IMMPABUTEJIbCTBO POCCUNCKOU ®ENEPALITNUN

ITIOCTAHOBJIEHUE
ot 29 okTa6psa 2010 r. N 865

OTOCYJAPCTBEHHOM PETYJIMPOBAHMHM LIEH
HA JIEKAPCTBEHHBIE ITPEITAPATDI, BKJIOYEHHBIE B IIEPEYEHD
YKN3HEHHO HEOBXOAVMbIX Y BAJKHEWIIINX JIEKAPCTBEHHBIX ITPEITAPATOB
Crycox n3MeHAIINX JOKYMEHTOB
(B pen. ITocranosiennit IIpasutenscrsa PP or 05.12.2011 N 1001,
or 04.09.2012 N 882, or 15.08.2014 N 816, ot 28.08.2014 N 871,
ot 04.09.2015 N 941, ot 15.09.2015 N 979, ot 03.02.2016 N 58)

B coorBerctBunm ¢ PemepanmpHpIM 3akoHoM "OO6 oOpaleHMM JIeKapCTBEHHBIX CpECTB"
ITpasurenscTrBo Poccuiickoit Pepepaliny mocTaHOBIISET:

1. YTBepauTh npuaaraeMsie:

IIpaBmna  rocymapCTBEHHON  peTMCTpaliMy M II€pPeperucTpanuy  yCTaHABJIMBAEMBIX
IPOM3BOAVITENIAMI JIEKAPCTBEHHBIX IIPENApaToB IIPEeNENIbHBIX OTIIYCKHBIX II€H Ha JIEKapCTBEHHBIE
mpemnaparsl, BKIOUEHHbIE B IIepeueHb >XM3HEHHO HeOOXOMMMBIX M BaKHENIINX JeKapCTBEHHBIX
Ipenaparos;

(B pen. [Tocranosinenns IIpaBurenscrsa PO or 15.09.2015 N 979)

ITpaBuna BemeHMs roCyHapCTBEHHOTO peecTpa IpelelbHBIX OTIYCKHBIX II€H IPOM3BOAMTENEI
Ha JIeKapCTBEHHBIE IIpeliapaTsl, BKIIOUEHHbIE B IIepeYeHb KM3HEHHO HEOOXOAVMMBIX M BaXKHETIIINX
JIEKAPCTBEHHBIX IIPEIIapaTos;

ITpaBuna ycraHOBIEHHUS NpeNesIbHBIX pa3MepOB ONTOBBIX U IIpeAeIbHBIX pa3MepOB PO3SHUUHBIX
Han0aBOK K (PaKTMUECKMM OTIIYCKHBIM I[eHaM, YCTAHOBJIEHHBIM IIPOM3BOIUTEIMU JIEKAPCTBEHHBIX
IIperapaToB, BKJIIOUEHHBIX B IlepeueHb >KM3HEHHO HeOOXOMMMBIX U BaKHENIINX JIeKapCTBEHHBIX
Ipenaparos, B cy6"beI<Tax Poccuiickoit Pemepar;

(B pen. Ilocranosnennus IIpaBurenscrsa PO ot 03.02.2016 N 58)

M3MeHeHus, Koropble BHocaTcd B Ilocranosnenus IIpaBurenbcrBa Poccuiickoit ®emeparnuu 1o
BOIIpOCAM, CBSI3aHHBIM C pEryJIMpOBaHMEM Il€H Ha JKM3HEHHO HEOOXOIVMBIe M BaKHEIIIue
JIEKapCTBEHHBIE CPENCTBA.

2. IlpenenbHbIe OTIYCKHBIE IIeHBI IIPOM3BOANTEIIEI HA KU3HEHHO HEOOXOAVIMBIE ¥ BasKHEIIIIINe
JIeKapCTBEeHHBIE CPeJCTBa, 3apeTrCTpUpOBaHHbIE 1O BCTYIUIEHNd B CUJIy HacTosero IlocraHoBiIeHnNs,
IOJJIEKAT BKIIFOUEHIIO B TOCYIAaPCTBEHHBIN PEECTpP IPeNeIbHBIX OTIyCKHBIX IIEH IIPOM3BOANTENIEN Ha
JIeKapCTBEHHBIEe IIperiapaTrhl, BKJIIOUEHHBIE B IIepeUeHb >KM3HEHHO HEOOXOMUMMBIX M BasKHEMIINX
JIEKaPCTBEHHBIX IIPEIIapaToB.

3. 3aperucrpupoBaHHbIe 10 26 OKTIOps 2010 r.:

npefeiabHble OTIIyCKHBIE LIEHBI MHOCTPAaHHBIX IPOM3BOANITENEN B MHOCTPAHHON BaJIOTe Ha
JIeKapCTBEeHHBIE IIperapaTrhl, BKIIOUEHHBIE B II€peUeHb >KM3HEHHO HEOOXOOMMBIX M Ba)KHEMIINX
JIEKAPCTBEHHBIX IIPENApaToB, IOJIeXAT Iepecuery mo0 1 mekabpst 2010 r. B pybam mo Kypcy
Ientpansroro 6anka Poccmiickoit Pemepanuu Ha 1 HOsOps 2010 1. (6e3 mpencraBieHUs 3asiBIEHUST
NpoU3BOAUTENEl O IlepecyeTe IIeHBI) C BHECEHUMEM COOTBETCTBYIOIUMX M3MEHEHUII B
TrOCyJapCTBEHHBINI PEECTp IPENeNbHBIX OTIYCKHBIX LI€H IIPOM3BOAMUTENIEN Ha JIeKapCTBEHHBIE
npemnaparsl, BKIIOUEHHble B IIEpeUeHb >KM3HEHHO HEOOXOMMMBIX M BaKHENIINX JIeKapCTBEHHBIX
IperapaTos;

IpefesIbHbIe OTIIYCKHBIE I[€Hbl POCCUMCKMX IPOM3BOANTENEN Ha JIEKapCTBEHHBIE IIpelraparsl,
BKJIIOUEHHBIE B IIepeueHb >KM3HEHHO HEeOOXOAUMBIX I Ba)KHENIINX JIeKapCTBEHHBIX IIpeIapaTos,
nmomyexar uHAeKkcauuu ¢ 1 HosgOps 2010 r. MCXOOS Y3 IIPOTHO3MPYEMOTO YpPOBHA WHQIISAININ,
ycTaHOoBJIeHHOro Ha 2011 rog ®PenmepanbpHbIM 3akoHOM "O (benepaﬂbHOM oromxere Ha 2010 rom u Ha
nna”HoBbll mepmon 2011 m 2012 romoB', ¢ BHECEHNEM COOTBETCTBYIOILUMX W3MEHEHUII B
TOCYIAapCTBEHHBII pPEeCcTp IpPeAeabHBIX OTIIYCKHBIX I[€H IIPOM3BONNTENENl Ha JIEKapCTBEHHbIE
mpemnaparsl, BKIOUEHHbIE B IlepeueHb >XM3HEHHO HEeOOXOMMMBIX M BaKHENIINX JeKapCTBEHHBIX
mpernaparos.

4. MunnucrepctBy 3apaBooxpaHeHus Poccmiickoit @Pemepaumm IO COIVIACOBAHUIO C
MuHKCTEpCTBOM IIPOMBIIITEHHOCTM U ToproBam Poccuiickoit Pemepanuu, MwuHUCTEpCTBOM
sKoHOMI4eckoro pa3sutua Poccuiickoit Penepanun, MuHMCTepcTBOM Tpyda M COLMATBHOM 3alllAThI
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Poccuiickoit ®epepannmu, MmuHucTepcTBOM permoHaiabHoro passutus Poccuiickoit Pepepanum,
denepalbHON aHTMMOHOIIONBHOI ciyk60i1, PemepanbHOil CIyK00¥1 0 Ham30py B cdepe 3aI[UThI
IpaB HoTpeOuTesneit n 6aromonyuns yeaoBeka, PeqepanlbHbBIM areHTCTBOM HayUHBIX OpTaHM3ALUIL I
MunucrepcTBOM (1)I/IHaHCOB Poccuiickoit Pepepanum exxerogHo, He Io3gHee 15 0KTH6p${,
npenacTaBiaTh B IIpaBurenscTBo Poccuiickoit ®enepamum mpoeKT IepeyuHs »KM3HEHHO HeoOXOMMMBIX
¥ BayKHEJIINX JIeKapCTBEHHBIX IIpeIIapaToB.

(B pen. I[TocranoBnennit [lpasurenscrea PO or 04.09.2012 N 882, or 28.08.2014 N 871)

5. MuHMCTEpCTBY NPOMBIIIIEHHOCTN ¥ ToproBau Poccuiickoit ®emepanun 1Mo CorjiacoOBaHMIO C
denepanpHOIL cayx60it 1o Tapudam mo 1 anpens 2011 r. paspaboTaTs U yTBEPANUTD MOPSANOK BeJeHNI
pOCCMIICKMMM IIPOU3BOAUTENIMM ydeTa MOXOHOB M PacXomoB IIO IPOM3BOACTBY JIeKapCTBEHHBIX
IIperaparoB, BKIIOUEHHBIX B IIepeueHb >KM3HEHHO HEOOXOIMMBIX ¥ Ba)KHENIINX JeKapCTBEHHBIX
IpenaparoB, pasfeJbHO OT ydeTa MOXOHOB M pacXofoB B OTHOLIEHNMN IPYTUX JIeKapCTBEHHBIX
IIpernaparos.

6. IlpusHaTh yTpaTUBILUMMU CUIY:

Iocranosnenne IIpaBurensctBa Poccmiickoit Pemeparum or 9 HosOps 2001 r. N 782 "O
rOCyIapCTBEHHOM peryJIMPOBAHMY IleH Ha JeKapcTBeHHbIe cpencTBa’ (CoOpaHme 3aKOHONATENILCTBA
Poccuitckoit ®emeparmu, 2001, N 47, cr. 4443);

Hocranosnenne IlpaBurenscrBa Poccmiickoit Pemepamum or 17 oxtsabps 2005 r. N 619 "O
COBEpIIEHCTBOBAHNIM TOCYJAapCTBEHHOIO peryjIMpoBaHMd LIeH Ha JIeKapCTBEHHBIE CperncTBa’
(Cobpanne 3akoHomarenscTBa Poccuiickoit Pemeparimm, 2005, N 43, c1. 4400);

IYHKT 3 M3MEHEHNII, KOTopble BHOCcATCA B akThl IIpaBurenncrBa Poccmiickoit ®emepanmm 1o
BOIIpOCaM [eATeIbHOCTH MuHICTEpCTBa HMpOMBINIIeHHOCT M ToproBam Poccmiickoit ®enepamuu,
yTBep;kneHHbIX [locranoBneHnem IlpaBurtennscrBa Poccuiickoit ®emepanunm ot 7 mroHsa 2008 r. N 441
(Co6paHme 3akoHonarenbcTBa Poccmiickort ®eneparnuy, 2008, N 24, cT. 2869);

nyHKT 1 ITocranosnenus IlpaBurensctBa Poccuiickoitr Pemeparun ot 30 nexabps 2009 r. N 1116
"O BHeceHUM uUsMeHeHUI B HekoTopble [locranosnenus IIpaButensctBa Poccuiickoit Pepepanuu mo
BOIIpOCAM, CB3aHHBIM C pEryJIMpOBaHMEM Il€H Ha >KM3HEHHO HEOOXOIVMBIe M BasKHEIIIue
smekapcrBenHsble cpencrsa” (Cobpanue 3akoHomarenscrBa Poccuiickoir Peneparun, 2010, N 2, cr. 179).

IIpencematens [IpaBuTenscTBa
Poccmiickont @enepanyn
B.IIYTHH

YrBepxaeHsbl
ITocranosnenuem IIpaButenscTBa
Poccuiickoit Penepanunm
ot 29 okTs6pst 2010 . N 865
ITPABUJIA
T'OCYJIAPCTBEHHOI PETICTPAIIU U ITIEPEPETCTPALIUN
YCTAHABJIMBAEMBIX ITPOU3BOIUTEIIAMU JEKAPCTBEHHBIX ITPEITAPATOB
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IIPEJEJIbHBIX OTITYCKHBIX HEH HA JIEKAPCTBEHHDBIE ITPEITAPATDHI,
BKJIIOYEHHDBIE B IIEPEYEHD >)KMMI3HEHHO HEOBXOMMbIX
U BAJKHENIIIUX JIEKAPCTBEHHBIX ITPEITAPATOB
Crmcox M3MeHSIOIINX JOKYyMEHTOB
(B pen. ITocranosnenns [IpaButenscrsa PP or 15.09.2015 N 979)

1. Hacroamme IIpaBmna ycTaHaBIMBAKOT IOPAAOK OCYIIECTBIEHNUSA TOCYAApCTBEHHOI
perucTpanuy ¥ IIE€PEperucTpanyyl YCTaHABIMBAEMBIX IIPOM3BOAMTENAMM TOCyHAapCTB - UYJIEHOB
EBpasmiickoro 3KOHOMMYECKOTO COM03a M MHOCTPAHHBIMIU IIPOM3BOOUTENAMI JIEKapCTBEHHBIX
IIperapaToB (majee - MPOMU3BOAUTEINN) IIPeeIbHBIX OTIIyCKHBIX LIeH Ha JIeKapCTBEHHBIE IIperapaTsl,
BKJIIOUCHHBIE B IIepeueHb >KM3HEHHO HEeOOXOMUMBIX I Ba’KHENMIINX JIeKapCTBEHHBIX IIpeIapaTos,
e>xerogHo yTBepskgaemsblii IIpaBurensctBoMm Poccuiickoit Pemepanum (majee - JIeKapCTBEHHBIE
Iperaparsl).

2. TocymapcTBeHHad perucTpaumsa M I€pepeTuCcTpalyd IpeaelbHbIX OTHYCKHBIX LeH
IIPOM3BOJUTEJIENI Ha JIeKApCTBEHHBIE IIpeItapaThl OCYIIeCTBIIeTCI B PyOIax.

3. Munucrepctso 3napaBooxpaHeHMsa Poccmiickoit ®Pemepanuy OCYLIECTBISET PErMCTPALNIO
NpeJeIbHON OTITyCKHOM LIEHBI IIPOM3BOANTENA Ha J€KapCTBEHHBIN IpeIapar, ee IepeperucTpanuio,
BHeECEHIIEe YKa3aHHOI 3aperuCTPUPOBAHHOI (IIepeperucTpupoOBaHHOM) MPeNebHOM OTITYCKHOM LIEHBI
B TOCyHapCTBEHHBINI peecTp IpelelIbHBIX OTIYCKHBIX LIeH IIpOM3BOAMTENIell Ha JeKapCTBEHHbIE
IperapaTsl, BKJIIOUEHHBIE B IIepeueHb >XM3HEHHO HEOOXOOVMBIX M BKHENIINX JIeKapCTBEHHBIX
IperapaToB (majgee - TOCYJapCTBEHHBII peecTp), BbIAauy [ep)KaTelio MM  BJIAfesIbLly
PEruCTPalIOHHOTO YAOCTOBepeHMs JIeKApCTBEHHOTO IIperapara (YIIOJHOMOYEHHOMY UM JIUILY)
BBIIIUCKY 13 IIpUKa3a MuHMcTepcTBa 3apaBooxpaHeHnsa Poccuiickoir Pengepanum o rocyapcTBeHHOM
peructparuu (IepeperucTparum) MpeaeabHON OTIIyCKHOI IIeHbI IIPOM3BOANUTENS Ha JIeKapCTBEHHBII
npemnapar.

