NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 29 okTsi6pst 2010 T. N 865

O I'OCYIOAPCTBEHHOM PETYJIMPOBAHNU LIEH
HA JIEKAPCTBEHHBIE ITPEITAPATDI, BK/ITOYEHHBIE B IIEPEYEHD
>KV3HEHHO HEOBXOJUMBbIX Y BAXXHEMIINX JIEKAPCTBEHHBIX
[TPETIAPATOB

B cootBeTcTBUM ¢ PefepanbHbIM 3aKOHOM "O6 06pallleHMM TeKapCTBEeHHbIX
cpenctB” [IpaBuTenbcTBO Poccniickoit @enepaliny MOCTAHOBIISIET:

1. YTBepauTh puiiaraemsie:

[TpaBuIa rocyaapCTBEHHOM PErMCTpaIiy U IepePerucTpauyum npeaeabHbIX
OTITYCKHBIX I[€H MPOU3BOAMTE/IeH Ha IeKapCTBeHHbIe Mpernaparsl,
BK/IIOUEHHbIE B TiepeueHb XXM3HeHHO HeOOXOIMMBbIX U BasKHEMIITNX
JIeKapCTBEHHBIX MTpernapaTos;

[TpaBuia obsi3aTenbHOI epepeructpanum B 2019 - 2020 romax
3aperMcTpUpPOBaHHBIX MpeAeIbHbIX OTITYCKHBIX LieH ITpOU3BOAMUTE e Ha
JleKapCTBEHHbIE TIperapaThl, BKIIOUYEHHbIE B IIepeuyeHb SKM3HEHHO
HEOOXOAVMMBIX Y BasKHEIIINX JIeKAPCTBEHHBIX ITPeIapaToB;

HpaBI/I]'Ia BeOEHMS rOCydapCTBEHHOTI'O peeCTpa MMpeae/IibHbIX OTITYCKHbIX L€H
HpOI/IBBO,H,I/ITEIIeI‘/JI Ha JIeKapCTBEHHbIE ITpeliapaThbl, BKVIIOUEHHbIE B [IepeYe€Hb
JKMU3HEHHO HeO6XO,IU/IMbIX U BaKHEMIINX JIEKaApCTBE€HHBLIX ITPEIIapaToB;

[TpaBuIa yCTAaHOBIEHMS] OpraHaMM UCIIOJTHUTEIbHOM BJIACTYU CYyOBEKTOB
Poccuiickoit ®emepaliyy mpeesibHbIX pa3MepOB OITOBBIX HaI0ABOK U
MpeieIbHBIX Pa3MEPOB PO3HUYHBIX HAZ0ABOK K (PaKTUIECKMUM OTITYCKHBIM
1leHaM, YCTaHOBJIEHHBIM MPOMU3BOANTESIMY JIeKapCTBEHHBIX ITperapaTos,
Ha JIeKapCTBEeHHbIe IIpenapaThl, BKIIOUeHHbIE B IIepeueHb KU3HEHHO
HEeOOXOIMMBIX ¥ BaXKHEIIINMX JIeKapCTBEHHbBIX IIPenapaTos;

[TpaBuaa hopMupoBaHMS OTITYCKHBIX LI€H Ha JIeKAPCTBEHHbBIE MperapaTsl,
BKJIIOUEHHbIE B TIepedyeHb KM3HEHHO HE0OXOAMMBbIX Y BaXKHEMIINX
JleKapCTBEHHBIX MpernapaToB, OpraHM3al MMM ONITOBO TOPTOBIIH,
arTeYHbIMM OPTAHU3AUSIMU, UHAUBUAYATbHBIMU TTPEATIPUHUMATENSIMU U
MeIUIIMHCKUMM OpraHu3aIusIMu;



N3MEHEeHHs, KOTOPbI€e BHOCATCA B ITocTaHOBNIEHUS HpaBI/ITe.TIbCTBa
Poccuiickoin d)ejlepaumn I10 BOITpOCaM, CBSI3aHHbIM C peryJMpoBaHMEM I€H
Ha J)KM3HEeHHO HGO6XO,£[I/IMbIe U BaKHeII e JIEKapCTBEHHbIE CpeaCTBa.

2. [IpepenbHble OTITYyCKHbBIE 1IeHbI TPOM3BOAMTE el Ha SKM3HEHHO
HeOoOXOAMMbIe M BaskKHEJIMe JeKapCTBeHHbIE CPeCTBa,
3apermMcTpMpoOBaHHbIE 10 BCTYIJIEHUS B CWTy HacTosero [ToctaHoBIeHuS,
MOJJ/IeKaT BKAIOUYEHNIO B TOCYyIapCTBEHHBINV peecTp mpelebHbIX
OTITYCKHBIX 1IeH TIpOM3BOAMTE e Ha JieKapCTBeHHbIe TIpernaparhl,
BK/IIOUEHHbIE B ITIepeveHb JKM3HEHHO HEOOXOIMMBbIX U BasKHEMIINX
JIeKapCTBEHHBIX MTpernapaTos.

3. 3aperucTpupoBaHHbIe 10 26 OKTs6pst 2010 1.:

npefebHble OTITYCKHbIE IIeHbl MHOCTPAHHbBIX TPOMU3BOAUTEIEN B
MHOCTPAHHOJ Bajl0Te Ha JieKapCTBeHHbIe TTpernapaThl, BKIOUEHHbIE B
TepeveHb KM3HEHHO HeOOXOIMMBbIX U BasKHEMIIMX JIeKapPCTBEHHBIX
Iperaparos, Imojjiexxar nepecuety a0 1 geka6bps 2010 r. B py6/m 1o Kypcy
LlenTpanbHOTro 6aHka Poccuiickoit ®emepannn Ha 1 HOst6pst 2010 1. (6e3
NpeCTaBlIeHNs 3asBJIeHUS IPOM3BOJUTeEIel O TiepecyeTe 1eHbl) C
BHeCeHMeM COOTBETCTBYIOIIUX M3MeHeHM B TOCyIapCTBEHHbBI peecTp
TpeieIbHBIX OTITYCKHBIX 1IeH ITPOMU3BOAMUTE el Ha JIeKapCTBEHHbIe
rpernaparbl, BKIIOUeHHbIe B IlepeueHb KM3HEHHO He0OX0AMMbIX U
Ba)KHEN X JIeKapCTBEHHBIX MTPernapaTos;

rpefebHble OTITYCKHbIE LI€HbI POCCUIICKUX TPOU3BOANUTEIEN Ha
JleKapCTBEHHbIE TIperaparThl, BKIIOUYEHHbIE B IlepeuyeHb )KM3HEHHO
HEOOXOAMMBIX Y BasKHEHIINX JIeKAPCTBEHHBIX ITPeIrapaToB, MOJIeskaT
mupexkcanyuu ¢ 1 Hos16pst 2010 r. Mcxoast U3 MPOTHO3UPYEMOTO YPOBHS
MHGsUMK, yctaHoBieHHoro Ha 2011 rog ®enepanbHbiM 3aKOHOM "O
denepanpHoM 61omkete Ha 2010 rom u Ha TaHOBBIN mepuos 2011 n 2012
rOJI0OB", C BHECEHMEM COOTBETCTBYIOUIMX MU3MEHEHMIT B TOCYAAPCTBEHHBbIN
peecTp npefelbHbIX OTITYCKHBIX I[eH MPOU3BOAUTENEN Ha JIeKapCTBEHHbIE
Tperaparhl, BKIIOUEHHbIE B IIepeUeHb KM3HEHHO HEOOXOIMMBbIX U
BAKHENIINX JIeKapCTBEHHBIX ITPernapaTos.

