHHasi B rpadax 1 - 8 opraHu3aryell ONTOBOM TOPrOB/IM, KOTOpasi rpuobpesa
JIeKapCTBeHHBIM Tiperapatr y TIPOM3BOJUTeNs, YKa3biBaeTcsi 0e3 W3MeHeHWM BCeMU ONTOBBIMHU
OpraHU3aIvsIMU, YYaCTBYIOLUMHU B PeaTu3alivy JTeKapCTBEHHOTO TIperiapara, B 00si3aTe/TbHOM TIOPSIZIKe.

YTBepKIeHbl

[ToctaHoBneHuem IlpaBuTenbCTBa
Poccutickoit ®enepaiiuu

ot 29 okTsi6pst 2010 . N 865

N3MEHEHWA,

KOTOPbIE BHOCATCA B MOCTAHOB/IEHUA
NMPABUTE/IbCTBA POCCUNCKOW ®EAEPALMN NO BOMPOCAM, CBA3AHHbIM
C COBEPLLEHCTBOBAHVEM NrOCYAAPCTBEHHOI'O PEINY/INPOBAHUA LIEH
HA )XU3HEHHO HEOBXOAUMBIE N BAXXHEWLLVE
NEKAPCTBEHHbIE CPEACTBA

Cr1coK U3MeHsIIOIIUX JOKYMEHTOB
(B pen. IHocranosnenus I1paButensctBa PO ot 04.09.2015 N 941)

1. B [IocranoBnenuu [paButensctBa Poccuiickoii @egeparuu ot 7 mapta 1995 . N 239 "O mepax
10 YTIOPSIZIOUEHHUI0 TOCYapCTBeHHOTO perynuvpoBaHus 1ieH (Tapudo)" (CobpaHue 3aKOHOZAATE/TLCTBA
Poccutickoit ®epeparuy, 1995, N 11, ct. 997; 1996, N 7, cT. 690; N 17, cT. 2002; N 32, ct. 3942; 1997, N
27, ct. 3232; 1998, N 32, ct. 3907; 1999, N 1, ct. 201; 2001, N 7, cT. 656; N 20, cT. 2015; N 26, cT. 2680;
N 36, ct. 3561; 2002, N 15, ct. 1431; 2004, N 51, ct. 5184; 2005, N 29, ct. 3066; 2007, N 16, ct. 1910;
2008, N 1, ct. 3; N 7, ct. 597; N 17, c1. 1887; 2009, N 33, ct. 4086; 2010, N 30, ct. 4096):

a) a63ag QQBHTH&QQ&TbIﬁ rnepedydd TMpoAYKLHKU TIPOU3BOACTBEHHO-TEXHUUECKOI'O HA3HAYEHMH],
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TOBAapOB HApPOJHOTO MOTPebIeHus U YCITYT, Ha KOTOpPbIe rOCy/AapCTBEHHOEe peryarupoBaHue 1jeH (TapudoB)
Ha BHyTpeHHeM pbiHKe Poccuiickor @enepaiu ocyiectssitor [IpaBurensctBo Poccutickoit ®enepaijyuu
U (QenepasnbHble OpraHbl MCIOMHUTENbHOW BIACTH, YTBEP)KAEHHOrO YKa3aHHbIM I[locTaHOB/IeHHeM,
V3/I0)KUTb B CJIelyIOLeN pefakLiiu:

"JlekapCTBeHHbIE TIperapaThbl, BK/IFOUEHHbIe B IlepeueHb >XU3HEHHO HeOoOXOJUMBIX U BaKHEHIINX
JIeKapCTBeHHBIX TIperapaToB”;

0) ab3a1l /eBATBIM TEpeYHs MPOAYKIUH TIPOU3BOZCTBEHHO-TEXHUUECKOTO Ha3HAUEeHHs, TOBapOB
HapOJHOTO MOTpebeHrsI U YCIyT, Ha KOTOpble TOCy/lapCTBeHHOe peryiupoBaHue IieH (TapudoB) Ha
BHYTpeHHeM pbIHKe Poccuiickoii ®efiepaljui OCYIIeCTBASIOT OpraHbl HCIOJHWTE/BHOW B/IaCTH
cybrekToB Poccuiickori ®esiepaliiv, yTBEp)KAEHHOTO YKa3aHHbIM I[locTaHOBIeHHEM, W3IOKUTh B

cefyrolen peJjakluu:

"TIpesenbHbIe pa3Mephl OMTOBBIX W TIpee/ibHble Pa3Mepbl PO3HUYHBLIX Ha/[0aBOK K (PaKTHUECKUM
OTIYCKHBIM LieHaM MPOU3BOANTeel Ha JleKapCTBeHHbIe TperapaThl, BK/IIOUeHHbIe B [1epeYeHb KU3HEHHO
HeoOXOIMMBIX Y BXKHEHILINX JIeKapCTBEHHBIX TperaparoB’.