4. [Ina rocymapCTBEHHON PeruCTpaluy U IIepeperucTpalyy IpefeabHON OTIYCKHOW II€HBI
NpousBOANUTEN Ha JIeKapCTBEHHBIN IIpemnaparT B MuHMcTepcTBO 3HapaBooxpaHeHMs Poccuiickoit
demepaluy IpeACTaBIAIOTCA CIeAyIoIe TOKYMeHTHI (Ha OyMa)KHOM HOCHUTeJe B 2 9K3eMILIApax U B
3JIEKTPOHHOM BIUJIE):

a) 3adBJeHNe O PErucTpalyy JUIM IIepeperMCTpaluy IpedesIbHOM OTIYCKHOM ILIeHBI
IpOM3BOJUTEN Ha JIEKapCTBEHHBIN Iperapar 1o ¢opme, yTBepKmaeMoll MuHMCTepcTBOM
3apasooxpaHeHus Poccuiickoir ®enepannu, cogepkalee cleqyIome CBeIeHN:

HalIMeHOBaHIe JepsKaTelld WM Bilafelblia peTrUCTPALIOHHOIO yAOCTOBEpEHNS JIeKapCTBEHHOIO
Ipenapara, afpec 3JIEKTPOHHON IIOYTHI, HaMMEHOBaHME IIPOM3BOAUTENH, MECTO HaXOKIeHUI
IIpOM3BOACTBEHHBIX IUIOIIANOK, YYacTBYOIIUX B IIpollecceé IIPOM3BOACTBA JIEKApCTBEHHOTO
Ipernapara, ¢ ykasaHIEM CTafMI Ipollecca IPOM3BOACTBa;

HaIMeHOBaHNe JIEKapCTBEHHOro IIpemapara (MeKIyHapogHOe HeIlaTeHTOBAaHHOe, JUIN
TPYIIIMPOBOYHOE, MU XUMIUECKOe ¥ TOProBoe HallMEeHOBAHNS);

HOMeEp PeruCTPalIOHHOTO YI0CTOBEPEHNA JIEKApCTBEHHOTO IIpenapara;

JleKapCTBeHHas GopMa ¢ yKasaHMeM JO3MPOBKU JIEKAPCTBEHHOIO IIpellapaTa M ero KOJMYecTBa
BO BTOPMYHOII (IIOTPEOUTEIBCKOIT) YIIAKOBKE, a TAKXKe KOMIZIEKTHOCTB;

IITPUXOBOJ KON, HAaHECEHHBII Ha BTOPUUHYIO (IIOTPEOMTENIBCKYIO) YIIAaKOBKY JIeKapCTBEHHOTO
IIpernapara;

KOJl JIEKapCTBEHHOTO IIpellapara II0 aHaTOMO-TepaleBTIYeCKO-XMMUUYEeCKOl KiaccuuKaluy,
pexoMeH0BaHHOII BceMmpHOIT opranusanueil sqpaBooXpaHeHN;

KOJI JIeKapCTBEHHOrO IIperapara B cooTBeTcTBum ¢ O6mepoccmitckuM KiaccudukaTopom
npoaykumy u (miam) emmHoil ToBapHON HOMEHKJIATYDOJl BHEIIHEIKOHOMMIYECKON esITeJIbHOCTH
EBpasuifickoro sSKOHOMIYECKOTO COI034;

npefenbHas OTIyCKHas IieHa IIPOM3BOAMTENA Ha JIEKAPCTBEHHBIN IIpeIiapaT, pacCUMTaHHAsd B
COOTBETCTBUII C METONMKOM pacdeTa YCTaHaBIMBAa€MBIX IIPOM3BOOUTENAMI JI€KapCTBEHHBIX
IIperaparoB IIpedesbHBIX OTITYCKHBIX IIeH Ha JIeKapCTBEHHBbIe IIpellapaThl, BKJIIIOUeHHbIE B IlepedyeHb
KI3HEHHO HEeOOXOMMMBIX M Ba’KHEMIIMX JIeKapCTBEHHBIX IIPEraparoB, IIPM UX TOCYAapCTBEHHOI
perucTpanuy M I€peperucTpanuy, YTBepKAeHHOol ItocTaHosieHueM IllpaBuTenbcTBa Poccuiickoii
denepauuu ot 15 centadpsa 2015 r. N 979 "O BHeceHuUn M3MeHeHMIT B IocTaHOBIeHMe [IpaBuTenbcTBa
Poccmiickoit ®emeparuu ot 29 oxtsabps 2010 r. N 865 u 00 yTBep)KOEHMM METOOMKM pacuera
yCTaHaBINMBAaeMBbIX IIPOM3BOIMUTENAMI JIEKAPCTBEHHBIX IPENAapaToB IpefeNbHbIX OTIyCKHBIX 1[€H Ha
JIleKapCTBEHHBIE IIperapaTsl, BKIIOUEHHbIe B IlepedYeHb >KU3HEHHO HEeOOXOAUMBIX M BasKHENIINX
JIeKapCTBEHHBIX IIPeIapaToB, IPU UX TOCYJAPCTBEHHON perucTpalyy U Iepeperucrpauyuu’ (maiee -
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METOMVKA);

IOATINCh ¥ pacmdpoBKa IOANMCY YIIOMHOMOUEHHOTO JIMIA, NOJDKHOCTH, KOHTAKTHBIE
TesiepOHBI;

0) KoIusI INIIEH3UI Ha IPOU3BOCTBO JIEKAPCTBEHHBIX CPEJICTB;

B) KOIIMSI PEIUCTPAIIMOHHOTO YIOCTOBEPEHNS JeKapCTBEHHOTO IIperapaTa;

I) cIemyolye JOKyMEeHTHI, IpeACTaBIgeMble C YIeTOM TpeOOBaHWII METOIMKIA:

cBeieHus 06 00beMax U LIeHaX OTITyCKa HAXOMAIIUXCs B obparerun B Poccuiickoit Pemepariunm
JIEKQpCTBEHHBIX IIPEIIapaToB IIPOM3BOJMCTBA TOCYHApPCTB - WIEHOB EBPa3mMIICKOro 3KOHOMNYECKOTO
COI03a;

pacueT IpeneIbHBIX OTIIYCKHBIX IleH Ha JIEKapCTBEHHBIE IIpernapaThl IPOU3BOACTBA TOCYAAPCTB
- ujgeHoB EBpasmiICKOro 9KOHOMMUECKOIO COI03a, IIPEeCTaBIfgEMBIX Ha TOCYJapCTBEHHYIO
perucTpanuio;

pacuer IpeneIbHBIX OTIIYCKHBIX II€H Ha JIEKApCTBEHHBIE IIperapaThl IPOU3BOACTBA TOCYNAPCTB
- wieHOB EBpasmiickoro 5KOHOMIYECKOTO CO0I03a, IIPECTAaBIIEMBIX Ha TOCYXApCTBEHHYIO
IepeperucTpanmio;

06oCHOBaHUE IpeNeTbHBIX OTIYCKHBIX IleH Ha JeKapCTBeHHBIEe IIpelaparhbl, BKIIOUEHHbIE B
IepeveHs KM3HEHHO HeOOXOAMMBIX 1 BAYKHENMIINX JIEKAPCTBEHHBIX IIPENAPATOB, IIPEICTABISEMbIX Ha
TOCyJapCTBEHHYIO PErMCTPALINIO VTN IIepeperucTpanuo;

cBemeHns o0 o0BeMax M ILleHaX BBO3a JIEKAPCTBEHHBIX IIPEapaToB IHOCTPAHHOTO
MPOU3BOCTBA, HAXOMAIIMXCS B oOpalieHun Ha tepputopuu Poccnitckoit Penepanmm;

pacdeT IIpefeNbHBIX OTIIYCKHBIX IleH Ha JIeKapCTBEHHBIE IIperaparbl JMHOCTPAHHOTO
IIPOM3BOJICTBA, IIPEICTABIIAEMBIX Ha IOCYJApPCTBEHHYIO PETUCTPALINIO.

5. MuwunncrepcrBo 3sapaBooxpaneHuss Poccuitckoit Pemeparum He BrpaBe TpeOOBaTh Yy
JIepyKaTels WM BiIafesblia PETUCTPAIMIOHHOIO YJAOCTOBEpEeHMS JIeKapCTBEHHOTO IIperapara
(yIIosIHOMOUEHHOTO MM JINITA) IIPEeACTaBIeHN KO JOKYMEHTOB, IIpeyCMOTPEeHHBIX MONIYHKTAMM
"6" u "B" myHkTa 4 HacTostuux [IpaBu. [eprkaTesb Man BiIagesiel] perUCTPAlIOHHOTO YIOCTOBEpEHs
JIEKApCTBEHHOTO Ipernapara (YIIOJIHOMOYEHHOE UM JIMIIO) BIPaBe IIPEINCTABUTH KOIMU yKa3aHHBIX
IOKYMEHTOB ITI0 COOCTBEHHO MHULIMATIUBE.

6. B ciryuae mpepncraBieHMs AeprKaTesleM MM BiafelblieM PeruCTPalIOHHOIO yAOCTOBEpEHU
JIEKapCTBEHHOTO IIpemnapara (yHIOJIHOMOUEHHBIM UM JIMI[OM) 3asBJIE€HNUSI O PETMCTPALNY IIpeNeTbHOIl
OTIIyCKHOJ IIeHBI IIPOM3BOAMTENS Ha JIEKAPCTBEHHBIN IIpemapaTr [0 MCTEUeHMSI 3 JIeT CO mHSA
NIPUHATYUA pellleHNus 00 VCKII0UeHNY IIpeaeIbHOM OTIIYCKHOI LIeHbI Ha 3asBIIsSeMbIil JIeKapCTBeHHbIII
npernapar 13 rocyJapCTBEHHOTO peecTpa, IPUHATOr0 Ha OCHOBAaHUMY 3agBJIEHUS 3TOTO AepsKaTels U
BJIAZIENIbLIa PETUCTPALIIOHHOTO YIOCTOBEPEHMs JIEKAPCTBEHHOrO Ipemnapara (yIOJIHOMOUEHHOTO UM
Ju1a), 3asiBIIeHHasI [Ipe/IesIbHasl OTITyCKHas IleHa He MO)KeT IIPeBBIIIATh paHee MCKIOUeHHYIO.

7. MunncrepctBo 3mpaBooxpaHenus Poccmiickoit Pemepanmu B TeueHme 15 paGoumx mHeN co
IHS oOpallieHMst OepskaTels VUIM BJAfelblla PErMCTPAlMIOHHOTO YIOCTOBEPEHMS JIEKapCTBEHHOTO
npemnapara (yIroJIHOMOUEHHOTO UM JINIA):

a) OCYILIeCTBJIsSeT IIPOBEPKY IIOJTHOTHI IIPEJCTABJIEHHBIX B COOTBETCTBUM C IYHKTOM 4
Hacrosmux [IpaBui TOKyMeHTOB (majee - JOKYMEHTHI) M COREPKAIMXCS B HUX CBEIEHMIT;

06) B CiIyyae ecam JepsKaTelb WM BIAENEl] PEruCTPAlMIOHHOTO  YIOCTOBEPEHUS
JIEKAPCTBEHHOTO Ipenapara (yIoJIHOMOUEHHOE UM JIMI0) He IPEeNCTaBILL:

KOIIMIO DPEervCTPAalOHHOIO VYIOCTOBEPEHMS Ha JIEKAPCTBEHHBIN IIperapar, - IIpoBepseT
CBeJIeHUS O TOCYJapCTBEHHOM perucTpaluy JIeKapCTBEHHOI'o IIperapaTa Ha OCHOBAHMMU AaHHBIX
TOCYapCTBEHHOTO peecTpa JeKapCTBEHHBIX CPEICTB;

KOITMIO JIMLIEH3UM Ha IIPOU3BOMACTBO JIEKAPCTBEHHBIX CPENCTB, - 3alIpalllMBaeT M IIOJIy4aeT B
MOpSiKE  MEXBELOMCTBEHHOTO  MH(QOPMAIIMOHHOTO  B3aUMMOMENCTBMA  OT  MwmHuUCTEpCTBA
MPOMBIIIUIEHHOCTH ¥ TOproBiau Poccmiickoit Pemeparmu mHPOPMALMIO O HAMUYUM II0 HAHHBIM
peecTpa JMIlEH3MII Ha IIPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB I MEOUIIMHCKOTO IPUMEHEHUS
COOTBETCTBYIOII[E JINI[EH3UN Y IIPOU3BOANUTENS (B OTHOIIEHNY POCCUIICKOTO IIPOM3BOIUTEIN);

B) MPOBOOUT B COOTBETCTBUM C METONUKON TIIPOBEPKY IIPENETHHON OTIYCKHOM I[€HBI
IIPOM3BOANUTENS HA JIEKAPCTBEHHBIN IIperiapaT AJIS pellleHNs BOIIpoca O HaIlpaBJIeHNUM 1 sK3eMIUIIpa
mokyMeHTOB B PefepalbHyI0 aHTMMOHOIIONBHYIO CIIYKOY;

I) OpUHMMAaeT pellleHue 00 OTKase B TOCYXapCTBEHHOI PErMCTPALIMU WM IepeperucTparinm
MIpemebHON OTITYCKHON IIeHBI IPOM3BORNTENS Ha JIEKAPCTBEHHBIN IIperapar B cliydae OTCYTCTBUSI B
NpeACTaBIeHHBIX TOKYMEHTaX HeOOXOOUMBIX CBeJEeHMIT, BBIABJIEHUS COMEPKAIMXCA B HUX
HeIOCTOBEPHBIX CBEJICHUI MJIV IIPEBBIIICHNS 3asBJI€HHON IIpeleIbHOM OTITYCKHOI 1[eHbl IIpU Iofaye
3asIBJIEHNS C yueToM TpeOOoBaHMII HyHKTa 6 HacToswmux [IpaBmi, a TakKe B Cilyuae HeIpeNCTaBIeHIIS
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CBeJIeHII B COOTBETCTBUM C MYHKTOM 10 HacTtoamux IIpaBuir.

8. demepanpHas aHTUMOHOIIONbHAs CyX0a B TeueHue 15 paboumx mHeEN cO OHS ITONyUYeHUST
IOKYMEHTOB IIPOBOOUT B COOTBETCTBUM C METONMKOM 3KOHOMMYECKUII aHaIMU3 IpeHesIbHON
OTIIYCKHOII IIeHBI IIPOM3BOANTENd Ha JIeKapCTBEHHBIII IIpelapaT, a TakKe IIpUHIMAaeT U HallpaBJIgeT B
MuHnucrepcTBo 3apaBooxpaHeHus Poccmiickoit Penmepamum pellleHUMe O COTJIACOBAHUM YyKa3aHHOM
npenesbHON OTIIYCKHOII I{eHbI MM 00 0TKa3e B ee COrNIacOBaHMU (C M3JIOKEeHNEM IPUUNH 0TKa3a).

9. MunmucrepcrBo 3gpaBooxpaneHus Poccuiickoit Pemepanunu B TeueHue 5 pabounx gHEN cO THI
nonydyenns pemieHus ®PemepalpHON aHTUMOHOIIOIBHON CIYXObI O COIVIACOBAHMM IIpeNeSIbHOI
OTIIyCKHOII LIeHbI IIPOM3BOMMUTENSI Ha JIEKAPCTBEHHBIN IperapaT min o6 OTKase B ee COIJIACOBAHUM
NpUHUMAaeT pelleHre O TOCYyHapCTBEHHON perucTpaluy WIM IepeperucTpanuy IpefebHONl
OTITyCKHOJ LIeHBI NPOM3BOIUTENS Ha JEKapCTBEHHBII IIperapaT MM 00 OTKase B IOCyIapCTBEHHOI
peructpanuy ykKasaHHON I[eHBI C y4eTOM pellleHus, ImpuHAToro demepanbHOl aHTMMOHOIIOJIBHOM
CITyK0011.

10. B ciayuae HeOOXOOMMOCTM YTOUHEHMUs CBEIEHWII, COMEPIKAIIMXCI B IIPEACTABIEHHBIX
OOKYMEHTaX, IONyUYeHNs HOMOJTHUTENbHOM HeoOXomuMoll mHpopMalMy AepsKaTelb MM BiIageliell
PEeTMCTPAIIIOHHOTO YOOCTOBEpPEHNUsI JIEKAPCTBEHHOro IIpernapaTta (YIOJHOMOUEHHOE WM JIMIIO)
IpencTaBiIseT IO 3ampocy MwHwncrepcTtBa  3gpaBooxpaHeHms — Poccuiickoin  Pepmeparym
COOTBETCTBYIOIIYI0O JOKYMEHTAJIbHO OoQpopMIeHHyI0 MHpopManuio. I[Ipu 3TOM CpOK paccCMOTpeHNs
IOKYMEHTOB, IIpeIyCMOTPEHHBIN MYHKTOM 7 Hactosiux [IpaBui, yBeanuuBaercs He Gonee ueM Ha 10
pabounx THeIL.

B cayuae HeOOXONMMOCTM YTOUHEHNS CBEHNECHNII, COHEpIKAIMXCI B IIPEACTaBICHHBIX
OOKYMEHTaX, IONyUYeHNs IOIOJHUTENIbHOM HeoOXomuMoll MHpopMalMy AepsKaTeslb VMM Biadeliell
PErMCTPALIIOHHOTO yHIOCTOBEPEHUS JIEKAPCTBEHHOTO IperapaTa (YIIOMHOMOYEHHOE WM JIAIIO),
IOPUAMYECKUE JINIQ, OCYIIECTBIAIOIINE NEATEIHHOCTh IIPU OOpAIlleHUN JIeKAPCTBEHHBIX CPENCTB,
OpraHbl MCIOJIHUTEIBHON BJIACTM B IIpefeiaax MX KOMIIETEHUUM IPeACTABIAIT II0 3aIlpocy
demepalbHO AaHTMMOHOIIONBHOM CIYKOBI COOTBETCTBYIOIIYI0 JOKYMEHTANIbHO O(OPMIIEHHYIO
napopmauuio. Ilpm 3TOM CpPOK pacCMOTpPeHHMS TOKYMEHTOB, IPeIyCMOTPEHHBINI OYHKTOM 8
Hacroswmux [IpaBu, yBennunBaercs He Goiee ueM Ha 10 paGoumx THEIL.