4. MUHUCTEPCTBY 31paBooxpaHeHus Poccuiickoi ®demepaiin 1mo
corjiacoBaHui0 ¢ MMHUCTEPCTBOM IIPOMBIIIJIEHHOCTU U TOPTOBIU
Poccuiickoit ®enepanyy, MMHUCTEPCTBOM SKOHOMMYECKOTO Pa3BUTHUS
Poccuiickoit @epgepaunn, MMHUCTEPCTBOM TPyZa U COLMATbHOM 3alATbI



Poccuiickoit ®enepauyy, MMHMCTEPCTBOM PErMOHAIbHOTO Pa3BUTUS
Poccuiickoit ®emepauymn, ®emepanbHO aHTUMOHOIIOIBHO CITYKO07,
demepaibHOI CTY>KO0¥ 110 HAA30PY B chepe 3aIUThI IIpaB IoTpeduTenei u
6Js1arorioryunst yejoBeka, MMHMCTEPCTBOM HayKM M BbICIIIET0 0Opa30BaHMs
Poccuiickoit @emepaunu u MuHuctepcTBoM (prHAHCOB PoccuiicKoii
denmepauyy He peske OJHOTO pa3a B roji, He mo3gHee 15 okTa6ps,
mpencTasisaTh B [IpaBuTenbcTBO Poccuiickoit @egepaliiyt MpOEKT IepevuHs
SKM3HEHHO HeOOXOIMMBbIX M BasKHEMIIINX JIeKapCTBEHHbIX IMTPerapaTosB.

5. MuHKCTEpCTBY 3ApaBooxpaHenust Poccuiickoit ®emepauym u
depnepasbHOI aHTMMOHOIIOIBHO CITyskO€ JaBaTh P HEOOXOAMMOCTY
pa3bsACHEHUS 10 IIPUMEHEHUIO TIPaBUJl, YTBEP>KAEeHHbIX HACTOSIL UM
IIOCTAHOBJIEH/EM.

6. [Ipy3HaTh yTPaTUBLIUMMU CUITY:

[Toctanosnenue IIpaBurenbcTBa Poccuiickoit @emeparviu ot 9 Host6pst 2001
r. N 782 "O rocygapCTBEHHOM peryJMpOBaHUM 1I€H Ha JIeKapCTBEHHbBIE
cpenctBa” (Cobpanue 3akoHomaTenbcTBa Poccniickoit ®epepanum, 2001, N
47, cT. 4448);

[ToctanosneHue IIpaButenscta Poccuiickoit @enmepatiu ot 17 OKTA6PS
2005 . N 619 "O coBepIlieHCTBOBaHMY TOCYapCTBEHHOTO PEryIMpOBaHMS
IIeH Ha JieKapcTBeHHbIe cpencTBa’ (CoOpaHye 3aKOHOIATEIbCTBA
Poccuiickoit @enmepannm, 2005, N 43, ct. 4400);

IYHKT 3 MU3MEHEHUIi, KOTOPbIE BHOCATCS B akThl [IpaBuTeNbCTBA
Poccuiickoi @emepaniy o BONpOCaM aesiTeJIbHOCTYM MMHMCTepCTBA
IIPOMBIIIIEHHOCTU U TOProB/in Poccuiickoit @emepannmt, yTBepKIeHHbIX
[ToctranoBnennem [IpaButenbcTBa Poccuiickoin @epgepamnym ot 7 noHg 2008
r. N 441 (Cobpanme 3akoHOomaTeabcTBa Poccuiickoit ®emepanym, 2008, N
24, cT. 2869);

nyHKT 1 ITocranossienns [IpasurtennsctBa Poccuiickoi @engepauyu ot 30
nmexkabps 2009 1. N 1116 "O BHeceHUM U3MeHEHUI B HEKOTOPbIE
IToctanoBnenus IpaButenncTBa Poccuiickoit @eepaiium 1o BOrpocam,
CBSI3aHHBIM C PEryJIMpOBaHMEM ILIeH Ha XXM3HEeHHO Heo6XoayMble U
Ba)KHeJIIMe JieKapcTBeHHbIe cpeacTBa” (Co6paHMe 3aKOHOIATEIbCTBA
Poccuiickoit ®enepaunu, 2010, N 2, cT. 179).

IIpencenarens [IpaBuTeibCcTBa



Poccuiickoit ®enepatiin
B.ITVTUH

YTBepKOeHbI

ITocranoBneHuem IIpaBuTenbCTBA
Poccuiickoi @engepannu

ot 29 okts6ps 2010 r. N 865

[TPABUJIA
T'OCYJIAPCTBEHHOM PETUCTPAILIUY U ITEPEPETUCTPALIU
ITPEJEJIBHBIX
OTITYCKHBIX LIEH [TPOM3BOJIUTEJIEN HA JIEKAPCTBEHHbIE
[TPETIAPATHI,
BK/IIOYEHHBIE B ITEPEYEHD )KM3HEHHO HEOBXOIVMbIX
1 BAXKHEMIINX JIEKAPCTBEHHBIX ITPEITAPATOB

1. Hactosuiue [TpaBuiia yCTaHABIMBAIOT MOPSIIOK OCYIIIECTBIEHUS
roCyIapCTBEHHOM PErucTpaluu U mepepeructTpanum rnpeaeibHbIxX
OTIYCKHBIX LIeH ITPOMU3BOANTEEN Ha JIeKapCTBEHHbIE TIpernaparsl,
BKJIIOUEHHBIE B ITepeueHb KM3HEHHO HeOOXOIMMbIX Y BasKHEMIINX
JIeKapCTBEHHbIX MperapaToB, yTBepkaaeMblii [IpaBUTeIbCTBOM
Poccuiickoit @epepauinn (maiee - 1eKapCTBEHHbIE IIperaparhl).

2. TocymapcTBeHHAsT perUCTpaIMs Y TIepeperucTpanys rmpeaeibHbIX
OTITYCKHBIX I[€H MTPOU3BOAMTE/IE IeKapCTBEHHBIX ITPEerapaToB Ha
JIeKapCTBEHHbIE TIperapaThbl OCYIIEeCTBIISIIOTCS B PyOJIsX.

3. MUHKUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoin @epepanum
OCYIIECTBIISIET PETUCTPALIUIO TIPeieIbHOM OTITYCKHO 1€ HbI
IIPOU3BOAMTENIS HA JIeKapCTBEHHBIN IIpernapar, ee rnepepeructTpalmio,
BHeCEHMe YKa3aHHO 3aperMcTpupoOBaHHON (IlepeperucTpuMpoOBaHHONM)
TpesiebHOM OTIIYCKHO 1IeHbI B TOCYIapCTBEHHbIN peecTp npenebHbIX
OTIYCKHbIX 1I€H ITPOMU3BOANUTE/IEN HA JIEKAPCTBEHHbIE TIpernaparsl,
BKJIIOUEHHBIE B ITepeueHb KM3HEHHO HeOOXOIMMbIX Y BasKHEMIINX

JleKapCTBEeHHBIX MpernapaToB (Jajee - ToCyAapCTBeHHbI peecTp), Bblaauy

Jlep>kaTesto U Blafesbly PerucTpaMOHHOr0 yA0CTOBE PEHNS
JIeKapCTBEHHOTO Iperapara (YIIOTHOMOYEHHOMY MM JIUITY) BBIIIMCKY U3
npukasa MmuHucrepcTBa 3apaBooxpaHenns Poccuiickon @enepanym o
roCyIapCTBEHHOM perucTpauum (rmepeperucrpannmn) mpeneibHoM
OTITYCKHOJ LleHbl IIPOM3BOAUTEIS Ha JIeKapCTBEHHbII IIpernapar.



4. ®enepanbHasi aHTMMOHOIIOJIbHAS CTY)K0a OCYIeCTBIsIeT SKOHOMMUUECKUTi
aHajau3 IpeneabHO OTIIYCKHO LIeHbI IIPOM3BOANUTEIS Ha JIeKapCTBEHHbIN
rperiapar npu ee rocygapCTBeHHO perucrpauuy (epeperucTparumn).