2. Homonmuuthk Ilonoxenve o PepepanbHOl ciy>kOe 10 Haf30py B cdepe 3ApaBOOXpaHeHHsT U
COLIMA/ILHOTO pa3BUTHs, yTBepxKaeHHOoe [locTtanoBnenunem IlpaButensctBa Poccuiickont ®enepanuu ot 30
utons 2004 r. N 323 (Cobpanue 3akoHozaTesnbcTBa Poccuiickoit @epepary, 2004, N 28, ct. 2900; 2009,
N 2, cT. 244; 2010, N 35, cT. 4574) noanyHkToM 5.1.3.10 crieayroliero copep>KaHusi:

"5.1.3.10. mpumeHeHVeM LieH Ha JIeKapCTBeHHbIe Iperaparbl, BK/IIOUeHHbIe B [lepeyeHb JKU3HEeHHO
HeoOXOIMMbIX U BaXKHEHILIMX JIeKapCTBEHHbIX MperapaTos;".

3. ¥YTparun cuny. - [locranosnenue [IpaBurensctBa P® ot 04.09.2015 N 941.

4. B Ilocranosnennu IlpaButenscrtBa Poccuiickon Pepepanmu ot 8 asrycra 2009 r. N 654 "O
COBEpIIEHCTBOBAHUM TOCY/IapPCTBEHHOTO Pery/JIMpOBaHUs 1ieH Ha KU3HeHHO HeoOXOJUMble W Ba’KHEHIIIe
nekapctBeHHbIe cpenctBa” (CobpaHue 3akoHOozAaTebCTBa Poccuiickoit @epepanyu, 2009, N 33, ct. 4086;
2010, N 2, ct. 179):

KoncynwranTtlntoc: npumeyanue.

IlocranoBnenueM IIpaButensctBa P® or 03.02.2016 N 58 mnopnyHkr "a" mnyHKra 4 mpU3HaH
yTPaTHBILMM CHJIy B YacTH BHeCEeHUs H3MeHeHMs, Kacaroijerocsi absalla TpeTbero myHKTa 1
II0CTaHOB/IEHUS.

a) B HaMMEHOBAaHWU U ab3allax BTODOM M TPeTbeM MyHKTa 1 cjioBa ")KU3HEHHO HeoOXoAuMble U
Ba)KHelIllMe JIeKapCTBeHHble CpeAcTBa' B COOTBETCTBYIOLEM TMajieke 3aMeHWUTb  CJI0BaMU
"7leKapCTBeHHbIe TIperaparbl, BK/IOUeHHbIe B TIepeueHb >KW3HEHHO HeoOXOAWMBIX W BaKHEWIINX
JIeKapCTBEHHBIX IperapaTroB” B COOTBETCTBYIOLLIEM IaZlerxe;

0) B myHKTe 2:
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B ab3alle BTOpOM C/ioBa '>KW3HEHHO HEOOXOAMMbIE W Ba)KHEHIIMe JieKapCTBeHHbIe cCpezcTBa”
3aMeHHUTh CJIOBaMM ''JIeKapCTBEHHbIE TIperaparhl, BKJIIOUeHHbIE B TepeueHb >KU3HEHHO HeoOXOJUMBIX U
Ba)KHEWIIMX JIeKapCTBEHHBIX TIIperiapaTtoB (Jasee - >KU3HEHHO HeoOXoAWMble W Ba)KHeUIIe
JIeKapCTBeHHbIe rpernaparsl)";

B ab3aile TpeTheM CJiOBa ''TeKapCTBeHHbIe CpeJCTBA" B COOTBETCTBYIOIEM IajieXke 3aMeHUThb
C/I0BaMH "JieKapCTBeHHbIe TperapaThl”’ B COOTBETCTBYHOLL[EM I1a/lexe;

a03a1] yeTBePTLIY MPU3HATH YTPATUBLINM CHITY;

B) B IyHKTax 3 - 9 «ioBa '"/leKapCTBeHHbIe Cpe/CTBA" B COOTBETCTBYIOLEM TaZle’ke 3aMeHWUThb
C/10BaMU "7ileKapCTBeHHbIe TpernapaTel’ B COOTBETCTBYHOLLEM I1a/lexe;

r) OyHKT 10 Mpu3HaTh yTPATUBIIUM CUTY;

[l) OYHKT 2 W3MeHeHWW, yTBepXXJAeHHBbIX yKa3aHHbIM IlocTaHOBIeHHeM, NpU3HATH YTPaTUBIINM
CUILY;

e) B (hopme MPOTOKO/IA, YTBEPKAEeHHO! yKa3aHHbIM [locTaHOB/IeHHEeM:

B HAaVMEHOBAaHUM C/0Ba 'KU3HEHHO HEOOXOJWUMBIX W Ba)XKHEWIIMX JIeKApCTBEHHBIX CpefCTB"
3aMeHUTb CJI0BaMU '7IeKapCTBEHHBIX TperaparoB, BKIKOUEHHBIX B MepedyeHb KU3HeHHO HeoO0XOAWMBIX U
Ba)KHEMIIIMX JIeKAPCTBEHHBIX MperapaToB’;

B CHOCKax TEePBOM W BTOPOM C/i0Ba '>KU3HEHHO HEOOXOJUMOe WM Ba)KHelIllee JIeKapCTBEHHOE
CpeACTBO" 3aMEeHUTb C/0BaMU '/1eKapCTBeHHbIM TIperapar, BK/IOYEHHbIM B I[epeueHb >KU3HEHHO
HEOOXOJUMBIX 1 Ba)KHEHIIINX JIeKapCTBEHHBIX MPeraparos,".
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