IIpy HemocTyIUlIeHMM OT [AepsKaTeyd MJIM Biafeiblla PErUCTPAllIOHHOTO YIOCTOBEpEeHUS
JIEKapCTBEHHOTO IiperapaTa (YIOJIHOMOUEHHOTO MM JMI[a) B IIpefgeaX yCTAHOBJIEHHOTO CpOKa
3aIIpOIIEHHOI [OKyMEHTalIbHO o¢opMieHHON uHpopMmarunu $PenepanpHas aHTUMOHOIIONIbHASL
ciyx0a B TedeHue 5 pabouux JHeE COo THS MCTeUeHNs CPOKa ee IIpefCTaBIeHNA IPMHIMAET pelIeHe
00 OTKase B COIVIACOBAHUM IIPeIeNbHOI OTIIYCKHON IIeHBI IMPOM3BOLUTENS Ha JIEKAPCTBEHHBIN
IpemnapaTr U HalpasigeT ero B MuHUCTepCTBO 3apaBooxpaHeHMs Poccuiickoit Peneparinu, KoTopoe B
TeueHye 5 paboumx OHEN co [HS IIONyYeHMS STOTO pelleHNs NPUMHUMAaeT pelleHye 00 OTKase B
roCyJapCTBEHHO PEeTUCTpAlMM WM IlepeperucTpaluMy YKasaHHOM I[eHbl, O UeM B IMCbMEHHOM
dbopMe yBemoMIISET MepiKATENs WK BIAeNblia PETVCTPALIMOHHOTO YIOCTOBEPEHNS JIEKAPCTBEHHOTO
npernapaTta (yIoJIHOMOUEHHOE MM JINLIO).

11. B cnyuae mpuHATHS pellleHUs O TOCYAAapCTBEHHON perucTpaluy WM IepeperucTpanium
IpefebHOM OTIYCKHOM IleHbl IIPOM3BOAUTENS Ha JeKapCTBEHHBIN IIpemnapar MwuHMcTepcTBO
3gpaBooxpaHeHMs Poccuiickoit Pemeparnmy BHOCUT COOTBETCTBYIOIME NAaHHBIE B TOCYHApCTBEHHBIN
peecTp, BBIJAeT AEpsKATeNI0 JUIM BIAafeNblly PErCTPAIOHHOTO YIOCTOBEPEHMNS JIEKAPCTBEHHOIO
npemnapara (yIoJHOMOUEHHOMY MM JIMITy) BBIIMCKY M3 IIpMKasa O TOCYyHAapCTBEHHO PEerMCTPaLy
I TlepeperucTpalyy IpefeIbHO OTIIYCKHOM 1eHbl IIPOM3BOAUTENS Ha JIeKapCTBEHHBIN IIpernapaT
M pasMelliaeT COOTBETCTBYIOIIYIO MHEGOPMALVIO Ha CBOeM O(UIIMATIBHOM caiiTe B MH(POPMAIMOHHO-
TeJIeKOMMYHUKalMoHHol cetn "MIHTepHeT".

12. B cayuae mnpuHATHS pelieHUsS 00 OTKasze B TOCYIAapCTBEHHON PErUCTPALMM VK
IepeperncTpanuy IpenesIbHOM OTIIYCKHOM IJeHBI IIPOM3BOIMTENS Ha JIEKapCTBEHHBIN IIpernapar
MuHnucrepctBo 3apaBooxpaHeHus Poccuiickoit Pemepanumu yBegoMisgeT HeprKaTels MJIM Biajesblia
PEeTMCTPAIIIOHHOTO YOOCTOBEPEHNUsI JIEKAPCTBEHHOrO IIperapaTa (YIOJIHOMOUEHHOE UM JIUIO) B
MICBMEHHOT opMe 0 IPUHITOM pellleHNN (C U3T0KeHIeM IIPUYIH 0TKa3a).

13. OcHoBaHmeM mis OTKasa B corjacoBaHum OPemepaspbHON AHTUMOHOIIOJIBHON cny>I<60171
rocyJapCTBeHHOM  perucTpanuy JIM  IepeperucTpaluy  IpenesbHOl  OTIYCKHOM  II€HBI
NpOM3BOAUTENS Ha JEeKApCTBEHHBIN IIperapar, OTKasa B TOCYAapCTBEHHON perucTpaluy WIn
nepepeructpauuy  MuHuUcCTepcTBOM 3apaBooxpaHeHusa Poccuiickoit Pepepanuy  1mpenesbHOMN
OTIIyCKHOJ LIeHBl IIPOM3BOANTENS Ha JIEKAaPCTBEHHBIN IIperapaT C y4eTOM peIlIeHNs, IPUHATOTO
denepanbHON aHTMMOHOIIOIBHOI CJIy>K6OI7I, SIBJISETC:

a) IpefcTaBleHne HeTOCTOBEPHBIX CBeNeHN!IL;
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0) mpexncraBieHNe JOKYMEHTOB B HEIIOJHOM o0beMe U (MJIM) HEIOJTHOTA COMEPKaIlMXCs B HUX
CBeEeHIIII;

B) IpEBBILIEHNE IPEICTABIEHHON I TOCYIapCTBEHHON PErMCTPALMY WU IIePEPETUCTPALINI
IpeneabHON OTIYCKHOM ILI€Hbl IIPOM3BOAMTENS Ha JIEKApCTBEHHBINI IIpenapaT HaX LE€HOIN,
pacCUMTaHHON B COOTBETCTBUM C METOIUKOI.

14. Pemtenne 06 oTKase B roCyIapCTBEHHOI PETMCTPALIMM WK IepeperucTpanuyl IpeneabHoIl
OTIIYCKHOJ ILIeHbl IIPOM3BOMMUTEJNI Ha JIEKAPCTBEHHBIN IIperapaT MOKeT OBITh O0KaJOBaHO B
cyneOHOM IopsiaKe.

15. [Insg rocymapCTBEHHOI permucTpaluy IIpefeSbHBIX OTIIYCKHBIX ILIeH IIPOM3BOAUTENIEN Ha
JIeKapCTBEeHHBIE IIpelapaTsl, He IOCTyIIaBuIne B obpaleHne Ha teppuropun Poccuitckoit Peqepannm,
KpoMe JOKyMEHTOB, IIPeACTABIAI0TC:

a) IIPON3BOAMUTEIIIMY TOCYAapCTB - WIEHOB EBpasmitickoro SKOHOMIUUECKOTO COH03a:

pacuer pacxoIoB, CBA3aHHBIX C pa3pabOTKOI, MIPON3BOACTBOM U peann3anmel IeKapCTBEHHOTO
Ipernapara, ¢ IpeAcTaBleHeM He0OXOAMMBIX JOKYMEHTOB;

OaHHbIe 00 yYeTHOM IIONMUTUKE IpefNpMsTHsS B UacTU cIocoba ydeTa U paclpemeeHMNs
OOIIIeIIPOM3BOACTBEHHBIX U OOLIEX03IMCTBEHHBIX pACXOJOB Ha Ce0ecTOMMOCTh JIeKapCTBEHHBIX
Ipernaparos;

TaHHEIE, IOKYMEHTAIBHO IOATBEp K IaloIIe CyMMy O0IIETPOU3BOICTBEHHBIX u
00111eX035I/ICTBEHHBIX PACXOIOB;

nHpopMaIMs 0 CrIoco0e OTHECeHNS O0IIeIPOMN3BOACTBEHHBIX U 00I11eX03SIIICTBEHHBIX PACXOI0B
Ha ce6ecTOMMOCTh KOHKPETHOI'O JIEKAPCTBEHHOTO IIpelapara;

IoaHHBIe 00 0O0beMax BBINIYCKa JIEKAPCTBEHHOTO IIpeliapaTa, ero yaeJbHOM Bece B 00IIeM o0beMe
IIPOM3BOAMMBIX JIEKAPCTBEHHBIX IIpEIIapaTosB;

OOKYMEHTAJIbHOE ITOATBEp)KIOEeHMe U paciumdpoBKa 3arTpaT, 3aHUMAKIIUX HAUOOJIBIINIL
yIeIbHBI BeC B e6eCTOMMOCTH IIpeIapaTos;

pacimngpoBKa pacxoqOB Ha IIPOM3BOACTBO JIEKAPCTBEHHOTO Iperapara mo cratbaMm "Ceipbe" u
"Marepuaibl”’, a TaKKe JOKyMeHTaJIbHOE IIOATBEPKIEHIE PACX00B 10 YKa3aHHBIM CTaTbIM;

0) IPOM3BOAUTENAMM TOCYHAPCTB - WIEHOB EBpasMiiCKOTO 9KOHOMMUECKOTO COI03a,
IUTAHUPYIOIIMMY OCYIIECTBIATh IEPBUUHYI0 ¥ (MIM) BTOPUUHYIO YIAKOBKY JIEKAPCTBEHHOTO
npemnapatra B Poccuiickoit ®Pepmeparuy, mepikaTeleM WJIM  BJIAfeNIbI[eM PETrUCTPALIOHHOTO
YIOOCTOBEPEHNS JIEKAPCTBEHHOTO Iperapara (yIOJIHOMOUEHHBIM MM JIMIIOM) B CIyuyae OTCYTCTBUS
3apEeTUCTPUPOBAHHON IIpefebHON OTIyCKHOI LIeHbBl MHOCTPAaHHOTO IIPOM3BOANTENS Ha 3TOT
JIEKapCTBEHHBIN IIperapar - pasMep MUHUMAJIBHOI OTIYCKHOI IieHbI IpoumsBoaurteis (6e3 yuera
HaVMEHOBAaHMs IIPOM3BOACTBEHHBIX IUIOMIANOK, YYACTBYIOIMX B IIpollecce IIPOM3BOMCTBA) HA
JIEKapCTBEHHBIN IIpemapaT B CTpaHaX, yKas3aHHBIX B HOpunoxkeHuy N 4 K MeTOOMKE, C YUeTOM
pacXoIoB, CBSI3aHHBIX C TaMOXKeHHBIM odopMieHMeM (TaMOKEHHBIX IIOLUIMH U cOOpOB 3a
TaMO)KeHHOe oQopMIIeHIe), a TakKe cBemeHus (II0 BHIOOpY [epiKaTens WM BJIafesblia
PETMCTPALIIOHHOrO YOOCTOBEPEHMUS JIEKAPCTBEHHOrO Ipemnapara (yIIOMHOMOUEHHOTO WM JIMIA),
MOATBepKAaloIlNe IPeACTaBJIeHHYI0 MUHUMAIBHYI0 OTIYCKHYIO ILieHy IIpOM3BOAMTENS Ha
JIEKapCTBEHHBIN Ipemapar (Ha OyMa)kKHOM HOCUTeNe C 3aBepeHHBIM B YCTAHOBJIEHHOM IIOpSIKe
IepeBOIOM Ha PYCCKUII I3BIK);

B) WHOCTPAHHBIMU TPOUBBONUTENSIMU - pPasMep MUHUMAJIbHON OTIIYCKHOM  ILIEHBI
MHOCTPAHHOTO IpomsBogurens (6e3 yuera HaUMEHOBaHMS IIPOM3BOACTBEHHBIX ILIOIIANOK,
YYaCTBYIOIIUX B IIpPOIleCCe MPOU3BOACTBA) HA JIEKAPCTBEHHBIN IIperapar B CTpaHaxX, yKa3aHHBIX B
mpunoxeHnyu N 4 K MeTOAMKE, C y4eTOM pAacXOMOB, CBA3AHHBIX C TaMOXKEHHBIM oOQopMieHUeM
(TaMOXeHHBIX IIOLLIMH ¥ cOOpPOB 3a TaMOXKeHHOe odopMileHIe), a TakXe cBemeHUs (110 BbIOOpY
JepyKaTels WIM BiIafesblia PETUCTPAIMIOHHOIO YJAOCTOBEpEeHMs JIeKapCTBEHHOTO IIperapara
(yIIOJITHOMOUEHHOTO MM JINI[A), TIOATBEP)KAAOLINE IPENCTABIEHHY0 MIHIMAIBHYIO OTIIyCKHYIO LIEHY
VHOCTPAaHHOTO IIPOM3BOANTEIIS Ha JIEeKapCTBEHHBII ITpernapaT (Ha 6yMaskHOM HOCKUTeJIe ¢ 3aBepeHHbBIM
B YCTAHOBJIEHHOM IIOpSAKE II€PEBOAOM Ha PYCCKUIL S3BIK).

16. [lepskaTenb MIN BIagelel] PErUCTPALMOHHOTO YIOCTOBepeHMs (YIIOIHOMOYEHHOE M JIIIIO)
BOCIIpOM3BEJ€HHOTO JIEKapCTBEHHOI'0 npemnapara VHOCTPaHHOT'O IIPOU3BOJICTBA I
BOCIIPOM3BeJeHHOTO JIEKapCTBEHHOTO IIpelapaTa IIpOU3BOACTBA T'OCYAApPCTB - WieHOB EBpasuiickoro
9KOHOMIYECKOTO CO03a, He Haxomsduterocs B obparrenun B Poccuiickoit Pemepariny, mpencraBiser
IUId TOCYIapCTBEHHON  perucTpauuy IpefeilbHyI0 OTIyCKHYIO IIeHy IIpOM3BOAMTENS Ha
JIKApCTBEHHBINI IIpemapaT, He IIpeBblIalInyo 80 IIpOLIEHTOB CpedHeNl 3aperucTpUpOBaHHOM
NpefeNbHONl OTIIYCKHON I[€HBI IIPOM3BOAMTENT Ha pedepeHTHBI JIeKapCTBEHHBIN IIperapar,
paccuMTaHHOI 3a epuoy 3 JIeT [0 MpefcTaBIeHNs Jep KaTeJeM UM BilafesIblleM PerMCTPaliOHHOIO
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ymocToBepeHMs: (YIIOJTHOMOUEHHBIM MM JIMI[OM) YKa3aHHOTO BOCIIPOM3BENEHHOIO JIEKapCTBEHHOTO
npemapara IIpefeJbHOI OTIYCKHOM ILIeHbl, pacCUMTAHHONM MCXOOS U3 CTOMMOCTM OIHOI
JIeKapCTBeHHOI (OpMBI, a B CIyuae ero OTCYTCTBUSA - TIIPENeNbHYI OTIYCKHYI0 IeHy, He
IpEeBBIIAITYI0 80 MPOLIEHTOB MaKCUMAaJIbHO 3apErMCTPUPOBAHHON NPENEIbHON OTIIYCKHOMN LIEHBI
NpOU3BOAUTENS  Ha  AHAJNOTMUHBIN  JIEKAPCTBEHHBINI  Impemapar (10  MeXIyHapOLHOMY
HEeIlaTeHTOBAaHHOMY HAMMEHOBAaHMI0 JUIM IIPU €ro OTCYTCTBUM - XUMUUECKOMYy WU
IPYNIUPOBOYHOMY HAMMEHOBAHUIO, JIEKAPCTBEHHON (GopMe U  HO3UPOBKe (KOHILIEHTpAI[NU,
AKTUBHOCTY B €QUHUIIAX IECTBUA), PpacCUMTaHHOM MCXONA M3 MaKCHMAaJIbHOJ CTOMMOCTM OFHOIL
JleKapcTBeHHOI ¢opMbl. B ciyuae ecnum ¢ MOMEHTa TOCYIapCTBEHHON perucTpanMy I(eHbI Ha
pedepeHTHBI JIeKAPCTBEHHBIN IMpelapar IpOILIO MeHee 3 JIeT, pacyeT IIPOM3BONMUTCI MCXOMAS M3
(aKTMUeCKOro Ieproma TOCYIapCTBEHHOJ PEerucTpaly LieHbl Ha pedepeHTHBIN JIeKapCTBEHHBIN
npemnapar.

HepsxaTenp Wiu BiIagesel] PErMCTPALMOHHOIO YXOCTOBepeHMs (YIIOMHOMOUEHHOE UM JINI[O)
BTOPOTO U IOCIEAYIOINMX BOCIIPOM3BENEHHBIX JIEKAPCTBEHHBIX IIpErapaToB JHOCTPAHHOIO
MpOU3BOACTBA, He HAXONAIMXcs B oOpamteHuum B Poccmitckoit Pemeparum, IpencTaBisgeT [
roCyJapCTBEHHOM perucTpaluuy MIpenesbHyI0 OTIYCKHYIO LieHy IIpOU3BOAUTENS Ha JIEKApCTBEHHBIN
penapaTr HIDKE Ha 5 IPOLIEHTOB IIOCJIENHEN 3aperuCTPUPOBAHHON IIPENENBbHOM OTITyCKHOJ LIEHBI
NPOU3BOAUTENS HA  AHAJIOTUUHBIN  BOCIIPOU3BENEHHBIN  JIEKAPCTBEHHBINT  mperapar  (Io
MeXAYHapOAHOMY HeNaTeHTOBAaHHOMY HAMEHOBAHUIO MJIM IIPY €T0 OTCYTCTBUM - XUMUUECKOMY
WIN TPYyINNPOBOUHOMY HAMMEHOBAaHUIO, JEeKAapCTBEHHOI ¢QopMe, [O3UMpOBKe (KOHIIEHTpaLNI,
AKTUBHOCTY B €QUHMIIAX ECTBUA), PpacCUMTaHHOM MCXONA M3 MaKCHMAaJIbHOJ CTOMMOCTM OIHOIL
JIeKapCTBEHHOIT (pOPMBEL.