5. [lyis rocyiapCTBEHHOM perucTpaunm (rmepeperucTpaium) rnpeaeabHoi
OTITYCKHO [IeHbI TPOMU3BOANUTEIIS HA JIEKAPCTBEHHBII TIpenapar B
MuHMCTEpPCTBO 3ApaBooXpaHeHus Poccuiickoi @enepannum aepskateyiem
WIN BJaesbleM perncTPalMOHHOrO YA0CTOBepeHMS JIEKAPCTBEHHOT'O
nperiapara (YroJHOMOYEeHHBbIM UM JIMLIOM) TP, CTaBJISIIOTCS Cllefyroniue
JMIOKYMEHTHI (B 2 9K3eMIUISIpax Ha O6yMaKHOM HOCUTeJIE U B 3JIEKTPOHHOM
BULE):

a) 3asiBJIeHMe O TOCYIapCTBEHHO peruCTpaIy IpeaeTbHbIX OTITYCKHbIX
IIeH IMPOVU3BOAMTE/IEl Ha JIeKapCTBEHHbIE ITpernapaThl, BKIIOUEHHbIE B
TepeveHb KM3HEHHO HeO0OXOIMMBbIX M BasKHEIIMX JIeKa PCTBEHHBIX
rpernaparos, 1o ¢opme coriacHo npuioskenuio N 1 (maee - 3asgBjieHue 0
rOCyIapCTBEHHO perucTpalyin) uin 3asiBjieHne o rmepeperucTpaunumn
Tpeie/IbHBIX OTIYCKHBIX I1€H ITPOMU3BOANUTE el Ha IeKapCTBEHHbIe
TperapaThl, BKIIOUEHHbIE B IIepeUeHb KU3HEHHO HeOOXOIMMBbIX U
BaKHENM X JIEKAPCTBEHHBIX MTPernapaToB, 1o ¢opmMe COrIacHO
npuaokeHunio N 2 (masee - 3asiBjieHMe O TiepeperucTpanmmn);

0) cBeIeHMsI O JIUILEH3UM Ha IIPOU3BOICTBO JIEKAPCTBEHHBIX CPE/ICTB;

B) CBEJI€HMS O PETUCTPALIIOHHOM YIOCTOBEPEHUM JIEKaPCTBEHHOTO
mperapara;

I) TOKYMEHTBHI, IpeACcTaBIsieMble C y4eTOM TpeOOBaHMII METOAVKY pacueTa
rpefe/ibHbIX OTIYCKHbBIX 1IeH MPOMU3BOAMTEei Ha IeKapCTBEHHbIe
rpenaparThl, BKIIOUEHHbIE B IIepeUeHb JXKM3HEHHO HEOOXOIMMBIX U
Ba)KHeN X JIeKapCTBEHHbIX ITPernapaToB, YTBePKAEeHHOV ITOCTaHOBIeH eM
ITpaBuTenbcTBa Poccuiickoit ®emepanyu ot 15 centsabps 2015 1. N 979 "O
BHECeHMM U3MeHeHU B ITIocTaHoBeHMe [IpaBuTenbcTBa Poccuiickom
®enepanyu oT 29 oktsi6ps 2010 r. N 865 1 06 yTBEpXKIEeHUM METO VKNI
pacueTa ImpeeabHbIX OTITYCKHBIX 1I€H ITPOM3BOAUTE/Iel Ha JIeKapCTBEHHbIE
rpenaparhl, BKIIOUEHHbIE B IIepeueHb JXM3HEHHO HeOOXO0IMMBbIX U
BaKHEMIINX JIEKAPCTBEHHBIX TIPenaparoB” (majgee - METOAMKA),
BKJIIOYAIOIIVE B Ce6s:

cBemeHMs 00 06beMax 1 O IeHax OTITyCKa HaXOosIerocs B o6palieHny Ha



Tepputopuu Poccuiickoit @enepanuy iekapCTBEHHOTIO IIpernapara
IIPOMU3BOAUTEJISI TOCYAAPCTBA - YieHa EBpa3uiickoro 5SKOHOMMUUYECKOro
CO103a ¥ JIEKapCTBEHHOI'O IIpelapaTa MHOCTPAHHOTO IIPOM3BOACTBA,
MepBUYHAs U (MIM) BTOPUYHASA YIIAKOBKA KOTOPOI'O OCYILECTBIISETCS WU
TUIAaHUPYETCS OCYLIEeCTBIAThCS B Poccniickoin @enepaunm;

pacyeT IpeeabHOM OTITYCKHO 1IeHbI TPOU3BOAUTES Ha JIEKaPCTBEHHBI
rperiapar, rpencTaBisieMOil Ha TOCYyJapCTBEHHYI0 PerucTpanuio
(TIepepermucTpaimio);

cBeJleHMs 00 06'beMax U 1leHaX BBO3a JiIeKapCTBEHHOTro ITpernapara
MHOCTPaHHOTO MTPOU3BO/ICTBA, HAXOAIIEeTocsl B oOpalleHn Ha
Tepputopum Poccuiickoit ®emepannu;

CBeJeHMs O HAJIMYMA 3aPEeTMCTPUPOBAHHBIX ITpede/JIbHbBIX OTITYCKHBIX II€H
3a4BJII€EMOTI0 JIEKAPCTBEHHOI'O ITpeliapara;

pacuerT IpeeabHOM OTITYCKHOJ I1eHbl Ha BOCIPOM3BEIeHHBIN,
610aHaI0TOBbIN (6MOMOMO6HBIN) JIeKapCTBEHHbI ITpernapar,
IIpeCTaBIIsIeMOi Ha TOCYIapCTBEHHYIO PernCTpaLuio;

pacueT mpeeIbHOI OTITYCKHOI IIeHbI Ha JIeKapCTBEHHbII IIperapar
IIPOM3BOAMUTEISI FOCYIapCTBa - YieHa EBpasuiickoro 9KOHOMMYECKOro
COI03a, MPeICTaBJISIEMOli Ha TOCYJapCTBEHHYIO PETUCTPAIINIO;

000CHOBaHMe pacueTa Mpeie/IbHOM OTITYCKHOJ I[eHbl Ha JIeKapCTBEHHbI
rpenapar Ipou3BOAUTEJIS TOCYNAPCTBA - WwieHa EBpasuiickoro
SKOHOMMYECKOTO C0103a, MPeACTaB/IsIeMOIi Ha IlepeperucTpalnio;

000CHOBaHMe pacyeTa MpeIe/IbHOI OTIYCKHOI 11eHbI JIEKAPCTBEHHOTO
rperiapaTa UHOCTPAHHOIO MPOU3BOACTBA, B TOM UMUC/Ie TIepBUYHAY U (MJIN)
BTOpPMYHAs yIIaKOBKA KOTOPOTO OCYIIECTBJISIETCS UV TNIaHUPYeTCS
OCYLIECTBIATLCS B Poccuiickoit @epepauyy, npeacTaBasieMoil Ha
repeperucTpanmio;

)1) OJOKYMEHT, HO,ZLTBep)K,Z[a}OH.[I/Iﬁ IIOJIHOMOYMS YIIOJTHOMOYEHHOTI'O JINIIA.

6. CBegeHusI, comepsKalyecs B 3asiBJIeHUM O TOCYIapCTBEHHO
perucTpauuu 1 3asiBieHU O IiepeperucTpanyu, JOMKHbI COOTBETCTBOBATh
CBeIeHMSIM, YKa3aHHbIM B PerMCTPALIMOHHOM yIOCTOBEpEHUN
JIeKapCTBEHHOIO IIperapaTa Ha AeHb II01auy TaKOro 3asiBJIeHMUsI.



7. [epkaTeib UM Bllafesel perucTPauyiOHHOTO YI0CTOBepeHNS
JIeKapCTBEHHOTO Iperaparta (YIIOJTHOMOYEHHOe UM JIUI0) BIIpaBe
MpeACTaBUTb KOTIMIO JIMIIEH3UM Ha TTPOU3BOACTBO JIEKApCTBEHHBIX CPEACTB
Y KOMIMIO PETUCTPALIMOHHOIO YA0CTOBEpeHUS JIeKapCTBEHHOTO IIpemnapara,
a Taxke Kormmio opmbl N 2-JIEK (mpom) "CBemeHust 0 IpOM3BOCTBE,
OTTpY3Ke U IleHaX Ha JIeKapCTBEeHHbIE CpelicTBa" 10 COOCTBEHHO
MHULMATUBE.