IIpm cHWXeHUM OT MAKCUMAIBHOM 3aperuCTPUpPOBAHHOI IIpeJelbHON OTIIYCKHOM II€HBI
npousBouTENsS Ha pedepeHTHHIN JIeKApCTBEHHBIN IIpemapar, a B CJIydae €ro OTCYTCTBMS - OT
MaKCHMAaJIbHOJ 3aperuMcTPUMPOBAHHOM IIeHBl Ha AaHAJIOTMUHBIN JIeKapCTBEHHBIN IpemapaT (1o
MeKIYHapOJHOMY HeNAaTeHTOBAHHOMY HAIMEHOBAHMIO UJIM IIPM €ro OTCYTCTBUU - XUMIUECKOMY
VI TPYNIIMPOBOUHOMY HAMMEHOBAHWUIO, JIEKAPCTBEHHOV ¢GopMe U TO3MPOBKe (KOHILIEHTPAI[NH,
AKTUBHOCTU B €IMHULAX NEeCTBUL), pacCcUYMTaHHON JCXOOd M3 MaKCUMAaJIBHOM CTOMMOCTM OOHON
JleKapcTBeHHOI ¢opMbl, Ha 40 IIPOILEHTOB IIpefebHAasd OTIYCKHasd IleHa IIPOM3BONUTENSI Ha
BOCIIPOM3BeIeHHBI JIeKapCTBEHHBIN IpernapaT MHOCTPAHHOrO IIPOM3BOJCTBA HE MOKET IIPEBBILIATH
60 IIpOLIEHTOB MaKCUMAaJbHON 3apeTMCTPUPOBAHHON INPENEIbHOM OTITyCKHON LIEHBI INPOM3BOAUTENS
Ha pedepeHTHBII JIeKApCTBEHHBIN IIperapar, a B CjIydae ero OTCYTCTBUA - MaKCUMAaJIbHOII
3apeTUCTPUPOBAHHON  IIpefeJIbHOM  OTIIYCKHOM  IleHbl IIPOM3BOAUTENS Ha  aHAJIOTUUHBIN
JIEKapCTBEHHBII IIpemnapar (Mo MeXIyHapOqHOMY HeIaTeHTOBAHHOMY HAMMEHOBAHUIO JUIM IIPYU €ro
OTCYTCTBUMM - XMMHUYECKOMY JUIM TPYINVPOBOUHOMY HAaMMEHOBAHMIO, JIEKAPCTBEHHOII ¢opMe U
IO3MpPOBKe (KOHILIEHTpAIMy, aKTMBHOCTM B eAWHNIAX MHEVCTBUS), PACCUMTAHHONM WCXOOS U3
MaKCUMAJIBHO CTOMMOCTY OHOII JIEKAPCTBEHHOM (POPMEI.

17. [epskaTenb MIN BiIagelel] PErMCTPALMOHHOTO YIOCTOBepeHMs (YIIOIHOMOYEHHOE VM JIIIIO)
OmoaHaIoroBoro (61onogOOHOr0) JeKapCTBEHHOIO IIpernapaTa WHOCTPAHHOTO IIPOM3BOACTBA VTN
61oaHaIoroBoro (61omoKo6HOr0) JeKapCTBEHHOIO IIpelapara IIPOM3BOICTBA TOCYHAPCTB - UJIECHOB
EBpasniickoro 5KOHOMMUECKOTO COI03a, He HaxopsIerocs B obpaiteHun B Poccuiickoir ®emeparimmu,
IpencTaBisgeT AJg TOCyJapCTBEHHOM perucTpalui IpeaelbHyI0 OTIIYCKHYIO I[eHy IIPOM3BOANTEIN Ha
JIEKapCTBEHHBIN IIpemapaT, He IIpeBbIIIaiolnyo 90 IIpOIeHTOB CcpefgHell 3aperucTpUpOBaHHOM
MpefesbHONl OTIIYCKHON I[€HBI IIPOM3BOAMTENT Ha pedepeHTHBI JIeKapCTBEHHBIN IIperapar,
paccuMTaHHOI 3a Nepuof 3 JIeT 10 MpeacTaBIeHNs Aep KaTeJleM MM BiafesIblleM PeTMCTPAIOHHOTO
ymocToBepeHMs: (YIIOJIHOMOUYEHHBIM MM JIMIIOM) YKa3aHHOro OmoaHaysoroBoro (6mormnomo6HOro)
JIEKapCTBEHHOI'O IIperapaTa IIpefebHOI OTIIYCKHOM IIeHBI, PACCUMTAHHOM MCXOMAS M3 CTOMMOCTH
OIHOIl JIEKAPCTBEHHOV (POPMBI, a B CIyuae €ro OTCYTCTBUS - IIPeHeNbHYI0 OTIYCKHYIO I[eHy, He
MIpeBBILIAIOIYI0 90 IMPOLIEHTOB MaKCUMAJIbHOM 3aperUCTPUPOBAHHON IIpeeIbHON OTIIYCKHOI I[€HBI
Ha AaHAJOTMUHBIN JIEKAPCTBEHHBINI IIpermapaT ([0 MeXAyHapoOHOMY HeIaTeHTOBAHHOMY
HAVMEHOBAHUIO VUIU IIPU €T0 OTCYTCTBMU - XMMUUECKOMY JUIM TPYIIIMPOBOYHOMY HalMEHOBAHMUIO,
JleKapcTBeHHO (¢opMe U O3MpOBKe (KOHLIEHTpAUWMM, AKTUBHOCTM B eIUHULAX HeVICTBUS),
PACCUMTAHHOI MCXOAS M3 MaKCUMAIbHON CTOMMOCTH OHOI JIeKapcTBEeHHOI GopMbl. B ciayuae eciu ¢
MOMeEHTa IOCYJapCTBEHHON PErMCTPALINY 1[eHbI Ha pedepeHTHBIN JTeKapCTBEHHBII IIperapaT IPOIIIo
MeHee 3 JleT, pacueT IIPOU3BOAUTCHE MCXOOd u3 (GAaKTUUECKOro Ieprofa TocydapCTBEHHOI
perucTpanymu eHsbl Ha peepeHTHBIN JeKapCTBEeHHBII IIperapar.

Hepsxatenp miam Biagesel] PErMCTPALMOHHOTO YXOCTOBepeHMUs (YIIOMTHOMOUEHHOe UM JINI[O)
BTOPOTO ¥ MOCHEOYIIINX OMOAaHAIOTOBBIX  (0MOMOMOOHBIX) JIEKAPCTBEHHBIX IIPEIIapaToB



MHOCTPAHHOTO IIPOM3BOACTBA, He Haxomsuuxcsi B ofOpamteHunm B Poccuitckoit ®Pemeparumy,
pencTaBisgeT AJA TOCyJapCTBEHHOM PerucTpalii IpefeIbHYI0 OTIIYCKHYIO LeHy IIPOM3BOAMTEIII Ha
JIEKapCTBEHHBIN IIpeliapaT HIDKE Ha 5 IIPOLIEHTOB IIOCJIEOHEN 3aperiMCTPUMPOBAHHON IIPeNeJIbHON
OTIIYCKHOM  LIEHBI  MPOU3BONUTENS HA  AHAJIOTMYHBIN  JIEKAPCTBEHHBIN  mpemapar (1o
MeXIyHapOOJHOMY HEIIaTeHTOBAaHHOMY HANMEHOBAaHUIO WM IIPUM €ro OTCyTCTBUM - XMMUYECKOMY
WIN TPYNIIMPOBOUHOMY HaMMEHOBAHWUIO, JIEKAPCTBEHHOV ¢opMe U TO3MPOBKe (KOHLIEHTpAIINH,
AKTUBHOCTU B €QUHMIAX IeiCTBIUL), paccUMTaHHOM MCXOOA U3 CTOVMMOCTYI OOHOM JIEKAPCTBEHHON
¢dbopMBI.

IIp cHMXeHUM OT MAaKCUMAIBHON 3aperVCTPUpPOBAHHOI IIpeJebHON OTIIYCKHOM II€HBI
npousBouTENsS Ha pedepeHTHBIN JIeKapCTBEHHBIN IIpenapar, a B ClIydae ero OTCYyTCTBMS - OT
MaKCUMAaJIbHOJ  3aperMCTPMPOBAHHON  IIPENEeIbHOM  OTIYCKHOJM ILI€Hbl IIPOM3BOAMTENSA Ha
AHAJIOTMYHBII JIEKapCTBEHHBII IIperapar (1o MeXXAyHapogHOMY HellaTeHTOBAHHOMY HaIMeHOBAaHIIO
WIU IIPU €r0 OTCYTCTBMU - XMMMYECKOMY JUJIVM TPyHNIIMPOBOYHOMY HAaIMEHOBAHMUIO, JIEKAPCTBEHHOM
dbopme u 103UpPOBKe (KOHIEHTPALUN, AKTUBHOCTY B €IMHUILIAX TEMCTBUA), PACCUUTAHHON MCXOMA 13
MaKCHMAaJbHOI CTOMMOCTI OJHOII JIeKapCTBeHHOI ¢opMbl, Ha 40 IIPOLEHTOB IIpefesIbHas OTIIyCKHAsI
LleHa MTPOM3BOLUTENS Ha OMO0aHAIOTOBBIN (6M0II0OOHBIN) JIeKapCTBEHHBIN IIpernapaT MHOCTPAHHOTO
IpOM3BOACTBA HE MOXET IpeBbIIaTh 60 IIPOLEHTOB MAaKCUMAJIbHONM 3aperucTpUpOBaHHOIN
MpeneIbHON OTIYCKHOI ILIeHbI IIPOU3BOAUTENs Ha pedepeHTHBIN JeKapCTBEHHBIN IIperapar, a B
cay4dae €ero OTCYTCTBUA - MAaKCUMAIBHON 3aperdCTPUMpPOBAHHOM IIPeNeIbHON OTIIyCKHOW LI€HBI
NpOU3BOAUTENS  HA  AHAJNOTMYHBIN  JIEKAPCTBEHHBINI  mpemapar (10  MeXIyHapOLHOMY
HEMaTEeHTOBAHHOMY HAUMEHOBAaHMIO MIM IIPM €r0  OTCYTCTBUM - XVMWYECKOMY WU
IPyNIMPOBOYHOMY HalMEHOBAHMIO, JIEKApCTBEHHON ¢opMe ¥ HO3MPOBKe (KOHLIEHTpAI[IMU,
AKTMBHOCTY B €QUHUIAX NEVICTBUA), PACCUMTAHHON ICXOMAA M3 CTOMMOCTU OMHOI JIEKApCTBEHHOIX
bopMBL

18. 3aperucrtpupoBaHHas IpefejibHasg OTIyCKHasd I[eHa IPOM3BOAUTENSA Ha JIEKAPCTBEHHBIN
mpemnapar MO)KeT OBbITh IlepeperucTprpoBaHa Ha OCHOBAHUM 3asIBICHNUI UM JOKYMEHTOB, ITOTAHHBIX
JIepsKaTeJeM WM BIIafesblieM PpPEeruCTPalMOHHOTO YAOCTOBEpPEHUS JeKapCTBEHHOTO IIpellapaTa
(ymonHOMOUEHHOTO MM Jnua) 40 1 OKTa0ps Kaxmoro roma. ['ocymapcTBeHHas IepeperucTpariyis
OCYILeCTBJISIETCA MICXOOA M3 pacueTa, IpeyCMOTPEHHOI0 METONMKOI, He Ualle 1 pasa B KaJIeHTapHOM
rogy.

19. 3apeructpmpoBaHHasd IIpefiejibHasd OTIyCKHAad IIeHAa Ha JIEKApCTBEHHBIN IIperapar
NpPOMU3BOACTBA TOCYHApCTB - wWieHOB EBpasmiiCkoro 5SKOHOMMUECKOTO COH03a MOXKeT OBITh
nepeperucTpupoBaHa:

a) IS JIeKapCTBEHHBIX IIPelapaToB HIDKHECPeTHEro I[eHOBOro cermeHra mno 500 py0Oieit
(BKIIOUMTENBHO) - B Cilyuyae yBeJIMYEHNUS LeH Ha ChIpbe U MaTepUalbl, MCIIONb3yeMble IIPU
IIPOM3BOACTBE KOHKPETHOIO JIEKAPCTBEHHOIO IIpelnapara, a TakKe HaKIaQHBIX PacXol0B, KOTOPBIE B
PpaBHOI CTeleHN BIMAIOT Ha YPOBEHDb 3aperuCTPUPOBAHHBIX 1l€H Ha BCe JeKapCTBEHHBIe IIpellapaThl,
OTHECEHHbIE K OJHOMY MEXKIyHApOTHOMY HEIaTeHTOBAHHOMY HAMMEHOBAHUIO (KoieOaHmsI
BAJNIOTHBIX KYpCOB, IIOBBIIIIEHUE CTABOK HAJOTOB, poOCT TapupoB HA 3JIEKTPOIHEPIUIO,
TeIIocHabKeHMe, BomocHabxeHme, TapudoB Ha II€peBO3KM, IleH Ha TOIUIMBO, (opc-MaskopHBIe
00CTOSITENIBCTBA, BO3HUKINME Y IIOCTABIIMKOB CBIPbS M MaTepualoB), HO He BBIIIe YPOBHS
¢daxTrueckoyl WHOQUAIMM IPERIIeCTBYIOIIET0 KaJeHIAPHOIO ToJa C YYeTOM IIPOrHO3MPYEMOIo
ypoBHA WHGIANUM TEKyIero rofa, YCTaHOBIEHHOTO (elepaabHbIM 3aKOHOM O ¢enepatbHOM
OromKeTe Ha COOTBETCTBYOIIMIL (bMHaHCOBLHZ rof U IUIAHOBBIN IIEPUOL;

0) B ciIyuae M3MeHEeHNs [[eH Ha ChIpbe U MaTepuabl, a TaKk)Ke M3MEeHEeHNs HaKJIaJHbIX PACXOIO0B,
HO He BBIIIIe IIPOTHO3MPYEMOTO YPOBHSA MHQIALMY TEKYLIero roga, yCTaHOBJIEHHOIO ¢emepatbHbIM
3aKOHOM O (benepanLHOM OromKeTe Ha COOTBETCTBY LML (bMHaHCOBLnZ IO U IJIAaHOBBI IIEPUOL;

B) B CJIyuae eciIM CpeaHeB3BellleHHasd (QaKTMUeCKas OTIYCKHAs I[eHAa Ha JIEKAPCTBEHHBIN
mpemapar 3a IIepMOM, MCTeKIIMII CO OHA TOCYHApCTBEHHON perucrpanyuy (rmociemHelt
nepeperucTpanuy) pefeabHON OTIIYCKHOI IIeHbl, Obla HIKe 3aperiCcTPUPOBAHHOI Ha 3TOT IIEPUOL
LeHbl He GoJlee UeM Ha MPOTHO3UPYEMBIN YpOBeHb MHQIAIINY, YCTAHOBIEHHBINI HA TEKYIUWII IO
denmepaIpHBIM 3aKOHOM O (efepanrbHOM OMOJpKeTe Ha COOTBETCTBYIOIUVII (PMHAHCOBBIA TOJ U
IUTAHOBBIN IepMOJ, HO He BbIIIe PasHMUIBI MEXAY IIPOTHO3MPYEMbIM YPOBHEM MHQIISAIMY TEKYIIETro
rofa, yCTaHOBJIEHHOTO ¢emepanbHBIM 3aKOHOM O demepanbHOM OOIKeTe Ha COOTBETCTBYIOLIVIL
(uUHAHCOBBIII TOA ¥ IUIAHOBBIN IepMON, ¥ pa3HUIENl, pACCUMTAHHON B MPOLEHTAaX OT
3apErMCTPUPOBAHHON LIEHBI, MEXIYy 3aperuMCTPMPOBAHHON IIPENENIbHON OTIYCKHOJ II€HON
MPOU3BOAUTENS Ha JIEKAPCTBEHHBIN IIpeapar U cpeJHeB3BellIeHHO (PaKTUUeCcKOll OTIIYCKHOI LeHOIt
Ha JIEKapCTBEHHBINI IIpenapaT 3a IIepMOJ, MCTEKIIMII CcO OHA TOCYyIapCTBEHHON perucTpauuu
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(mocyemHelt mepeperucTpaln) IpegebHOl OTIIYCKHOI IIeHBbI.

20. IIpu rocymapcTBEHHOI IlepeperucTpanuy IpefelbHbIX OTIIYCKHBIX IIeH IIPOM3BORUTENEN
TroCy[apCcTB - ujleHOB EBpasmiickoro sKOHOMMYECKOro CO03a HOKYMEHTHI Ha MHOCTPaHHOM S3BIKe
NpeCTaBJIAIOTC Ha OYMa)KHOM HOCKTeJIe C 3aBEepPEHHBIM B YCTAHOBJIEHHOM IOpSAIKE IIEPEeBOIOM Ha
PYCCKUIT A3BIK.

JlaHHBIe B OTHOLIEHMM BCeX (PaKTMUeCKNUX LIeH B BAJIOTe IOCy#apcTBa - WieHa EBpasuiickoro
9KOHOMIYECKOI'O COI03a IIPeJCTABIIAIOTCI C yUeTOM IlepecueTa Ha pyOaM II0 KypcCy, YCTaHOBICHHOMY
LentpaneubiM OankoM Poccuiickoit ®emeparmm Ha gaTy, KOrAa IIpOM3BOAMTeNIEeM ObLia
ocylIecTBIeHa (aKTHUyecKas peanMsalus JeKapCTBEHHBIX IIpelapaToB OpPraHM3alMM OIITOBOIL
TOPTOBIN ¥ (VMJIM) alITeYHOI OpraHM3auyy Jubo MHAUBMAYAJIBHOMY IpeANPUHIMATENI0, NMEIOIIIM
JMLEH3NIO0 Ha (papMalieBTIUECKYIO NesiTeIbHOCTb.

21. 3aperucTpupoBaHHad IIpefeibHas OTIIyCKHasd IleHAa Ha JIeKapCTBEHHBIN IIpelrapar
MHOCTPAHHOTO IIPOM3BOANTENIS MOKET OBITh IlepeperucTpUpOBaHAa B ciIydae, €ClIM POCT Kypca
HaIMOHAJIBHOJI BAJIIOTHI FOCYyAapCTBA-TIPOM3BOANUTENS K PyOIIio 3a IMepMOR CO AHS TOCYJapCTBEHHOI
peructpanuy (IMOCIeqHENl IIepeperncTpalyy) MpemesbHOM OTIIYCKHOM IleHbI IIPOM3BONUTENS Ha
JIEKapCTBEHHBIN IIperaparT A0 MAHA IIoayy OOKYMEHTOB Ha OUEpefHYI0 ee IIepeperucTpariuio
IIpeBBIIIaeT IIPOTHO3UPYEMBINl YPOBEeHb MHMIAIMM TEKyIero roaa, YCTaHOBJIEHHBI (enepanbHbIM
3aKOHOM O (pefiepanbHOM OIO/KeTe Ha COOTBETCTBYOLINIT (PMHAHCOBBII TOJI 1 IIAHOBBII ITEPUOL,.

lFocynmapcTBeHHas IepeperucTpanys IpeNelbHOIl OTIYCKHOM IeHBl MU WHOCTPAaHHBIX
IIPOM3BOJUTEJIEI OCYILECTBIAETCA C yUeTOM IIPOTHO3MPYEMOIrO YPOBHS MHQIIALMY TEKYIIero roaa,
YCTaHOBJIEHHOTO (elepalbHbIM 3aKOHOM O QemepayibHOM OIOIKeTe Ha COOTBETCTBYIOIINIL
(MHAHCOBBI IO ¥ IUIAHOBBIN IIepMOM, HO He BBIIIE pasHULBI MEXIY IPOTHO3MPYEMBIM YPOBHEM
MHQIAIMM TEKyLIero rofa, yCTaHOBJICHHBIM (efepaibHBIM 3aKOHOM O (efepanrbHOM OoKeTe Ha
COOTBETCTBYIOILNII (PMHAHCOBBII I'OJ U IJIAHOBBIN IIEPYOJ, U pasHULell, pACCUMTAHHOI B IIPOLIEHTaX
OT 3aperuCTpPUpPOBAHHON IIEHBI, MEXAY 3aperMCTPMpPOBAHHON IIPeJeIbHOI OTIIYCKHOM I[eHOI
MPOU3BOAUTENS Ha JIEKAPCTBEHHBIN IIperapaT M CpegHEeB3BeIlleHHON (aKTMUeCKON I[eHOII BBO3a
JIEKQpCTBEHHOTO IIperapara 3a IlepMoj, MCTeKUIM €O MOHA TOCYHapCTBEHHON perucrpauyu
(mocemuelt mepeperucTpanum) MpeaeIbHON OTIYCKHOM IEHBI, C YIETOM MUHUMAJIBHON OTITYCKHOI
LeHbl IpousBonuTens (6e3 yuera HaMMeHOBAHMS IIPOM3BOACTBEHHBIX ILIOLIANOK, YUACTBYIOIIUX B
Ipolecce IIPOM3BOJCTBA) HA TAKOI JIEKApCTBEHHBIIT IIperapar B CTpaHaX, YKAa3aHHBIX B IIPUIOKEHUN
N 4 x Merommke, C IIpefCTaBlIeHNMEM CBefeHUI (IO BBIOOpY mepskaTeis WM BJajfesbla
PErUCTPAIIOHHOTO YOOCTOBEPEHNS JIEKapCTBEHHOrOo IIpernapara (yHIOJTHOMOUEHHOTO UM JIMLA),
MOATBEPKNAINNX IIPeICTAaBJIEHHYI0 MIHNMMAIBHYK OTIYCKHYIO I[eHy IIpOM3BOOUTENS Ha
JIeKapCTBEHHBINT Ipenapar (Ha OyMaXKHOM HOCHUTeJIe C 3aBepeHHBIM B yCTAQHOBJICHHOM IIOpSKe
IIepeBOIOM Ha PYCCKIIL I3BIK).

22. IIpu rocymapCTBEeHHOI IlepeperucTpanuy IpefelbHbIX OTIIYCKHBIX IIeH IIPOM3BORMTENEN
TrOCy[apCTB - WIeHOB EBpasmilcKoro 3KOHOMMYECKOTO COI03a, B TOM YNCJe OCYIIeCTBIISIOIINX
MIepPBUYHYIO U (UJI¥) BTOPUUHYIO YIIAKOBKY JIeKapCTBEHHOTO Ipenapara B Poccuiickoit Penepariyn, Ha
JIeKapCTBEHHBIE IIpeIapaThl B CJIyuasx, IIpeJyCMOTPEeHHBIX HDOANyHKTamm "a” u "6" mymHkra 19
Hacrosmux [IpaBui, mpeneIbHbIN YPOBEeHE peHTAa0eIbHOCTI He MOKET IIPeBhIIIaTh 30 IPOIeHTOB.

23. Ha ocHoBaHNMN 3agBJIeHNs [ep)KaTelid MJIM BJIalesblla PErMCTPAlMOHHOTO yAOCTOBEpEeHUI
JIeKapCTBEHHOIO IIpemapara (YIIOJHOMOYEHHOIO UM JINMI[A) O CHIDKEHUM 3aperuCTPUPOBAHHOIN
NpefesIbHOMl OTIYCKHOM IeHBl IIPOM3BOAMTeNI MMHUCTEpCTBOM 3[paBooXpaHeHUs Poccmiickoir
denmepalnyu paccMaTpUBAeTCA BOIPOC O BHECEHUM COOTBETCTBYIOILMX I3MEHEHUII B pPeecTPOBYIO
3aIICh TOCYAAPCTBEHHOTO peecTpa.

B ciaydae cHIDKEHMS 3aperVCTPMPOBAHHON IIpeNesIbHONM OTIIYCKHOJ IleHBI IIPOM3BONNUTENT Ha
OCHOBAaHUM 3adgBJIeHMd [Jep)KaTeJd WM  BJlafeldblla  PErUCTPAllMOHHOIO  yHOCTOBEpeHUs
JIeKapCTBEHHOTO IperapaTa (yIOJTHOMOUEHHOTO UM JIMIIA) LIeHa Ha TaKoil IIperapaT He MOXKeT ObITh
3agBJIeHa JepsKarejeM WM BJAJesblleM peTUCTPAlMIOHHOTO YIOCTOBEPEHMUA JIeKapCTBEHHOI'O
npemnapara (yIIOJIHOMOUEHHBIM MM JIMIIOM) Ha IepeperucTpaniio B TeUueHye Tofa co AHS IPUHATHL
pelleHNus O CHIDKEHUI IIpeiesIbHOI OTITyCKHOII 1[€HBI.

MuHucrepcTBOo 3mpaBooxpaHeHmUs Poccuiickoli ®emepanmy 10 pesysibTaTaM BHECEHUS
COOTBETCTBYIOIIMX M3MEHEHNII B TOCyHAapCTBEHHBINI peecTp BBINAET AeprKaTell0 VIV BIafeJbLly
PEeTUCTPAIIOHHOTO yAOCTOBEpPEHMs JIEKApCTBEHHOTO IIpemapara (yHOJIHOMOYEHHOMY MM JIHUITY)
BBINNCKY U3 TOCYapCTBEHHOTO peecTpa.

24. TocymapcTBeHHas perucTpanysa M IIepeperucTpanyd IIPeAelIbHBIX OTIIYCKHBIX IIeH
IIPOM3BOJUTEIIENI Ha JIEKApCTBEHHBIE IIperapaThl OCYIeCTBISeTCS I IPOU3BOAUTEIIell OeCIIaTHO.

25. enepanbHas aHTMMOHOIIOJBHAS CIyK0a OTMEHSeT pellleHNe O COIJIACOBAaHUM IIpeNeIbHOI
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OTITyCKHOJ ILIeHBbI IIPOM3BOAMTENA Ha JIeKAPCTBEHHBIN IIpelapar, ecjy IIocje IPUHATHUS TaKoro
pellleHMs yCTAaHOBJIEHO, YTO JepsKaTeJleM WJIM BJIafeblleM PperMCTPalIOHHOTO YIOCTOBEpeHNS
JIeKapCTBEHHOTO IperapaTa (yIOJTHOMOUEHHBIM UM JIMIIOM) OBLIM IIpeJCTaBJIE€HbI IIOBJIVABIINE Ha
pe3yJbTaT pelleHNs HeOCTOBepHbIe CBeIeHN.

MunncrepcrBo  3gpaBooxpaHeHmMs  Poccuiickoin  Pepepanym  oTMeHSET — pelleHMe O
TOCYHApCTBEHHON  PerucTpalMy JUIM  IIepeperucTpanuy  IpefelbHOM  OTIYCKHOW  LIeHBI
MpOM3BONUTENS Ha JIEKAPCTBEHHBINI IIperapaT B ciydae, €Cy IIOCje IPUHATUA TaKOTO peILIeHN
yCTaHOBJIEHO, UTO Jiep;KaTesIeM VM BJIajleIblleM PEeruCTPalllIOHHOIO yIOCTOBEpeHN JIEKapCTBEHHOTO
mpernapaTa (YIIOJHOMOYEHHBIM UM JIMIOM) OBUIM IIpe[CTaBJIeHBl HeJOCTOBEpHBIE CBeJeHIN,
MOBNMABIINE Ha pe3yJbTaT NPUHATOrO MUHNCTEPCTBOM pelleHMs, a TakkKe B Ciydae, eciu
denmepasmbHasd aHTUMOHOIIONBHAA CIyX0a OTMEHIIA pellleHNe O COIJIACOBAaHNUM IIpefeIbHOII
OTITyCKHOJ I[€HbI IIPOM3BOAMTENI Ha JIEKAPCTBEHHBIN IIperapaT. MIHICTEPCTBO 34paBOOXpPAHEHII
Poccmiickoit ~ Pemepamum B yKasaHHBIX  cIydadxX  MCKJIOYaeT  3apeTMCTPUPOBAHHYIO
(TIepeperucTpupoBaHHYIO) IIpeAesIbHYI0 OTIIYCKHYIO IIeHY U3 FOCYAapCTBEHHOTO peecTpa.

YTBep:KaeHbI

ITocranoBnennem IlpaBurenbcTBa
Poccuiickoit Pepgepannn

ot 29 okTa6psa 2010 r. N 865

IIPABUJIA
BEJEHMA TOCYJAPCTBEHHOI'O PEECTPA IIPEJEJIbHBIX OTITYCKHbBIX HEH
MMPOU3BOAUTEJIEN HA JIEKAPCTBEHHBIE ITPENTAPATBI, BKIIIOYUEHHBIE
B IEPEYEHD )KU3HEHHO HEOBXO/IUMbIX Y BAJKHEUIIINX
JIEKAPCTBEHHBIX ITPEITAPATOB
Crycox n3MeHAIOINX JOKYMEHTOB
(B pen. ITocranosiennit IIpaBurenscrBa PO or 04.09.2012 N 882,
or 15.09.2015 N 979)

1. Hacroamme IIpaBmiia ycTaHaBAMBAIOT IIOPANOK BedeHMd TOCYyIapCTBEHHOIO peecTpa
3aperucTpUpOBaHHbBIX IIpefesIbHBIX OTITYCKHBIX IIeH IIPOM3BOANTENell Ha JIeKapCTBeHHBIE IIpeIapaThl,
BKJIIOUEHHBIe B IepeyeHb JKM3HEHHO HEOOXOOVMMBIX ¥ BaKHENIINX JIeKapCTBEHHBIX IIperapaToB
(mamee - peectp).

2. Peectp sBiserca depmepanbHOil MHPOPMALMOHHON CUCTEMOIN, COHEpIKAIENl CBENEHUS O
TrOCyJapCTBEHHOM perucTpauyuy IpefeIbHBbIX OTIYCKHBIX II€H IPOM3BOAMTENEN Ha JeKapCTBEHHBIE
mpemnaparsl, BKIOUEHHbIE B IlepeueHb >XM3HEHHO HEeOOXOMMMBIX M BaKHENIINX JeKapCTBEHHBIX
Ipemnaparos (gayee - JeKapCTBEHHbIE IIpeTIapaThl).

3. Peectp Bemerca MuHucTepcTBOM 3apaBooxpaHeHus Poccuiickoit Penepaniyy B 91€KTPOHHOM
BUJE C IIpMMEHEHNMEM AaBTOMAaTU3MPOBAHHON CHUCTEMBI ITyT€M BHECEHMS B PEECTpP PEeeCTPOBBIX
3aMmucein.

(B pen. [Tocranosnenns IIpaBurenscrBa PO or 04.09.2012 N 882)
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4. BenmeHme peecTpa OCYIIECTBISE€TCI B COOTBETCTBUM C €AVHBIMM OpPTaHU3AIMOHHBIMU,
METOJOJIOTMUECKMMY ¥  IIPOTPAaMMHO-TEXHMUECKMMY  IPUHLIMUIAMM,  00eCIeumBaoIIMI
COBMECTUMOCTb ¥ B3aIMOMEJICTBIE 3TOTO peecTpa ¢ MHBIMU (enepaJbHbIMU MH(POPMAaLMOHHBIMU
CUICTeMaMI U CEeTAMIL.

5. PeecTpoBas 3ammch cogep:KuUT clIeAyIolne cBeqeHNs:

a) HayMeHOBaHNUe [ep)KaTels JVUIM  BiIafgeiblla  PErMCTPALMOHHOTO  yHOCTOBEPEHMS
JIEKAPCTBEHHOIO IIpelapara, HalIMEeHOBaHIE IIPOM3BOIMUTENS JIEKAPCTBEHHOIO IIpelapara, MeCTO
HaxXOXOEHNsA IPOM3BOACTBEHHBIX IUIOIIANOK, Y4YacTBYIOIUMX B  IIpoljecce  IIPOM3BOACTBA
JIeKapCTBEHHOTO IIpenapara, ¢ yKasaHlIeM CTaguM IIpoliecca IIpou3BOACTBA;

6) HauMeHOBaHMe JIEKApCTBEHHOrO IIpemapara (MeXAyHapogHOe HeIlaTeHTOBAHHOe, JUIN
IPYIIIMPOBOYHOE, MU XUMIUECKOe ¥ TOPrOBOe HaMMEHOBAHNIS);

B) HOMEp PEerMCTPAIIOHHOIO YAOCTOBEPEHS JIEKAPCTBEHHOTO IIpelapara;

I) JleKapcTBeHHas QopMa C yKasaHMeM [JO3MPOBKM JIEKAPCTBEHHOTO IIperapara U ero
KOJIMYeCTBA BO BTOPMYHOI (IIOTPeOUTENBCKOTL) YIIAKOBKE, a TAK)Ke KOMILIEKTHOCTE;

I) 3aperMCTpUpOBAHHAs IpefesibHAs OTIIYCKHas LieHa INPOU3BOAUTENS Ha JeKapCTBEHHBIN
mpemnapar B pyoisax;

e) maTa ¥ HOMep IpmKasa MmHucTepcTBa 3apaBooxpaHeHus Poccuiickoit ®Pemepauum o
roCyJapCTBEHHOM perucTpaniy, IepeperucTpalii IpefeJbHO OTIIYCKHOM 1IeHbI IPOM3BOANTENA Ha
JIEKapCTBEHHBIII IIpenapar;

JK) LITPUXOBOM  KOI, HAHECEHHBINI Ha BTOPMUHYIO (HOTPEOUTENBCKYIO)  VIIAKOBKY
JIEKapCTBEHHOTO IIpernapara;

3) KOJ{ JIEKApCTBEHHOTO IIpeliapara I10 aHaTOMO-TePaIeBTUYECKO-XMMUUECKOI KiIaccupuKanmn,
peKoMeHIOBaHHOI BceMupHOIT opraHmu3saluell 3MpaBooXpaHeHN.