8. B ciryuae npencTaBiaeHus gepykaTesaeM WIN BIaenblieM
pPEerucTpanvoHHOTO Y0CTOBEPeH s JIeKapCTBEHHOTO Tpernapara
(YIIO;THOMOYEHHBIM MM JIMIIOM) 3asIBJIEHUS O TOCYIapCTBEHHOI
perucTpauym 10 UCTeueHus 3 JIeT CO HS MPUHITUSI MUHUCTEPCTBOM
3apaBooxpaHeHust Poccuiickoit @enmepaiiuy peiieHus 06 UCKIIOUEHUN U3
rOCyIapCTBEHHOTO peecTpa MpeebHOM OTITYCKHOI I[eHbI Ha
JIeKapCTBEeHHbBIN ITpernapar 3asiBJieHHas IIpeie/ibHast OTITYCKHasI 1leHa
MIPOV3BOINTEJISI HE MOKET IPEBBIIIATh PaHee MCKIIOYEHHYIO MTpeeTbHYI0
OTIYCKHYIO LIeHY MTpou3BoauTes (6e3 yyeta pou3BOICTBEHHOI
TJTOIIAIKM) UCXOMS M3 CTOMMOCTY OHOVE JIeKapCTBEHHO (OpMBbI
COOTBETCTBYIOIIEN 03V POBKM JIEKAPCTBEHHOTO Iperapara.

9. 3asBieHHas K roCyapCTBEHHO perncTpanyuu npeneibHas OTIIyCKHAs
1leHa TPOu3BOAUTES Ha pedepeHTHBII 1eKapCTBEHHbI Ipernapar He
MOKeT MpeBbIIATh 1IeHY, YKa3aHHYI0 B MOAMyHKTe 5.5.4 mpunoxkenus N 1 K
[IpaBuaam hopMuUpoBaHUS TTepeuHei JieKapCTBEHHBIX IpernapaToB it
MeAVLVHCKOTO IIPYMeHeHMs ¥ MUHMMAaIbHOT'O aCCOPTUMEHTa
JIeKapCTBeHHBIX ITpenapaToB, HEOOXOAMMBIX IJ1s1 OKa3aHMs MeIUIIMHCKOM
TOMOIIU, YTBEPKIEHHBIM OCTaHOBIeHMeM [IpaBuTtenbcTBa Poccniickori
Depeparyy ot 28 aBrycra 2014 r. N 871 "O6 yrBepskaennu [IpaBui
dbopMupoBaHus NepeuHeii JeKapCTBeHHbIX ITpernapaToB IJis1 MeIUIMHCKOTO
IIpUMeHeHMsI U MMHMMAaJIbHOTO0 aCCOPTMMEHTa JIeKapCTBEeHHbIX
MpernaparoB, HEOOXOAMMBIX JJIs1 OKa3aHUS MeAUIIMHCKO IoMouu".

10. MuHMCTEpPCTBO 3ApaBooxpaHeHus Poccuiickoit @emepaiiyiy B TeUeHMe
15 pabouux mHel co AHS 0OpalleHMs TepskaTesis VI BlIafenblia
perucTpauMoOHHOTO YAOCTOBEPEHMS JIEKaPCTBEHHOTO Ipernapara
(YIIOJTHOMOYEHHOTO MM JINILA) OCYLIeCTBIISIET TPOBEPKY MOTHOTHI
TpeJiCTaBJIeHHbIX B COOTBETCTBMM C ITYHKTOM 5 HacTosimux [IpaBui
IOKYMEHTOB U HalpaBJ/seT OAVH 3K3eMILISIp JOKYMeHTOB B @enepasibHYIO
AHTMMOHOTIOJIbHYIO CJTY3KOY WJIM IIPUHMMAET pellleHre 00 OTKase B



roCyIapCTBEHHO perucTpanym (mepepermcrpanyn) nmpeaeabHoii
OTITYCKHOJ IIeHbI IPOM3BOAUTEJISI Ha JIeKapCTBEHHbIN ITpernapar.

11. OcHOBaHMAMM 151 OTKa3a B rOCyAapCTBEHHOM pPerucTpanumn
(mepepeructpauyn) MMHUCTEPCTBOM 3paBOOXpaHeHUsI POCCUiiCKO
demepauuy rpeeabHON OTIYCKHON 1I€HbI TIPOM3BOAUTEIS Ha
JIEKapCTBEHHBIN TIperapar SIBIASIOTCS

a) OTCYTCTBMeE B IOKYMeHTaX, yKa3aHHbIX B MyHKTe 5 HacTosiux [IpaBui,
CBeJleHU, MpeyCMOTPEHHbBIX HacTOSI UMK [IpaBuiamu 1 MeTOAUKON;

0) ImpeBbIlIIeHNE 3asIBJIEHHOV IJ1s1 TOCYAAapCTBEHHOI permcTpauyun
TpeeabHOM OTIIYCKHO 11eHbI IIPOU3BOAUTES Ha JIEKAPCTBEHHbIN
npernapar HaJ, OTITYCKHOIJ 1[eHOI, OTipe/ieJIeHHO# ¢ yueToM TpeboBaHMit
MyHKTOB 8 1 9 HacTosiumx [IpaBuit;

B) HeIlpeJCTaB/IeHye CBeleHV, IIpefyCMOTPEeHHbBIX ITYyHKTOM 12
HacTosmux [IpaBui.

12. B cyiydae HEOOXOAMMOCTY YTOUHEHMS U (MJTU) DOTIOJTHEHUS CBeIeHMUIA,
coJiepsKaluxcs B JOKYMeHTaX, YKa3aHHbIX B IIYHKTe 5 HacTosmux [IpaBui,
JepkaTesb WK Bilafesel perncTPaluMOHHOIO YA0CTOBEPEHMS
JIeKapCTBEHHOTO IperiapaTa (YIIOJTHOMOYEeHHOe VM JIUII0) IIPeCTaBIIsSIoT
To 3arpocy MuHucTepCcTBa 3apaBooxpaHeHns Poccuiickoii @emepanum
COOTBETCTBYIOIIYIO JOKYMEHTaTbHO OPOpMIIEHHYIO MHPOPMAIIO.

Cpok mpeacTaB/ieHMsI OTBETa Ha 3aMpocC AepskaTesieM Wiy BjlafeblieM
perucTpalMOHHOTO YAOCTOBEpEeHMS JIeKapCTBEHHOTO Mpernapara
(YIIOJTHOMOYEHHBIM MM JIMIIOM) He MOKeT mpeBbImaTh 10 pabounx mHel co
IIHSI TIoTyuyeHus 3arpoca MyuHMUCTepCTBa 3[ipaBOOXpaHeHMs1 Poccuiickoii
denepalnu.

[Tpu 3TOM 061N CPOK PACCMOTPEHMSI AOKYMEHTOB, YKa3aHHbBIX B ITYHKTE 5
Hacrosux [IpaBuit, MUHUCTEPCTBOM 34paBOOXpaHeHus Poccuitckoii
@epepauviy He MOXeT IIPeBbINIATh CPOKU, IIPeYCMOTPEHHbIe ITYHKTOM 10
1 ab3a1iemM BTOPbIM HACTOSIEro MyHKTa.

[Tpu HenoCTYyIUIEHUM OT Aep>KaTesIst WIN BIaJle/blia PeruCTPaniOHHOTO
YIO,0CTOBEpeHys JIeKapCTBeHHOTO Ipernapara (YIIOTHOMOYeHHOI'0 MM JIULIA)
B YCTaHOBJIEHHBIN CPOK 3aIIPOIIEHHON JOKYMEHTAIbHO 0(POpMIeHHOI
mHbopmaiu MuHMUCTEpCTBO 3apaBooxpaHenns Poccuiickoit ®enepanym B



TeueHue 5 paboumx JHeN CO THS MCTeUeHNsI 00IIero Cpoka MpUHMMaeT
pelnieHue 06 0TKase B TOCYIapCTBEHHOI perucTpanuu (lepeperucTpanyin)
rpeeabHOM OTIYCKHO 11eHbI IPOU3BOAUTENS Ha JIEKAPCTBEHHbIN
rpenapar, 0 YeM B IIMCbMEHHOI (popme yBeIOMIISIET AepsKaTesis UIn
BJIafle/Iblla PErUCTPALMMIOHHOTO YAOCTOBEpEHMS JIEKAPCTBEHHOTO ITpernapara
(YIIOJTHOMOYEHHOE UM JIUIIO).