(m. 5 B pen. ocranosnenns [Ipasurenscrea PO or 15.09.2015 N 979)

6. BHecenme B peecTp peecTpoBOI 3amlUCK OCYILECTBJIZETCd Ha OCHOBAHUN CBEIEHMUIA,
MOJIyYeHHBIX IIPY TOCYyAapCTBEHHON perucTpanny (IlepeperucTparun) IpeaeIbHo OTIIyCKHOI LeHbI
IIPOV3BOUTEINS Ha JIEKAPCTBEHHBII IIperapar, B TeueHne 1 pabodyero QJHS C HaThI:

a) TPUHATUSA pELIEHNUS O TOCYJAPCTBEHHOM PpErucTpanuy IMpeneabHON OTIYCKHOM I[€HbI
NIPOM3BOAUTENSA Ha JeKapCTBEHHBIN IIpelapar;

0) IpMHATUA pelleHus O IepeperucTparny IpegeIbHOM OTIYCKHOM LIeHbl IPOM3BOLNUTENI Ha
JIEKapCTBEHHBIIN Ipenapar.

6(1). BHeceHme wmM3MeHEHUII B pEECTPOBYIO 3aIlMCh O TOCYAAPCTBEHHON perucTpariun
IIpefebHOM OTIIYCKHOM ILIeHBI IIPOM3BOAUTENS Ha JIEKAPCTBEHHBIN IIpellapaT B YacTU M3MeHEHUs
HaIMEHOBAHNUS  JIEKAPCTBEHHOTO  IIperapaTa  (MeXAyHapOMHOTO  HeNaTeHTOBAaHHOIO, MU
IPYIIIMPOBOYHOIO, JUIM XMMMUYECKOTO ¥ TOPrOBOTO HAaMMEHOBAHWsI), HAIMCAHUSI JIeKapCTBEHHOI
¢dbopMBbI, HaMCcaHUs OO3MPOBKY JIEKAPCTBEHHOTO IIpeliapaTa, M3MeHeHNs OepsKaTess MM Biafeliblia
PeruCTpallMOHHOIO yHOCTOBEpeHMs JIeKApCTBEHHOro IIperapara, M3MeHeHNS IIPOM3BOMMTENI
JIEKQpCTBEHHOTO IIpellapaTa, HaMMEHOBAaHMSA IIPOM3BOACTBEHHBIX IUIOIIANOK, YYacTBYIOILMX B
mpolecce IIPOM3BOJCTBA JIEKAPCTBEHHOI'O IIperapaTra, HOMepa PETrMCTPAIOHHOTO YIOCTOBEpEHMS
JIEKapCTBEHHOTO IIpelapara, LITPUXOBOrO KOAa, HAHECEHHOTO Ha BTOPMUHYIO (IIOTPEOMTETBCKYIO)
YIIaKOBKY JIEKQpCTBEHHOTO IIpelapara, KOMIUIEKTHOCTM JIEKApCTBEHHOTO IIpemnapara (IIpU YCIOBUM
OTCYTCTBUSL WU3MEHEHUs €ero KOJMYECTBA BO BTOPUUHOI  ([IOTPEOUTENTBCKOI)  YIIAKOBKE)
OCYILIEeCTBJISIETCS Ha OCHOBAaHUM 3adBJIEHUS JepxKaTels WM Bilafelblla pPerucTpaloHHOTO
YIOCTOBEpPEeHMsI JIEKAPCTBEHHOTO IIpemapara (YIOJTHOMOUEHHOTO UM Jula) MmuHMCTEpCTBOM
3npaBooxpaHeHus Poccuiickoit Pemeparun 6e3 cormacoBanmus ¢ PemepanbHO aHTUMOHOIIOJIBHOIL
CIyK00JI C COXpaHeHMeM IIOCJIeRHel 3aperuCTPMpPOBAHHON IeHBI Ha JIEKAPCTBEHHBIN IIperapar.
MuHucrepcTBO 3npaBooxpaHeHus Poccuiickoit Pemepanuy o pesyibraTraM BHECEHUS M3MEHEHUI B
peecTpoByI0 3allliChb BBIAeT MAeprKaTello WIM BJIafelblly PeruCTPAalMOHHOIO YIOCTOBEpEeHUs
JIeKapCTBEHHOTO IpenapaTa (yIIoJHOMOUEHHOMY UM JIMITy) BBIIIICKY U3 peecTpa.

(m. 6(1) BBemen Iocranosnennem IlpaBurensctsa PO or 15.09.2015 N 979)

7. CBeleHUs O TOCyJapCTBEHHON permucTpanyy IpeesIbHON OTIIYCKHON IIeHBI IIPOVM3BOINTEINS
Ha JIEKapCTBEHHBIN NpenapaT MoJIeXaT UCKIIYEHNIO I3 peecTpa B CIydae:

a) MpencTaBJIeHUs IIPOM3BOAMTENEM JIEKAPCTBEHHOTO IIperapaTa 3asBiIeHUs 00 VCKIIOUEeHNN
CBeJIEHUII U3 peecTpa;

0) MCKIIOUeHNUs JIEKApCTBEHHOTO IIpeliapaTa M3 IOCY[apCTBEHHOIO DeecTpa JIeKapCTBEHHBIX
CPENCTB I MEAMUMHCKOTO IIPMMEHEHN;

B) NCKJIIOUEHWS JIEKapCTBEHHOIrO IIpelapara u3 IIepeyHs IKM3HEHHO HeOOXOOMMBIX W
Ba)KHEMIINX JIEKaPCTBEHHBIX IIPEIIapaToB;
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r) OTMEHBI peLIeHNs O TOCYZApCTBEHHON PEeruCTpalMy JUIM IIepPeperucTpauuy IpeReIbHOI
OTITYCKHOJI II€HBI IIPOM3BOAUTENA Ha JIeKapCTBEHHBIII IIperapar.

(mm. "r" BBemeH [ocranosnenuem IIpasurensctsa PP ot 15.09.2015 N 979)

8. Ilpu mpuHatum MuHucTepcTBOM 37MpaBooxpaHeHms Poccmiickoit Pemepanum peureHus o6
JMCKJIIOUEHUV CBEOEeHMII O TOCyHapCTBEHHON perucTpalym IIpefesIbHOM OTIyCKHOM  I[eHBI
TIpOM3BOANTENA Ha JIEKAPCTBEHHBIN IIperapaT COOTBETCTBYIOIAs 3aIllICh IIPOM3BOIOUTCA B peecTpe B
TeyeHye 1 pabouero MHA € OAThl IPUHATUS TAKOTO PELIECHMS C yKasaHMEM OCHOBAaHNSA ¥ JAThI €ro
NIPUHATHA.

(B pen. [Tocranosnenns IIpaBurenscrBa PO or 04.09.2012 N 882)

9. Peectp my6auKkyercs Ha opuLmaapsHOM caiite MuHMCcTepCcTBa 3apaBooxpaneHus Poccnitckoit
denepanuu B cetnt VIHTepHeT 1 OOHOBJIIETCS €KeTHEBHO C COXpaHeHMeM Ha cajiTe BCeX IIpeIbIay X
penaKIuii peecTpa.

(B pen. Ilocranosnenns IIpaBurenscrBa PO or 04.09.2012 N 882)

10. Madopmanmst 0 3aperucTpupOBaHHBIX IpefeIbHBIX OTIYCKHBIX I[eHaX IPOM3BOJUTEINIEN Ha
JIeKapCTBEHHBbIE IIperapaThl pasMelllaeTcs B alTeUHbIX OpraHM3alMAX B JOCTYIIHOW JJIf BCeX
3aMHTEPECOBAHHBIX ULl (OpMe C yUeTOM TPYIIMPOBKM II0 MEXIyHApOOHBIM HeIaTeHTOBAHHBIM
HaIMEHOBAaHMAM JIeKapCTBEHHBIX IIpEIIapaToB.

11. CpepmeHus, comepskKallyiecs B peecTpe, SBISIOTCI OTKPBITBIMM M OOIIEJOCTYIIHBIMU U
IIpeIOCTABIIAIOTCA 3afHTePECOBAHHBIM JIMI[aM GeCIIaTHO.

ITo >xeaHMIO 3aMHTEPeCOBAHHBIX JIUI[, OOPATUBIINXCA 32 STUMU CBeJEeHUAMIU, OHY MOTYT OBITh
IIpeJCTaBJIeHb] 110 X MICHbMEHHBIM 3aIIpocaM B BUJe BBHINNMCOK M3 peecTpa B TeUeHMe 5 JTHell ¢ JaThl
IIOCTYILIEHNS 3aIIpoca.

YrBepxaeHsl

IlocranoBnenuem IIpaBurennscTBa
Poccuiickoit Penepanun

ot 29 okTa6ps 2010 . N 865

ITIPABAJIA
YCTAHOBJIEHMA ITPEJEJIBHBIX PASMEPOB OIITOBBIX U ITPEJEJIbHBIX
PA3BMEPOB POSHNYHbBIX HAABABOK K PAKTUYECKHMM OTIIYCKHbBIM IIEHAM,
YCTAHOBJIEHHBIM ITPOM3BOAUTEIAMMU JIEKAPCTBEHHBIX ITPEITAPATOB,
BKJIIOUEHHBIX B TEPEYEHD J)KU3HEHHO HEOBXO/IMMbIX Y1 BAJKHEUIIINX
JIEKAPCTBEHHDLIX ITPEITAPATOB, B CYB'BEKTAX
POCCUMICKOU ®PENEPALIN
Crmcox M3MeHAIINNX JOKYMEHTOB
(B pen. ITocranosiennit IIpaBurenscrsa PO or 15.08.2014 N 816,
oT 04.09.2015 N 941, ot 03.02.2016 N 58)

1. OpraHsI UCIIOJIHUTEIBHOI BJIACTU CyOBeKTOB Poccuiickoit Pegepaniuyt IpMHIMAIOT pellIeHNs
00 yCTaHOBJIEHUN IIpeeIbHBIX pa3MepOB ONTOBBIX HAJOABOK M IIPelesIbHBIX PasMepOB PO3HIYHBIX
Haf0aBOK K (aKTMUECKMM OTIIyCKHBIM LieHaM, YCTaHOBJIEHHBIM IIPOM3BOAMUTENAMI JIeKAPCTBEHHBIX
IIperapaToB, Ha JIeKapCTBEHHbIE IIpelaparhl, BKIIOUEHHbIC B II€PEUYeHb XKM3HEHHO HEOOXOMMMBIX I
Ba)XHENIINX JIEKAPCTBEHHBIX IIpelapaToB (majlee COOTBETCTBEHHO - JIEKApCTBEHHBIE IIpeIraparsl,
dakTIyecKne OTIYCKHBIE IIeHbI IIPOM3BOANTEINIEN]), ITIOCIIe COITTACOBAaHNS IIPOEKTOB COOTBETCTBYIOIIIX
perrennit ¢ emepanbHO AHTUMOHOIIOIBHOM CIYKOOI.

[IpenenpHbIle pa3Mepbl ONTOBBIX HAaA0ABOK I IIpefesbHble pasMepbl POSHUUHBIX HaA0aBOK K
bakTHUeCKMM OTIIYCKHBIM IleHaM IIPOM3BOANTEJNIEl Ha JIeKapCTBEHHbIE IIperaparhl, BHIpaKCHHBIE B
mpoIleHTax u AuddepeHIMpoBaHHbIE B 3aBUCUMOCTY OT CTOMMOCTY JIEKQpPCTBEHHBIX IIpeIaparos,
yCTaHABIMBAIOTCS B OTHOIIEHNY OpPraHM3alNil OIITOBOM TOPrOBIM, ANTEUYHBIX OpTaHM3aI[NIL,
VHIVNBYYJIbHBIX HpeIIpIHIMAaTeIel, MMEIOIINX  JIMIEH3UIO Ha  OCYILeCTBJIeHNe
dapManeBTIUECKOII JeATeNbHOCTM (fanee - MHAMBMUAYAIbHbIE IPeANPUHUMATENN), MeIUIIMHCKIAX
OpraHmMs3aluil, MMeINNX JNLIEH3NI0 Ha OCylecTBIeHNe (apMaleBTIUeCcKO! AeSTeIBHOCTH, M UX
060co0JIeHHBIX IofgpasdeseHnit (amOyrnaropmit, ¢enpaiIepcknx U  (perpalIepCcKo-aKyIIepCKIX
IlyHKTOB, IIeHTPOB (OTHesieHmiT) oOuieil BpaueOHON (CeMeHOJ) IIpaKTUKMU), pPACIONOKEHHBIX B
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CEJIbCKMX IIOCEJIEHMSIX, B KOTOPBIX OTCYTCTBYIOT alTeuHble OpraHmsanuu (majsee - MeRUIMHCKIE
OpraHmM3alu), OCYIIECTBISIOIINX pealn3alyio JeKapCTBeHHbIX IIpeIapaToB Ha TEPPUTOPUM ITUX
Cy6’beKTOB Poccuiickoir Peneparimmn.

(m. 1 B pen. Hocranosnenns [Ipasurenscrea PO or 03.02.2016 N 58)

2. OpraHpl NUCHOJHUTEIBHON BiacTu cyOBekTOoB Poccuiickoit Pemepanyy ycTaHABIMBAIOT
npepeyibHbIE pasMephbl OITOBBIX U IpefesibHbIE pasMephbl PO3HUUHBIX HAN0ABOK K (QaKTUUECKUM
OTIIyCKHBIM LIeHaM IIPOM3BOAUTEJIE] Ha JIEKAPCTBEHHBbIE IIpernapaTbl B COOTBETCTBUM C METOIMKOIL,
yTBepKaaeMoit PemepasbHON aHTUMOHOIIOJIBHOI CITY)XK00i1, ICXOII U3 CIeAYIONX IIPYHIIAIIOB:

(B pen. [Tocranosnenns IIpaBurenscrBa PO ot 04.09.2015 N 941)

a) BO3MeIleHMe  OpraHM3alusM  OITOBOJ  TOPTOBJM, ANTEUHBIM  OpraHM3aLVIM,
VHAVBUAYAIbHBIM  INpPEeNNpMHMMATENIM M  MeAMUMHCKUM  OpPraHM3alusM  3KOHOMMYECKU
00OCHOBAHHBIX 3aTpaT, CBSI3aHHBIX C 3aKyIIKOJ, XpaHEHMeM I pealyusaliueil JeKapCTBEHHBIX
IIperaparos;

0) yuer pasmepa npuGbLIM, HEOOXOOUMOI IUIsl ObecrieueHnss OPraHU3aluil OIITOBOY TOPTOBIII,
alTeuyHbIX OpraHM3alull, MHAUBUIAYaJIbHBIX IpelpUHUMAaTeNell ¥ MeOUIMHCKUX OpraHMU3aluii
cpemcTBamMym Ha OOCIy)KMBaHNMe IPUBJIEUEHHOr0 KammuTaja U (UHAHCUPOBaHUE OPYTUX
000CHOBAHHBIX PACXOJIOB;

B) YUeT B CTPYKType HaJg0aBOK BCeX HAJIOTOB ¥ MHBIX 00513aTeIbHBIX IIIATE)XeIl B COOTBETCTBUM C
3aKoHonarenbcTBoM Poccuiickoit epeparmi.

3. Ilom daxTUUeckoil OTIYCKHOJ L€HON IPOM3BOAUTENS Ha JIEKapCTBEHHBIN IIperapar
moHymMmaercss LeHa (6e3 Hamora Ha [00aBIE€HHYI0O CTOMMOCTB), yKasblBaeMas POCCUIICKIM
NpOM3BOAMUTEIEM JIEKAaPCTBEHHOTO IIpelapara B COIPOBOAMTEIBbHON MOKYMEHTaUMM Ha TOBap, a
MHOCTPaHHBIM IIPOM3BOANUTENIEM JIEKAPCTBEHHOTO IIpellapaTa - B COIPOBOAUTENBbHON HOKYMeHTalNI
Ha TOBap, Ha OCHOBAHNIU KOTOpOJ odopMisgeTcs Ipy3oBas TaMOKeHHas NeKJIapauys, ¢ y4eToM
pPacXoIoB, CBSA3AHHBIX C TaMOXXEHHBIM odopMieHMeM TIpysa (YILIATOM TaMOMKEHHBIX IIOLUINH I
c60poB 3a TaMOXKeHHOe oopMIIeHe).