13. ®emepanpbHast aHTMMOHOIIObHAS CY>K0a B TeueHMe 15 pabounx gHein
CO JIHSI TIOJTyYeHMSI IOKYMEHTOB, YKa3aHHbIX B ITYHKTE 5 HACTOSIIMX
[TpaBui, IpOBOOUT B COOTBETCTBUM € HacTosimMmu [IpaBuiiamu u
MeTOAVIKOJ 3KOHOMMUYECKNI aHa/In3 Ipefe/IbHOM OTITYCKHO LleHbl
MPOM3BOAUTEJISI Ha JIeKapCTBEHHBIN Mpernapar, a Takke IpUMHMUMAeT U
HanpasJsieT B MMHUCTEPCTBO 3ipaBooxXpaHenus Poccuiickoit @enepanuu
pellieHye O COTJIaCOBaHMM YKa3aHHOI MpeJie/IbHOM OTITYCKHO¥ 1@ Hbl WK 00
OTKa3e B ee COrJIaCOBaHUM (C U3IOXKeHUEeM IIPUUMH 0TKA3a).

14. B cnyuae HeOOXOOMMOCTHM YTOUHEHMS U (VJIM) OOTIOJIHEHUS CBeIeHWIA,
colep>KalMxcsl B TOKYMeHTax, yKa3aHHbIX B MyHKTe 5 HacTosiux [IpaBu,
JlepkaTesb WX Bilaesel perncTPalMOHHOIO YA, 0CTOBEepeHMS
JIeKapCTBEHHOTO Iperapara (YIIOJTHOMOYeHHOe UM JIUL0), I0pUAYeCcKue
JIN1IA, OCYIIECTBIISIIONIVE AesITeTbHOCTDb TPy 00palleHn JeKapCTBeHHbIX
CpenCTB, OpTaHbl UCTIOJTHUTEILHON BJIACTU B IIpeesiax UX KOMIIeTeHIIUN
MpeCTaBIISIOT I10 3ampocy denepaabHO aHTMMOHOIIOIbHOI CITYKOBI
COOTBETCTBYIOIIYIO JOKYMEHTaTbHO OPOpMIIEHHYIO MHPOPMAIIO.

Cpok InpescTaBiieHus gepykaTeseM WK BlaJe/bleM PeruCTpalyiOHHOro
YAOCTOBEpEeHMSI IeKapCTBEHHOTO Mpernapara (YInoJJHOMOYE€HHbIM UM
JIVLIOM), OPUINYECKMMMU IULLAMM, OCYILeCTBIISIOUVMY AeSTeIbHOCTD IIPU
obpallleH1M JieKapCTBeHHBIX CPeICTB, OpPraHaMM UCIIOJIHUTENbHO BIaCTU B
npeziesiax UX KOMIIETeHI[MM) He MOKET ITPeBbIIIaTh 25 pabounx nHew co
ITHSI TToTy4eHust 3arpoca denepaabHON aHTUMOHOIIOIBHOM CITY>KOBI.

[Tpu 5TOM 06IIMIT CPOK pacCMOTPEHMS AOKYMeHTOB PeepaabHOIA
AHTMMOHOIIOJIbHO CTY>k00Ji He MOKET IIPEBBIIIATh CPOK,
MpeayCMOTPEHHBIN ITyHKTOM 13 1 ab3aiieM BTOPbIM HACTOSIIETO ITyHKTA.

[Tpu HenoCTYyIUIEHUM OT Aep>KaTesIst WIN BIaJle/blia PeruCTPaniOHHOTO
YIO,0CTOBEpeHys JIeKapCTBeHHOTO Ipernapara (YIIOTHOMOYeHHOI'0 MM JIULIA)
B YCTaHOBJIEHHBIN CPOK 3aIIPOIIEHHON JOKYMEHTAIbHO 0(POpMIeHHOI
mndopmaiu denepasbHasi aHTMMOHOIIObHAS CJTy;KO0a B TedeHMe 5



pabounx AHel Co JHS UCTeUeHMs 001ero cpoka MpuHMMaeT pelieHue oo
OTKase B COIVIaCOBaHUM MpeaeabHO OTITYCKHO LieHbI IIPOU3BOAUTENIS Ha
JIeKapCTBEHHbII IIpernapar U HalpasJseT ero B MMHUCTEPCTBO
3gpaBooxpaHenus Poccuiickoit @enepaiiy, KOTOpoe B TedeHue 5 paboumx
IHe co AHS TOoTyYeHus 3TOT0 pellleHNs IPMHUMAaeT pellieHre 00 OTKase B
roCyfJapCTBEHHO perucTpanuu Uin nepeperncTpauun yKa3aHHOM LieHbI, O
yeM B MMCbMEHHOI (popme yBeLoMIIsIeT AepskaTesisl U BiiaJesblia
perucTpauMoOHHOTO YAOCTOBEPEHMS JIEKaPCTBEHHOTO Mpenapara
(YIIOJTHOMOYEHHOe UM JIULIO).

Hepxatesnb WiIn Biajesel perncTPalMOHHOI0 YA, 0CTOBEpeHMS
JIeKapCTBEHHOTO Iperapara (YIIOJTHOMOYeHHOe UM JIUL0) IIPU
paccMoTpeHuu 3anpoca emepasbHO aHTUMOHOIIOABHOM CITY>KObI MOTYT
HarpaBUTb B MMHUCTEPCTBO 3ApaBoOXpaHeHnss Poccuiickoit @enepaunu
COOTBETCTBYIOILYE YTOUHSAIOLME JOKYMEHTHI (B 2 3K3eMIUISIpax) B TeUeHue
10 pabouux mHei co gHS mosydeHus 3anpoca @emepanbHOi
AHTMMOHOTIONbHO CTYKOBbI.

MuHMCTepCTBO 3apaBooxpaHeHus: Poccuiickoit ®enepauiuu B TeueHue 5
pabounx AHel co JHS MOJyYeHUs COOTBETCTBYIOIUX YTOUHSIOMINX
JIOKYMEHTOB OT JiepykaTeJisl Iy Bllafiesblia PerucTpayMOHHOro
YI0CTOBepEeHMS JIeKapCTBEHHOTO Iperapara (YII0JJHOMOYEeHHOTr'0 UM JIULIA)
HAIIPaBJIsIeT OAVH 3K3eMIUISIP TaKUX JOKYMEHTOB B DenepaibHyI0
AHTMMOHOIIOJIBHYIO CITYKOY.

15. MuHMCTEpCTBO 3paBooXpaHeHnst Poccuiickoit @enepaiinyt B TeueHne 5
pabounx AHel co JHS MoyueHus peliieHus @eiepasbHOM
AHTMMOHOIIOJIBHOV CTY>KOBI O COTIACOBAHMM IIPeIeTbHOM OTITYCKHO I€HBI
MIPOM3BOINTES Ha JIeKapCTBEHHBIN TperapaT uiu 06 oTkase B ee
COIJIaCOBAaHUM IIPMHMMAET pellieHye O rOCyAapCTBEHHOM perncTpauumn
(mepeperucTtpanum) rpeneabHOl OTITYCKHONM LieHbl TPOU3BOAUTENS HA
JleKapCTBEeHHbI Mpenapar uiau 06 oTKase B rocyIapCTBeHHON perucTpanumn
(mepeperucTpauyum) yKasaHHO! OTITYCKHO L[eHbl B 3aBMCUMOCTU OT
penieHust, IpuHsITOro ®emepanbHOM aHTUMOHOIIOMBHO CITYKO071.