B ciyuae ecnu 3akoHomaTelIbcTBOM TaMoOKeHHOTro cor03a He IIpeyCMOTpPEHB! NeKJIapupoBaHNe
CTOMMOCTM IlepeMeIljaeMBIX uepe3 TaMoKeHHYIo rpaHuny Poccuiickoit Penmeparm ToBapoB, MeCTOM
MIPOMCXOKAEHNS KOTOPBIX SBJIZETCS TEPPUTOPUS TOCYHAPCTB - YUACTHUKOB TaMOKEHHOI'O COI03a, U
oopmiieHNe B OTHOIIEHUNM UX TPY30BOII TaMOXXEHHOU MeKIapalnyl TaMOXXeHHBIMM OpTaHaMU
Poccniickoit ®emeparum, mox ¢GaKTUUECKON OTIYCKHOI II€HOJ MHOCTPAHHOTO IIPOU3BOAUTENS Ha
JIKApCTBEHHBINI IpemnapaT IIOHMMAaeTcA I€Ha, YyKa3aHHasd MHOCTPAaHHBIM IIPOM3BOANUTENEM
JIeKapCTBEHHOTO IIpernapara B COIIPOBOAUTEIbHOM TOKyMeHTaII.

4. CyMMa oONTOBBIX Haf0aBOK K (PaKTMUECKONl OTIYCKHOJ ILieHe IIPOM3BOAUTENS Ha
JIEKapCTBEHHBINI  IIpemnapaT, IpUMEHSIeMBbIX BCEMM OpraHM3aUMAMM  OITOBOM  TOPTOBIIN,
yUaCTBYIOIIMMM B peajmsaliyf 3TOr0 JIEKAPCTBEHHOTO IIpellapara Ha TEppPUTOPUM CyOBeKTa
Poccuiickoit Pemepanyy, He HOJDKHA IIPEBBIIIATH COOTBETCTBYIOIINI IIpeNebHBIN pa3Mep OITOBOIL
Han0aBKM, YCTAHOBJIEHHBII OPTaHOM NCIIOJIHUTEJIBHON BIAacTM 3TOro cyowekra Poccuiickoit
denepanum.

5. Pasmep posumuHO¥ HambaBKM K (aKTUUECKOV OTIIyCKHON IleHe IIPOM3BONMUTENSI Ha
JIEKApCTBEHHBIN  IIpelnapaTr, YCTAaHOBJIEHHBIMI AaIllT€YHOM  OpraHMs3auuell, WHAWBUAYaJIbHbIM
npefIpMHMMATENIEM M MEOUIMHCKON  OpraH;M3alMelf, OCYILUEeCTBJISIOIIVMIL  peaan3al(iio
JIEKapCTBEHHBIX IIpernapaToB Ha Tepputopuu cyobekra Poccmiickoit ®Pemepauum, He HODKEH
IIpeBBILIATh COOTBETCTBYIOINMII IIpEeJeNIbHBIN pasMep pO3HMUYHON Han0aBKM, YCTAHOBJIEHHBIN
OpraHOM MCIIOJTHUTENBHOJ BJIACTH 3TOro cyobekTa Poccuiickoit ®eneparinum.

6. Peanmsanus jgeKapCTBEHHBIX IIpeIlapaToB OPTaHM3alMIIMU OITOBOI TOPTOBJIM, allT€UHBIMU
OpraHM3alUAMMY, MHAMBUAYATIbHBIMU IpeNIpMHMUMATENIMY ¥ MeOULUMHCKMMM OpraHM3aluaMU
OCYILIECTBJIAETCSA IIPY HAJIMYMY IIPOTOKOJA COTIIACOBAHMSA 1I€H ITOCTABKM JIEKAPCTBEHHBIX IIPEIapaToB,
BKJIIOUEHHBIX B IIepeueHb >KM3HEHHO HEOOXOAVMMBIX 1 Ba)KHEMINNX JIeKApCTBEHHBIX IIpeIaparos,
COCTaBJIEHHOTO IT0 GopMe COTJIaCHO NPUIOKEHMIO, 32 MCKIIOUeHMEM JIEKAPCTBEHHBIX IIpeIaparos,
KOTOpBIe He OBUIM BKJIIOUEHBI B TaKOJ IIepeUeHb HAa MOMEHT UX IIpUOOpeTeHNs yKa3aHHBIMU
OpraHN3alUAaMU M MHAVBUAYaTbHBIMU IPeANIPUHIMATEIIMIA.

IIporokos corjacoBaHMs Il€H ITOCTABKM JIEKAPCTBEHHBIX IIpelapaToB MOXXET OBITh CO3MaH B
BUJe 3JIEKTPOHHOTO NOKYMEHTa, IONIMCAHHOTO YCUJIEHHON KBaXu@UIIMPOBAHHON 3JIEKTPOHHOIL
MOJANNCHIO YIIOJTHOMOYEHHBIX JIMI] ITOCTABIIMKA I TIOKYyIIaTeIs.

(1. 6 B pen. [locranopnenus IIpasurenscrBa PO ot 03.02.2016 N 58)

7. ®opMupoBaHIEe OTIYCKHON LIeHBI Ha JEKApCTBEHHBIN IIperapaT OpraHM3alMsAMMU OITOBOIL

TOProBAM M (MJIM) aNTeUHBIMM OpPraHM3AUMSIMY, WHAMBUAYAIbHBIMU IIpeANPUHUMATEIIMU U
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MEOUILIMHCKAMY OpPraHM3aIMsIMIU OCYII[ECTBIAETCS MCXOOA U3 (aKTMUeCKON OTIYCKHOM I[€HbI
NIPOM3BOAUTEN Ha JIEKAPCTBEHHBIN IIpenapaT, He IIpeBBILIAIOIeN 3aperMCTPMPOBAHHYIO I[eHY, U
ONTOBONI M (M) pO3HUUYHON Hanb0aBOK, pa3Mep KOTOPBIX He IIpPeBBIIIAeT COOTBETCTBEHHO
MpefesIbHBIN pa3Mep ONTOBON 1 (V1) MIpefeNbHbI pa3Mep PO3HIUHON HaI0aBKI, YCTAHOBIIEHHBIE B
cyonekTe Poccuiickoit Pemeparum.

Ilpn ¢dopMupoBaHMM OpraHM3ALMUSIMM OITOBOI TOPTOBIM, AalTEUHBIMU OPTaHU3ALVSIMI,
VHAVBUAYATbHBIMY MNPEeANpPUHUMATEIIMY M MEAMUNMHCKIMM OpTaHM3aLMAMM OTIIyCKHON LI€HBbI Ha
JIeKapCTBEHHBIN IIperapar WHOCTPAHHOIO MPOM3BOAUTENS ONTOBasg M (VUIM) PO3HUUYHAS HagO0aBKU
NIPUMEHSITCA K (aKTMUeCKON OTIyCKHOJ IleHe IIPOM3BOMMTENS Ha JIeKapCTBEHHBIN IIperapar,
IeKJIapyupyeMoll IIpM IlepeceueHMN TOBApOM TaMOKeHHOI rpaHmibl Poccuiickoit ®Pemepanumu, c
yUeTOM PacXO[0B, CBI3aHHBIX C TAMOKEHHBIM 0(OpMIIeHNEM IPy3a (TaMOKeHHBIX ITOLUINH 1 cGOpOB
3a TaMO)XeHHOoe 0(pOpMIIeHME), He IMPEBBILIANIIE] 3aperuCTPUPOBAHHYIO IIPEJENbHYI0 OTIIYCKHYIO
LleHy IIPOM3BOAUTENS Ha 3TOT JIEKAPCTBEHHBIN npemnapar. [Ipu stoMm dakrtmueckas oTIyCKHas LieHa
NpOM3BOAUTENA Ha JIEKAPCTBEHHBINI IIperapar, 3ajdeKJIapMpoBaHHAsd B WMHOCTPAHHON BaJIOTe,
nepecunTthiBaeTcs B pybonum mo kypcy LlenTtpansHoro 6amka Poccuiickoit Pemepanum Ha gaty
oopMIiIeHNsT TPY30BOIT TAMOKEHHOI eKIapaliyil.

B cnyuae, ykasaHHOM B ab3alie BTOpOM IIyHKTa 3 HacTosiux IIpaBmii, onmToBas M pO3HMYHAs
Han0aBKM INPUMEHSIOTCT K (PAKTMUECKON OTIYCKHOJ IleHe IpPOM3BOOUTENS Ha JIeKapCTBEHHBII
Ipemapar, yKa3aHHOII B COIIPOBOAUTENIBHOI MOKyMeHTallMyM Ha TOBap M He IIpeBBIIIAIOIIel
3apETUCTPUPOBAHHYIO IPENENbHYI0 OTIIyCKHYIO LIEHY IPOM3BOAUTENS Ha NAaHHBIN JEKapCTBEHHBIN
npenapar. PakTudyeckas OTIIyCKHas 1LleHa IPOM3BOANTENA HA JEKApCTBEHHBIN IIperapar, yKkasaHHas B
VHOCTPaHHOJ BaJIIOTe, IlepecumuThIBaeTcI B pybmu 1o kypcy LlentpansHoro 6Ganka Poccuiickoit
denepanuu Ha [gaTy Ilepefadl JIEKAPCTBEHHOIO IIperiapaTa MHOCTPAHHBIM IIPOM3BOJUTEJIEM
POCCHITICKOMY ITOKyIaTesio (YIIOJHOMOUEHHOMY UM JMIIy) IIO IepeJaTOUHOMY aKTy VJIM MHOMY
AHAJIOTUYHOMY JOKYMEHTY.

8. OpraHmsanuu OITOBOJ TOPTOBJIM, MMeEIOI[MEe CTPYKTypHBIE IIOApa3AeseHMs PO3HUUHOIN
TOPTOBJIM, MOTYT (POPMMPOBATh PO3HNMUHBIE LIEHBI Ha JIEKAPCTBEHHBbIE IIperaparhl ¢ NpUMeHeHIeM
OTHOBPEMEHHO OITOBOI ¥ PO3HMUHOI HaA0aBOK K (aKTUUECKOI OTIIYCKHOI IleHe ITPOM3BOUTENS Ha
JIEKapCTBEHHBIII IIpemapar, pa3Mep KOTOPBIX He JOJKeH IIPeBBIIATh IIpeeIbHBIN pa3Mep ONTOBOM U
NpefesbHBIN pasMep PO3HUUHOI Han0aBOK COOTBETCTBEHHO, YCTAHOBIEHHBIE B CyOBeKkTe Poccuiickoit
denepanuy, Ipu yCIOBUM BeeHNU pa3iesIbHOTO y4yeTa OITOBOM I pO3HIYHOM TOPTOBJIN.

9. OpraH HCIOJIHMUTEIBHON BIacTU cyOBekTa Poccmiickoit Pemepanmy HampaBisfeT NPOEKT
pelreHMss 00 yCTaHOBIeHMM U (WUIM) M3MEHEHNUM IIpefeIbHBIX pPasMepOB OITOBBIX HAaA0aBOK I
IIpele/IbHBIX pa3MepOB PO3HMUHBIX HAJ0ABOK K (PaKTMUECKUM OTIIyCKHBIM LIeHaM IIPOV3BOJUTEJIEN
Ha JIeKapCTBEHHBIE IIpelapaTsl, ITOJTOTOBIEHHBII B COOTBETCTBUM C METOAMKON (mayiee - IPOEKT
peurenns), B enepanpHy0 aHTMMOHOIIOIBHYIO CIYKOY.

(m1. 9 BBenmen IlocranoBnennem IlpaBurenscrsa PP or 03.02.2016 N 58)

10. K mpoexTy peleHus IpuiIararTcs CieAyIoIiye JOKYMEHThbI I MaTepuaisl (OpUTMHAIBL WA
KOIMY, 3aBepeHHBbIe PYKOBOAUTENIEM IIM 3aMeCTUTeNeM PYKOBOAUTENS OpraHa MCIOJTHUTEIbHOMN
BiacTu cyowsekra Poccniickoit Pemepanun):

a) IOSCHUTeNIbHAs 3allliCKa, COMeprKalllas B TOM YJCJe IPOU3BeIeHHBbIE B COOTBETCTBUM C
METOJMKOJ pacueThl IIpefeJbHBIX pasMEpOB OITOBBIX HAJN0aBOK ¥ IIPeJeNbHBIX pasMepoB
PO3SHUUHBIX Ham0aBOK K (QaKTMUECKMM OTIYCKHBIM IeHaM IIPOM3BOAMTENIE) Ha JieKapCTBEHHBIE
Tpenaparsl;

6) Marepmaibl, IIpeACTaBIe€HHble OpPraHM3alMSIMM OITOBOJM TOPrOBIN, AaITEYHBIMU
OpraHu3alUaMy, MHAUBUAYAIbHBIMN HIpeAIpPMHUMATENIMN U MEAMLUMHCKMMU OpraHU3aluaMU B
COOTBETCTBUM C METOIMKOIA.

(. 10 BBemmen Ilocranosinenuem IIpaBurensctBa PO or 03.02.2016 N 58)

11. IIpoekt pellleHud C NpuiIaraeMbIMM K HEMY JOKYMEHTaMM M MaTepuanaMlM, YKa3aHHBIMU B
nyHkre 10 Hacrosiumx IlpaBui, npencrasisgercs B PemepanbHyH0 aHTUMOHOIIOJNBHYIO CIyXOy B
NUCbMEHHOM BNAE MJIM B BHUIE 3JIEKTPOHHOrO HOKYMEHTAa, IOANMCAHHOIO YCUJIEHHON
KBaTUUIIMPOBaHHOI 3JIeKTPOHHOI MOAINCHIO, & TAK)Ke Ha apec 3JIeKTPOHHOIT mouThl PenepaabHOIl
AHTUMOHOIIOJIBHOI CITY>KOBL.

Ilpoekr pemrenns peructpupyercs B PemepasbHON aHTMMOHOIIONBHOM  ciIyxbe B
YCTaHOBJIEHHOM IOpSIKE.

(. 11 BBemen [Tocranosnenuem IlpaBurensctBa PO or 03.02.2016 N 58)

12. ®enmepanpHas aHTUMOHOIIOJNBHAA CIyX0a B TeueHre 30 paboumx QHeN CO THSA peTUCTpaliu

IIpOeKTa pellleHMs HallpaBiIsgeT B OpraH MCIIOJHUTENIBHOII BIacTu cyobekTa Poccuiickoit Peneparun
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MIPMHSITOE €10 pellleHye O COTJIaCOBAHIY IIPOeKTa pelieHys 1160 00 0TKase B ero COrIacOBAHMIL.
(m. 12 BBemen [locranosnenuem IIpaBurenscrBa PP ot 03.02.2016 N 58)

13. OcHOBaHMSIMM JJI OTKa3a B COIVIACOBAHUU IIPOEKTA PEIleHNs SIBIISIOTCS:

a) HECOOTBETCTBME pAaCUeTOB IIpelesIbHBIX pasMepOB OINTOBBIX HAA0AaBOK M IIpeJesIbHBIX
pasMepoB PpO3HMYHBIX Han0aBoK K (AKTMUECKMM OTIYCKHBIM I[eHaM IIPOM3BOOUTENEl Ha
JIeKapCTBEHHBIE IIpelapaThl pacueTaM, IPeIyCMOTPEHHBIM MeTOIMKOI;

6) mpencraBienne B PemepasbHYI0 aHTUMOHOIIOJIBHYIO CIyKOy yKasaHHBIX B IyHKTe 10
Hacroamux IIpaBmir MOKyMEHTOB M MaTepHAaIoB, COAep KallX HeJIOCTOBEpHEIE CBEIeHNI;

B) OTCYTCTBUE B IIPeNCTABIE€HHBIX [OKyMEHTaX I Marepuaiax CBeleHUil, TpeOyeMbIX B
COOTBETCTBUM C METOXMKOIL;

I) IIpeJCTaBIeHNe HeIIOJHOr0 KOMILIEKTa JOKyMEHTOB M MaTepualoB, YKasaHHBIX B IIyHKTe 10
Hacroamux IIpaBur;

I) IpencTaBiieHMe NOKYMEHTOB M MaTepUasioB, YKa3aHHBIX B IyHKTe 10 Hacrosiux IIpaBumi,
COCTaBJIEHHBIX He 10 GOopMaM, YCTAHOBIEHHBIM METOIMKOIL.

(m. 13 BBemen [locranosnenuem IIpaBurenscrBa PP ot 03.02.2016 N 58)

14. HVudopmanms o cormacoBauumum nambo 06 orkaze B cornacoBaHun demeparbHO
AHTUMOHOIIOJIIBHON CIIy>K0OJ IpOeKTa pellleHus He Io3aHee 3 paboumx MHeN cOo [HI IPUHATUSL
Takoro pemreHus pasmenaercs Cayx6oit Ha ee oduimanrbHOM caiite B MHGOPMAIMOHHO-
TeJeKOMMYHIKalMoHHoII cetn "MIHTepHeT".

(mr. 14 BBenmen Ilocranosnenuem IIpaBurensctBa PO ot 03.02.2016 N 58)

15. 3a nmpencrasnenue B PemepalbHyI0 aHTMMOHOIIONBHYIO CIYK0y TOKYMEHTOB, COAEPKaILINX
HEIOCTOBEpPHBbIE CBEAEHNs, PYKOBOAUTENb (3aMeCTUTENh PYKOBOMMUTENSI) OpraHa MCIIOJHUTEIbHOI
Biactu  cyomekra Poccmiickoit  ®Pemepanmm  HeceT ~ OTBETCTBEHHOCTh, IIPEOYCMOTPEHHYIO
3aKkoHonarenbscTBoM Poccuiickoit enmeparii.