16. B ciyvyae NpUMHSATHS pellleHus O TOCYyLapCTBEHHOM perucTpauun
(mepeperucTpauumn) rpeneibHOM OTITYCKHONM LIeHbI TPOU3BOAUTES Ha
JlIeKapCTBeHHbIN npenapaT MMHMUCTEPCTBO 3ApaBoOXpaHeHus Poccuiickoi
demepaluiy BHOCUT COOTBETCTBYIOIIME TaHHbIE B TOCYIaPCTBEHHBIN peecTp
B CPOK, TIPeIyCMOTPEHHBIN ITYHKTOM 6 [IpaBui1 BegeHus TOCyaapCTBEHHOTO



peecTpa 3aperCTPUPOBAHHBIX NPeAE/bHbIX OTITYCKHbBIX LI€H
MPOU3BOAMTEJIel Ha JIEKapCTBEHHbIEe ITpenapaThl, BKIIDYEHHbIE B [IepevyeHb
KU3HEHHO HEOOXOMMbIX M BasKHEMIIMX JIeKapCTBEHHBIX ITPerapaTos,
YTBEPXKIEHHBIX ITOCTaHOBJIeHMeM [IpaBuTtenbcTBa Poccniickor @enmepanym
oT 29 okTsi6ps 2010 r. N 865 "O rocymapcTBeHHOM peryJiupoBaHuUM I[eH Ha
JleKapCTBEHHbIE TIperapaThl, BKIIOUYEHHbIE B IIepevyeHb SKM3HEHHO
HeOOXOIMMBIX U BasKHEMIIMX JIeKapCTBEHHBIX ITperapaToB”, BbigaeT
JepyKaTesto UIN BlIafesblly perucTpaniOHHOTO YI0CTOBE peHNSs
JIeKapCTBEHHOTO Ipernapara (YIIOJJHOMOYEeHHOMY UM JIMIY) BBIIIUCKY U3
MpuKasa o0 rocyJapCTBEHHON perncTpauumu (rnepeperucrpanum) npeneabHoi
OTITYCKHOJ LIeHbI TPOM3BOAUTEISI Ha JIEKAPCTBEHHBI Mperapar u
pasMeliaeT COOTBETCTBYIONTYI0 MHGOPMAIMIO Ha CBOeM OGUIIMaTIbHOM
caiiTe B MHGOpPMAaIMOHHO-Te/IeKOMMYHUKAIIMOHHO ceTu "VIHTepHeT".

17. ®epepanbHast aHTMMOHOIIOIbHAS CTY)K0a IpU IMPOBEPKe TOKYMEHTOB
MCITOJIb3YeT UCTOYHMUKM MHGPOPMAaLMH, coAepsKalue IeHbl Ha
JleKapCTBEHHbIE TIperapaThl B MHOCTPAHHBIX TOCYAapCTBax, YKa3aHHbIX B
npunoxkeHun N 2 K MeTOAMKe, M COOTBETCTBYIOILME C/IeAYIOUUM
TpebOBaHMUSIM:

a) pazMmeniaemast uHGOpMaIus AOKHA ObITh 001EeIOCTYITHOI;

6) ucTouHuK nHopmaium (caifT B *HGOpPMaLMOHHO-
TeJIEKOMMYHUKALMOHHO ceTu "VIHTepHeT") LOJIKEH COLepXKaTh
mHdopMaImo 06 opraHm3anyu, OTBETCTBEHHO 3a pa3MelleHye CBeIeHiA
O LJeHax Ha JieKapCTBEeHHbIe IIperaparsl;

B) pasmelnaemasi *H(GOpMaLus JOKHA MMO3BOJSTh UAECHTUDUIIMPOBATD
HeOoOXOAMMbIe XapaKTePUCTUKM JIEKAaPCTBEHHBIX ITPENapaToB B LIEJISIX
COTOCTaB/IEHMS TAHHbBIX O 3asIBJISIEMOM JIEKAPCTBEHHOM Iperiapare u
JIEKapCTBEHHOM IIpenapare, lieHa Ha KOTOPbIN COAEPKUTCS B HaliIeHHOM
MCTOYHMKE MHPOPMALINN;

r) pa3MelaemMas MHGOpMAIMS TOKHA COIEPKATh CBeEHMS O IleHe Ha
JleKapCTBEeHHbIN TIpernapar 1 BajiloTe, B KOTOPOJi OHa TMpeicTaBIeHa;

II) ICTOYHMKOM He MOXET SIBJISIThCSI MHDOpMAaIlusi, comepskaliasi IleHbl Ha
JleKapCTBEHHbIE TIperaparhl, IIOCTaBIsieMble 3a CYeT MeXAYHapOAHbIX
(buHaHCOBBIX OpraHu3auuii (GOHIOB) ITO peleHnIo BceMupHoit
OpraHmM3aluu 34paBOOXPaHEeHM s B paMKaxX 'yMaHUTAPHOM TOMOIIU UTU



6HaFOTBOpI/ITEJIbHOCTI/I.

18. B ciiyuae mpuHSITHUS pellieHnst 06 0TKase B roCcyaapCTBEHHOM
perucTpauum Uiam rnepeperucTpanum rnpeneibHoM OTITYCKHOM LeHbI
TIPOU3BOAUTENIS HA JIeKapCTBEHHbIN Ipenapat MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @enepaiiiy B CpoK, He ITPeBbIMIAIONINIA 5
pabounx gHel, yBeqOMIISIET iepskaTesis UM Biajlesiblia PerucTpalOHHOTO
YA,0CTOBEpeHMs JIeKapCTBEHHOTO Ipernapara (yIIoJIHOMOUYeHHOe UM JIULL0) B
MMCbMEHHO (hopMe O IPUHITOM pelieHUM (C U3T0KeHUEeM MPUINH
0TKa3a).

19. OcHoBaHMSIMM A1 OTKa3a B coryiacoBaHnum @egepaibHOM
AHTMMOHOTIOJIbHO CTY>k007i TOCyIapCTBEHHO perucTpaIum
(mepeperucTtpanum) rpeneabHO OTITYCKHON 1ieHbl TPOU3BOAUTENS Ha
JieKapCTBEHHbIN Mpernapar, 0TKa3a B roCyJapCTBEHHON perucTpainmn
(mepepeructpanym) MuHUCTEPCTBOM 3ApaBooXxpaHeHns Poccuiickoi
®epepauyy npeneabHOM OTITYCKHOM LeHbI IIPOU3BOAUTEIISI Ha
JIeKapCTBEHHbIN MpernaparT ¢ ydeToM pelieHus, IPUHATOro denepanbHOM
QHTMMOHOTIOJIbHO CTY>KO074, SIBJISIIOTCSI:

a) npeacraB/JieHMe HeJOCTOBEPHDBIX CBE,ZLGHMVI;

0) mpexacTaB/ieHMe JOKYMEHTOB He B ITOJIHOM 0O0beMe U (MJIM) HEeIOJHOTa
coZlepsKalIMXCs B HUX CBeIEHMIA;

B) HeIlpeJCcTaB/IeHye CBeJeHW, IIPefyCMOTPEeHHbBIX ITYyHKTOM 14
Hactosiuux [IpaBui;

T') MpeBbIIIeHNEe ITPeICTaBIeHHON ISl TOCYIapCTBEHHOV PerncTpanum Uin
riepeperucTpanum npeneibHOi OTITYCKHOM LeHbl IPOU3BOAUTEIIS Ha
JIeKapCTBeHHbIN Mpenapar Haj, 1ieHO, paCCUUTAHHOM B COOTBETCTBUMU C
HacrostmymMu [IpaBuaMu M MeTOIUKOJA.

20. Pemrenne 06 oTKase B TOCYAapCTBEHHOI perucTpauyun uim
repeperucTpanuy rMpeaebHOM OTITYCKHOJ IIeHbI POM3BOAUTEJIS Ha
JIeKapCTBEHHBII MperapaT MOXeT ObITh 00KaT0BaHO B CyIeOHOM IOPSIKeE.

21. 1151 rOCygapCTBEHHOM perucTpalinu rnpeneabHOi OTITYCKHOM 11€HbI
MIPOM3BOANTEJISI HA JIEKapPCTBEHHBIN Ipenapar, KpoMe JOKYMEHTOB,
YKa3aHHBIX B ITYHKTEe 5 HacTosgnux [IpaBui, mpeaCcTaBIsIFOTCS IS
MpOBeIeHMSI 9KOHOMMYECKOTO aHaMu3a (110 BbIOOPY AepskaTesst Uian



BJIaJle/Iblia PerUCTPaLlIOHHOIO YI0CTOBEpEeHMS JIeKapCTBEHHOI'O
npernapara, yoJTHOMOUe€HHOTO MM JIUIa) CBeJleHNs Ha 6yMaskHOM HOCUTeJie
C IIepeBOJOM Ha PYCCKUIA SA3bIK (B 2 3K3eMIUISIpax), OATBEpXKAalolue
OTITYCKHbIE IJeHbI IIPOM3BOAVTEIIS Ha JIeKapCTBEHHDII Ipernapar B
VHOCTPaHHBIX IOCYAapCTBaX, YKa3aHHbIX B IpuiiokeHuu N 2 K MeTOgMKe.

22. JIng rocyfapCTBEHHOM perucTpanyy mpeneibHOi OTITYCKHOM LieHbl
IIPOM3BOAMTEJIS Ha JIeKapCTBEHHbIN MpenapaT, HaXOASIIuiicsl B o6paleHun
Ha Tepputopum Poccuiickoii @enepanyy, Kpome JOKYMEHTOB, YKa3aHHBIX B
nyHKTax 5 u 21 HacTosimux [IpaBui, AJis mpoBefeHusI 5KOHOMMUYECKOTO
aHanM3a MPeiCTaB/SIOTCS CIeyouye JOKyMeHThl Ha O0yMakHOM HOCUTe e
B OJJHOM 3K3eMIlIsIpe:

a) /151 IeKapCTBEHHOTO TperapaTa IMpou3BOANUTE IS TOCYAapCTBa - UleHa
EBpasuitckoro 3KOHOMMUYECKOTO COI03a, a TaKKe JIeKapCTBEHHOTO
nperiapaTa MHOCTPAHHOTO MTPOM3BO/ICTBA, TIEPBUYUHA U (MJIM) BTOpUYHAS
yIIakKOBKa KOTOPOT'O OCYIIeCTBIISIETCS UIN TIJIAHUPYETCS OCYLIEeCTBIISITbCS B
Poccuiickoi @emepanin:

kormst dopmbl N 2-JIEK (rmpom) "CBefeHMs O IPOU3BOMICTBE, OTTPY3Ke U
IleHax Ha JIeKapCTBEHHbIEe CpeCTBA" 32 OTUETHDIN [Tepuoy, orpeneeHHbI i
B COOTBETCTBUMU C MyHKTOM 23 HacTosux [IpaBui;

KOIIMM TOBAPHbBIX HAK/IAIHBIX HA KOHKPETHBIN JIeKapCTBEHHLIN Iperapar,
OTTPY>KEHHBI 33 OTUETHbIN MePUO/I, OTIpeie/IeHHbIN B COOTBETCTBUU C
ITYHKTOM 23 HacTosimux [TpaBun (TipeacTaBieHre BCeX TOBAPHbIX
HaK/IaJHbIX HE06X0AMMO, eCIM KOJMUYECTBO OTTPY30K 10 JIeKapCTBEHHOMY
rperapary He MpeBbIIIaeT 25 MITYK, a 10 JIeKapCTBEHHBIM ITperaparam, 1o
KOTOPBIM KOJIMUECTBO OTI'PY30K ITpeBbIlIaeT 25 MITYK, IPeCTaB/SIIOTCS
KOITMM TOBAPHbBIX HAKJIAHBIX C HAMOOJIBIIMM yI€JIbHOM BECOM B 0ObeMe
peanu3aluy KOHKPETHOTO JieKapCTBEHHOTO Mpernapara, Ho He MeHee 25
ITYK);

0) 1151 1eKapCTBEHHOIO IIpernapaTa MHOCTPaHHOT O IIPOM3BOJCTBA - KOMUU
TaMOYKeHHBIX JleK/apanuii Ha IOCTaBKy KOHKPETHOI'O JIeKapCTBEHHOI0
IperniapaTa 3a OTYeTHbIV [1epuoJ, OIlpeieJIeHHbI B COOTBETCTBUMU C
IIYHKTOM 23 HacToswwux [IpaBun (mpefcraBieHne BCeX TaMOKEHHbIX
IeKaapanyit Heo6XogMMO, eCIy KOIMYeCTBO TaMOKeHHbBIX AeKIapalnii o
JleKapCTBEHHOMY Iperapary He MpeBbliiaeT 25 MTYK, a Mo JIeKapCTBEHHbIM
IperniapaTtam, 110 KOTOPbIM KOJIMYECTBO TaMOXKEHHBIX JeKapauui



MpeBbIlIaeT 25 MITYK, MPeCTaB/SIOTCS KOMUY TaMOKEeHHBIX eKIapaluii ¢
HaMOOJIBIIMM yIeJIbHOM BECOM B 00beMe peann3aluy KOHKPETHOTO
JleKapCTBEHHOTrO Mperapara, Ho He MeHee 25 IITYK).

23. IIpu rocygapCTBEHHOM perucTpauum npeaeabHo OTITYCKHO LeHbI
MIPOMU3BOANUTEJISI HA JIEKAPCTBEHHBIN TIpenapar 3a OTUETHbIN TepUo]
MIPUMHUMAETCS KaJleHAapHbI TO/I, TIpeAlIeCTBYIONMI THIO TOJauM B
MuHMCTepCTBO 3ApaBooxXpaHeHus Poccuiickoii @egepatinm 3asiBaeHUS O
rOCyJapCTBEHHO perucTpanuu, a B cydae npeacraBieHns Ha
rOCyapCTBEHHYIO PETUCTPALUIO IIPee/IbHOM OTITYCKHO 1TeHbl Ha
JIEKapCTBEHHBIN TIpenapar B roj, usgaHus akra [IpasurenbctBa Poccuiickon
denepanyy 06 yTBEPKIEHUM TTIEPEUHS JKM3HEHHO HEOOXOIMMBIX U
BaKHENMILNX JIeKapCTBEHHbBIX NIpernapaToB Ha ey KaJleHAapHbIN rof,
- 32 TeKYIIUI KaJleHOapHBIN TO[,.

24. IIpu rocymapCTBEHHOM perucTpaumu (repepeructpannm) npeaeabHom
OTITYCKHOJ 11eHbI Ha pepepeHTHbIN JIeKapCTBEHHbIN Mperapar JIJIs Bcex
YKa3aHHbBIX B pErMCTPALIMOHHOM yAO0CTOBEPEHNM JTIEKaPCTBEHHOTO
rperiapaTa npousBoauTesiel (IIpou3BOACTBEHHBIX IUIOILAI0K
MIPOU3BOAUTEISI, YUaCTBYIOIIMX B ITpollecce MPOU3BOACTBA)
YCTaHABJIMBAETCS eAVHas IpeAesibHas OTITYCKHAS LieHa Ha JIeKapCTBEHHbIA
npenapar JJisl KaX[10ii 1eKapCTBeHHO (OpMbI, 1O3UPOBKHU
(KOHIIEHTpaLVM, aKTUBHOCTY B €AVHUIIAX IeICTBUSI) U OOIIEro KoJIM4yecTBa
BO BTOPUYHOI (ITOTPEeOUTENHCKOI) yIIaKOBKe 6e3 yueTa (OpMbI BBIITyCKa, 3a
MCKITIOUEHMEM CJTyyaeB, TpeayCMOTPEHHbBIX TyHKTOM 25 HaCTOSIIIMX
IIpaBui.

IIpu rocymapcTBeHHON perucTpauyum (mepeperucTpanum) rnpeaeabHon
OTITYCKHOJ I[eHbI Ha BOCITIPOM3BEeIeHHbII, 6110aHaTOTOBbI (6MOTTOT06HbII)
JIeKapCTBEHHbIN MperapaT MpouU3BOAUTeEIIS TOCyAapCTBa - YjleHa
EBpasuinckoro 3KOHOMMUYECKOTr0 CO03a [JIs1 BCeX YKa3aHHBIX B
perucTpalMoOHHOM YIOCTOBEpeHMM JIeKapCTBEHHOrOo Iperapara
npousBoguTesei (IIpou3BOACTBEHHbBIX IUIOLIAA0K ITPOU3BOAUTEIIS,
Y4aCTBYIOLIMX B MIPOLieCcCe MPOM3BOACTBA HA TEPPUTOPUM TOCYAapCTBa -
yyieHa EBpa3uiiCcKoro 5SKOHOMUYECKOro COK03a) YCTAHABIMBALTCS equHas
npezesibHasI OTITYCKHAS 1leHa Ha JieKapCTBEHHbIN mpenapar AJ1s1 KasKI0i1
JeKapcTBeHHOI (opMbl, HO3UMPOBKY (06'beMa, MacChl, KOJIMUECTBA 03 B
MepBUYHOJ YITaKOBKE) 1 00IIero KoJM4ecTBa BO BTOPUUHOM
(MoTpe6UTeNHCKOI) yIIaKOBKe 6e3 yueTa (popMbl BITYCKa, 38 MCKIIOUEHMEM



CJIydaesB, IIpeayCMOTPEHHbBIX ITYHKTOM 25 HaCTOAIINX HpaBI/IJI.