(rr. 15 BBemen [Tocranosnennem IlpaBurensctBa PO or 03.02.2016 N 58)
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Cnmcok n3MeHSIONNX JOKYMEHTOB
(BBemeno IocranoBnenmem I[IpaBurenscrsa PO or 03.02.2016 N 58)

ITpunoxeHue
k [IpaBusnaM ycTaHOBIJIEHNS NpeeIbHbIX
pasMepoB OITOBBIX M IIpeeIbHBIX
pasMepoB pOSHIYHBIX Ha0aBOK

K (aKTIYEeCKMM OTITyCKHBIM LIeHAM,
yCTaHOBJIEHHBIM ITPOM3BOAUTENIMU
JIeKapCTBEHHBIX IIPENapaToB, BKIIOUEHHBIX

B II€EPEUECHD JKU3HEHHO HeO6XOJlI/IMbIX

U BOKHETIIINX JIeKapCTBEHHBIX
IIperaparoB, B CyObeKTax
Poccuiickont Pengepaunn

(Gopma)
ITPOTOKO.JI
COIJIaCOBaHMA LIeH IIOCTABKU JIEKAPCTBEHHBIX IIPEIIapaToB,
BKJIIOUEHHBIX B II€PEUEHb KN3HEHHO HEOOXOMMBIX M BAKHEIIINX
JIEKapCTBEHHBIX IIperapaToB
IOCTAaBIIMK
rosryyartesns (OpraHm3arysa OITOBOY TOPTOBIIN
VIV OpTaHM3alysi PO3HIYHON TOPTOBIII)
rosyyaress (OpraHmsaysa OITOBOM TOPTOBII
VIV OpraHU3anus PO3HUUHO TOPTOBJIIN)
Toprosoe Cep | IIpouss | 3apeructpu | PakTuuecka Pazmep dakTruecka Pazmep daxryueck | CyMMmapHBII Pazmep daxTuuecka
HaIMEHOBaH | Mg | OMMTEN | pOBaHHAs a (akTuueckoil |5 oTmyckHas | (aKTHUecKoit ag pasmep ¢baxTueckoi OTIIyCKHAasI
ne, b IpefenbHasI | OTIIyCKHAs OIITOBOII LieHa, OIITOBOIL OTITyCKHas | (pakTMUecKux PO3HMUHOIL LIeHa,
JIeKapCTBEHH OTIIyCKHas LIeHa, Han0aBKu yCTaHOBIJIEH Han0aBKu LieHa, ONTOBBIX Han0aBKH, YCTaHOBJIEHE
as popma, LieHa, YCTaHOBJIEH | OpraHM3anun Hasg OpraHM3aIMy | yCTaHOBIIE Ha0aBoOK, yCTaHOBJIEHHOII g
IO3MPOBKA, yCTaHOBJIEH Hasg OIITOBOIL OpraHm3ary OIITOBOIL HHas yCTaHOBJIEHHBIX | OpraHmsal(ieil | opraHmu3any
KOJIMUECTBO B Had IIPOM3BOAY | TOPTOBIM <2> | €if OIITOBOIM | TOProBIM <3> |OpraHusal | OpraHM3anUIMNI PO3HIYHOI 71 PO3HUYHO
MOTpeOUTENH MPOU3BOAUT | TejeM, Oe3 TOPTOBIIH, nein OIITOBOIL TOPTOBIN TOPTOBIH, Ot
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CKOII eyeM HIC 6e3 HIIC OINITOBOII | TOProBIM <4> H/C (py6ure:
yTIaKOBKE (py6ureir) (py©:ein) (py6urern) TOPrOBJIH, <5>
<1> IIPOLIEHT | pyOJIe <2> IpoLeHT | py6ne | gez HIIC | IpoLeHT | py6ie | mpoleHT | py6ie
OB n OB n (py6aeii) OB n OB n
<3>
1 2 3 4 6 7 8 9 10 11 12 13 14 15 16
(mommuCh YIIOTHOMOYEHHOTO JINIIA (db.m.o.) (MOAMMCH YIIOTHOMOYEHHOTO (p.m.o0.)
ITOCTABIIMIKA - OPTaHM3ALI JIUIA IIOCTABIIMKA - OPTraHM3alnu
OIITOBOVI TOPTOBJIN M OIITOBOVI TOPTOBIIN VI
Opra’Hmu3anuy po3HUYHOI OpraHM3alyy PO3HNYHONI
TOPTOBJIN - YKa3aTh HY)KHOE) TOPTOBJIN - YKa3aTh HY)KHOE)
"_" - 20 r "_" - 20 r
M.II M.II
(mommuch yIIOTHOMOUYEHHOTO JINLIA (db.mo.) (mommmch YIIoITHOMOUYEHHOTO (p.mr.0.)

ITOCTABIIMKA - OPTaHM3aLI
OIITOBOJL TOPTOBIIN JUIN
OpraHM3alUN PO3HIUHOIL
TOPTOBJIN - YKa3aTh Hy’>KHOe)

JINIa TTOCTABIIMKA - OPTraHM3aIIU
OIITOBOJL TOPTOBJIN JUIN
OpraHM3aly PO3HIUHOI
TOPTOBJIN - YKa3aTh Hy>KHOe)



<1> PakTMyeckas OTIyCKHas IleHa Ha JIEKapCTBEHHBIN IIpellapaT, BKIIOUEHHBINI B IIepeueHb
JKM3HEHHO HEOOXOAMMBIX ¥ BOKHEJIIIINX JeKapCTBEHHBIX IIPeIapaToB, YCTAHOBIEHHAs MHOCTPAHHBIM
MpOU3BOAUTENEM, YKa3bIBAeTCI C YUETOM TaMOXKEHHOJ IOIIIMHBI M COOPOB 3a TaMOXKeHHOe
odopMmieHMe.

<2> 3amosiHfgeTCS OpraHu3al(Mell OIITOBO TOPTOBJIM, MPKUOOpeTaroleil JeKapCTBEHHBII
npernapar y IpOU3BOINUTEN JUIM y €ro YIIOJHOMOYEHHOIO IIPEICTaBUTENA.

<3> 3amnosHAETCS BCEMU OPTaHU3AIUSIMI OITOBOI TOPT'OBIN, YUACTBYIOUIUMMU B peaausariuy
JIeKapCTBEHHOTO IIperapara [0 Ilepefaul ero opraHMsaluy po3HUUHOI Toprosan. Kommuectso rpad
COOTBETCTBYET KOJIMYECTBY OpPTaHM3aLII OIITOBOJ TOPTOBJIM, YYaCTBYIOINMX B TOBApOIIPOBOIALLIEN
LeIoYKe.

<4> 3amnoyHAETCS OpTraHU3alMell OIITOBOM TOPIOBII, pealus3yIoLIell JeKapCTBeHHBIN IIperapaT
OpraHN3ay PO3HIUHON TOPTOBJIN.

<5> Opra"Husanug po3HMYHOM TOProBIM, He HABJIAONIAACA IUIATENbIIMKOM Hajora Ha
DOOAaBIEHHYI0 CTOMMOCTbD I YUMTHIBAIOII[As €ro B CTOMMOCTM TOBapa, yKasbiBaeT (aKTUUECKYIO
OTIIyCKHYIO LIEHY.

YTBep:KaeHbI

IlocranoBnenuem IIpaBurennscTBa
Poccuiickoit Pepepannn

oT 29 okTa6psa 2010 r. N 865

MN3MEHEHWA,

KOTOPBIE BHOCATCA B IIOCTAHOBJIEHMA
IMMPABUTEJIbCTBA POCCUNCKOU ®EJEPAIIMU 10 BOITPOCAM, CBA3AHHBIM
C COBEPHIEHCTBOBAHMWEM I'OCYJAAPCTBEHHOI'O PET'YJIMPOBAHW A IEH
HA JXU3HEHHO HEOBXO/IUMBIE U BAJKXHEWIIIVE
JIEKAPCTBEHHBIE CPEACTBA
Crmcox n3MeHSIONX JOKYMEHTOB
(B pen. Ilocranosinenns [IpaButenscrsa PP or 04.09.2015 N 941)

1. B IlocranoBnennu IIpaBurenbcrBa Poccmiickoit ®emeparmm ot 7 mapra 1995 r. N 239 "O
Mepax II0 YHOPSAOOYEHMIO TOCY[IapCTBEHHOro perynupoBaHus 1eH (tapudos)’ (CobpaHne
3aKkoHomarenbcTBa Poccuiickoit ®epepanun, 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, cr. 201; 2001, N 7, ct. 656; N 20, ct. 2015; N
26, cT. 2680; N 36, cT. 3561; 2002, N 15, cTt. 1431; 2004, N 51, cT1. 5184; 2005, N 29, cT. 3066; 2007, N 16, cT.
1910; 2008, N 1, cr. 3; N 7, cr. 597; N 17, ct. 1887; 2009, N 33, ct1. 4086; 2010, N 30, cT. 4096):

a) ab3all NeBATHANNATHIN ITepeyuHs MPONYKIMYU MPOU3BOACTBEHHO-TEXHNUECKOTO Ha3HAUEeHUH,
TOBapOB HAPOMHOIO IMOTpeONeHUsS ¥ YCIyr, Ha KOTOpble TOCYHApCTBEHHOE peryjJmnpoBaHue LeH
(rapm¢poB) Ha BHyTpeHHeM pbIHKe Poccuiickoit ®Pemepauymy OCyLIecTBISIOT IIpaBUTETHCTBO
Poccuiickoit Penepanum m ¢enepanpHble OpraHbl MCIIONHUTENBHON BJIACTY, YTBEPKIEHHOTO
yka3aHHBIM [locTaHOBIEHVEM, U3JI0XUTD B CIIEIYIOIIE peqaKIIA:

"JlekapCTBeHHBbIE IIpelapaTsl, BKJIIOUEHHBlE B II€peUeHb JKUBHEHHO HEOOXOOUMBIX WU
B)KHETIIINX JIeKapCTBEHHBIX IIpeIlapaToB”;

6) ab3all NeBATHI IIepeUHs IPOAYKIMN IPOU3BOACTBEHHO-TEXHIUECKOTO Ha3HAUEH s, TOBAPOB
HapOHOTO MOTpebIeHNs U yCIyT, Ha KOTOPhIE TOCyIapCTBEHHOE perynupoBaHme ueH (Tapudos) Ha
BHyTpeHHeM pbIHKe Poccmiickoit Pemepanmy OCYIIIECTBISIOT OpTraHbl JVCIIOJHUTENBHON BIACTU
cy0obekToB Poccuiickoit Pemeparium, yTBepKIeHHOro yKasaHHBIM llocTaHOBIEeHUEM, U3IOXUTH B
CJIeyIOIeil peqaKIIIL:

"llpenenbHble pasMepbl ONTOBBIX M IIpefesibHBbIE pasMepbl PpPO3HMYHBIX HambaBOK K
(daKTMUeCKMM OTIIyCKHBIM IleHaM IIpOM3BOAMTENIEe)I Ha JIeKapCTBEHHBbIE IIpeliaparhbl, BKIIOUCHHBIE B
IlepeveHb KM3HEHHO HEOOXOAMMBIX U BAXKHETIIIINX JIeKAPCTBEHHBIX IIpernapaToB”.

2. Nomomuuts [onoxenue o demepanpHoiil ciy:kbe Mo Ham30py B cdepe 3mpaBOOXpaHEHUs U
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colaIbHOTO pasBuTud, yrBepkaeHHoe ITocranosnenuem IIpaBurenbcrBa Poccutickoit ®enepanum ot
30 mrons 2004 r. N 323 (Cobpanne sakoHomatenbcTBa Poccuiickoit ®emeparimu, 2004, N 28, ct. 2900;
2009, N 2, ct. 244; 2010, N 35, ct. 4574) mognyukToM 5.1.3.10 ciIeyIOIIero cCogepKaHms:

"5.1.3.10. mpuMeHeHMeM IleH Ha JieKapCTBeHHBbIe IIpeliapaThl, BKJIIOUEHHbIE B IIepeueHb
JKM3HEHHO HeOOXOMMMBIX M BaKHEIIINX JIeKapCTBEHHBIX IIPernapaTos;".

3. Yrparnun cuiy. - llocranoBnenne IIpasurenscrsa PO or 04.09.2015 N 941.

4. B Iocranosnenuu IlpaBurensctBa Poccuiickoir ®emeparuu or 8 asrycra 2009 r. N 654 "O
COBEPLICHCTBOBAHMY TOCYNAapCTBEHHOIO PEryJMpOBaHMSA IleH Ha JKM3HEHHO HeOOXOmMMEBIE U
Ba)KHENIIINE JeKapCTBeHHbIe cpeacTBa” (Co6paH1/Ie 3aKoHoparenbcTBa Poccuiickoit Penepanyu, 2009,
N 33, ct1. 4086; 2010, N 2, cT. 179):

Koncynpsrantllnioc: mpumegaHnne.

Ilocranosnennem IlpaBurenbctBa PP or 03.02.2016 N 58 mommyHKT "a" IyHKTa 4 IpU3HaH
yTpaTMBIIMM CUJIy B YacTU BHECEeHNS M3MEHeHMd, Kacalollerocd absala TpeTbero IIyHKTa 1
IIOCTAaHOBJICHUS.

a) B HaMeHOBaHUY ¥ ab3allax BTOPOM ¥ TpeTheM IYHKTa 1 cjioBa >KM3HEHHO HeOOXOOUMbIe 1
Ba)KHeNIIe JIeKapCTBeHHBbIE CpencTBa’ B COOTBETCTBYIOLIEM TIIajeXke 3aMeHUTh CJI0BaMU
"JleKapCTBEHHBIE IIpelaparhl, BKIIOUEHHBIE B II€PEUEHb >KMSHEHHO HEOOXOMMMBIX M BaKHENIINX
JIEKapCTBEHHBIX IIPEIIapaToB” B COOTBETCTBYIOIIEM IIafieKe;

0) B IyHKTe 2:

B ab3alle BTOPOM CJI0Ba "KM3HEHHO HeOOXOOMMBbIE U Ba’KHENIIINe JIeKapCTBEHHbIE CcpencTBa’
3aMeHUTD CI0BaMM "JIeKapCTBEHHBIE IIperapaTsl, BKIIOUEHHbIE B IIepeUeHb )XIM3HEHHO He0O0XOIMMBIX
M BKHENIINX JIeKapCTBEHHBIX IIpelaparoB (majee - >KM3HEHHO HeOOXOOMMBble U BasKHeIIIIne
JleKapCTBEHHBIE IIperaparsl)";

B ab3alle TpeTbeM CJIOBa "JIEKAPCTBEHHBIE CPENCTBA" B COOTBETCTBYIOIEM Iafie)Ke 3aMeHUTH
CJI0BaMI "JIeKapCTBEHHBIE IIpeIrapaThl’ B COOTBETCTBYIOIEM ITafIesKe;

ab3all YeTBEPTHIN IPU3HATH YTPATUBLINM CUIY;

B) B IOYHKTax 3 - 9 cjoBa "JIeKAPCTBEHHBIE CPENCTBA" B COOTBETCTBYIOIEM IAMI€)KE 3aMEHUTD
CJI0BaMI "JIeKapCTBEHHbIE IIpenaparbl’ B COOTBETCTBYIOILEM IafIeKe;

r) OyHKT 10 Ipn3HATh YTPATUBIINM CIUIY;

O) IIYHKT 2 M3MEeHEHUI, YTBEPKAEHHbBIX YKasaHHBIM IlocTaHOBIEeHNEM, IPU3HATH YTPATUBIINM
CUITY;

e) B GopMe IPOTOKOJIA, YTBEp)KAeHHO yKasaHHbIM [locTaHOBIEHMEM:

B HAMMEHOBAHMM CJIOBa KM3HEHHO HEOOXOMMMBIX ¥ BaXKHENIINX JEKApCTBEHHBIX CpeNCTB"
3aMEHNUTh CJIOBAaMM "JIGKAPCTBEHHBIX IIPEIIApaToB, BKJIIOUEHHBIX B IIEpEUEHBb  KU3HEHHO
HeOOXOMMMBIX U BaXKHETIIINX JIEKaPCTBEHHBIX IIpernapaToB”;

B CHOCKax IEepBOJ M BTOPON CJIOBa "KM3HEHHO HEeOOXOAMMOe M BaKHelilllee JIEKApCTBEHHOE
CpefCcTBO" 3aMEeHUThb CJIOBaMM "JeKapCTBEHHBIN IIperapar, BKJIIOUEHHBINI B IlepedeHb >KU3HEHHO
HeOOXOMMMBIX U BKHENIINX JIEKAPCTBEHHBIX MIPEIIAPATOB,".
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