IIpu rocymapCTBeHHON perucTpauum (mepeperucTpanum) rnpeaeabHon
OTITYCKHOJ IIeHbI Ha BOCIIPOM3BeIeHHbIN, 0110aHAIOTOBbI (0M10IT0T00HbIN)
JIeKapCTBEHHbIN MpernapaT MHOCTPAHHOT'O POM3BOICTBA AJ151 BCeX
YKa3aHHBIX B PeTUCTPALMOHHOM yI0CTOBEPEHMM JIEKAaPCTBEHHOTO
npenapara pou3BOANUTeel (TPOU3BOACTBEHHBIX IIJIOILAI0K
IIPOU3BOAUTENIS, YYACTBYIOIIMX B IIPOLecce IMPOU3BOACTBA 3a Ipeaenammu
roCyfapCTB - WieHOB EBpasuiickoro 3SKOHOMMYECKOT0 CO3a U
OCYLIeCTBIISIIOIL VX WIN TIJIAHUPYIOIIUX OCYLIEeCTBJISITh IEPBUYHYIO U (WIIN)
BTOPMYHYIO YIIAKOBKY JIEKapCTBEHHOI'O Ipenapara B Poccuiickoi
denepanyn) yCTaHABAMBAETCS eIMHAs NIpeAebHas OTITYCKHAs LieHa Ha
JleKapCTBEeHHbIN Tpernapar AJ1sl Kaskaoit JiekapCTBEHHO (OpMbI, TO03MPOBKHU
(o6bema, Macchl, KOJIMUYECTBA 103 B IEPBUYHOI YITAKOBKE) U 0OIIEro
KOJIMYECTBA BO BTOPUYHOI (ITOTPEOUTENbCKOI) YITaKOBKe 6e3 yueTa hopMbI
BBIITYCKa, 3@ UCK/IIOUEHMEM CIy4aeB, MPeayCMOTPEHHbIX ITyHKTOM 25
HacTosmux [IpaBuit.

25. B ciyyae ecyiv MMHMMAbHBIV YPOBEHbD 11eH pe)epeHTHOTo
JleKapCTBEHHOTO Tpernapara Ha pasjanyHbie OpMbI BbIITyCKa (IITTPUILL-
PYYKM, KAPTPUJIKM IMOO MHbIe (POPMBI BBIITYCKa, COBMECTUMBIE C
YCTPOICTBaMM BBeleHNs (IIPUMEHEeHMST) WIN SIBJISIIOIIMeCs YCTPOCTBAMU
BBeeHM (IpMMeHeHMs) B O4HOM M3 MHOCTPAHHBIX [OCYIapCTB,
yKa3aHHOM B Ta6smile 1 pasgena Il mpunoxkenust N 3 K meToauke,
pasnuyaetcs 6osiee uem Ha 10 MPOIIEHTOB, JOMyCKAeTCs yCTaHABIMBATh
rpefe/ibHble OTITYCKHbIE I[eHbl Ha KaKIYI0 3 TakuX GOpM BbIITyCKa
JIeKapCTBeHHOro npermnapara. [IpefenbHast OTIIyCKHas 1LjeHa Ha
pedepeHTHbI JieKapCTBEHHbII MMpenapaTt B Takux GopMax BbIITyCcKa
YCTAaHaBJIMBAETCS HA OCHOBAaHUYM MUHUMAJIbHBIX OTITYCKHBIX LI€H
npousBoauTes (6e3 yueTta IMpoM3BOICTBEHHBIX TUIONAI0K, YUaCTBYIONIMX B
Trpoliecce MPOM3BOACTBA) HA COOTBETCTBYIONIME (DOPMBI BbIITyCKa TAKOTO
JIeKapCTBEHHOTrO Mpernapara B OTHOM 43 MHOCTPAaHHbBIX TOCYIapCTB,
yKa3aHHOM B Ta6smiie 1 pasgena Il mpunoxkenust N 3 K meToayke (C yueTOM
pacxonoB, CBSI3aHHBIX C TAMOKeHHBIM 0OpM/IeHUEM).

[Tpy aTOM MaKcUMMaJibHasI pa3HUIA MeXy peaebHbIMU OTITYCKHBIMU
IIeHaMM Ha TakoJi pedepeHTHbIN JJeKapCTBEHHBIN ITperapaT B pas/IMIHbIX
(dbopMax BbIITyCKa, COTIOCTAaBMMBIX I10 JIeKapCTBEHHOI (popme, TO3MPOBKe
(KOHIIEHTpaLUM, aKTUBHOCTY B €IMHUIIAX NEeCTBYS) U 00IIeMy



KOJIMYEeCTBY BO BTOPUYHOI (MTOTpeOUTENbCKOI) YITaKOBKE, He MOXKET
rnpeBbilIaTh 90 MpPOLIEHTOB.

B cirydae eciiu peiesibHasI OTITYCKHASI IleHa Ha pedepeH THIN
JIeKapCTBEHHBII MpernapaT 3aperucTpyupoBaHa B COOTBETCTBUY C
HACTOSIIIVIM ITYHKTOM, pacueT MpeAebHbIX OTITYCKHBIX II€H Ha
BOCIIPOM3BeIeHHBII, 6110aHAIOTOBBIN (6MOTIOJOOHBINT) TeKaPCTBEHHBIN
Iperapar oCylIecTBIISeTCS Ha KaXkayto GopMy BbIITyCcKa C yUeTOM
TpeleJIbHBIX OTITYCKHBIX IIeH MTPOV3BOAUTENe Ha COOTBETCTBYIOIIME
dbopmbI BbITycKa pedepeHTHOro JieKapCTBEHHOT'O IIpernapara.

26. [lepkaTesib WY BaaJesel perMcTpalMOHHOIO Y4, 0CTOBEPeHUS
JIeKapCTBEHHOTrO Mpernapara (yIIoJTHOMOYEHHOe UM JIULIO)
BOCITPOM3BE€HHOTO0, 6110aHAJIOrOBOT0 (610ITOA06HOr0) JIEKAPCTBEHHOTO
rpernapara MpeACTaBIsIIOT IJIS TOCYJapCTBEHHON perucTpaumumn
IIpeJle/IbHYIO OTITYCKHYIO LIeHY Ha JIeKapCTBeHHbIN Ipernapar,
pacCUYMTaHHYIO 110 MEXIyHapOJHOMY HellaTeHTOBAHHOMY HalMeHOBaHUIO
(IIp¥ €ro OTCYTCTBUM 10 XMMUYECKOMY UJIU IPYIIIIMPOBOYHOMY
HaMeHOBaHUI0), TIeKapCTBeHHO popme, N03MPOBKe (KOHIIEHTPAIUH,
aKTMBHOCTY B eJMHUIIAX [eCTBYS) U 001eMy KOJIMUeCTBY BO BTOPUUYHOI
(MOTpebuUTeNbCKOI) YIIaKOBKe C IIPUMeHeHeM COOTBETCTBYIOLIEro
Ko3(duiMeHTa M0 OTHOIIEHMIO K 3aperMCTPUPOBAHHOI PeeTbHOM
OTITYCKHOJ4 IleHe TPOU3BOAUTe/ISI Ha ped)epeHTHbII TeKapCTBEHHbIN
npenapar B COOTBETCTBUM C METOAUKOM.

27. B ciydae eciiu B paMKax OAHOTO PETrUCTPALMOHHOTO YIOCTOBEPEHMS
JIeKapCTBEHHOTO IperaparTa 3aperMcTpMpoBaH BOCIIPOU3BeIeHHbIIA,
610aHaIOTOBbIN (6MOMOTO00HbIN) JIeKAaPCTBEHHbIN ITpernapaT
MPOU3BOAUTESI TOCYAAPCTBA - YjeHa EBpa3uiickoro 3KOHOMMUUECKOTO
COI03a ¥ MHOCTPAHHOI'O MPOM3BO/ICTBA, IleHa [JIs1 TAKOTO JIEKAPCTBEHHOT'O
rperiapaTa pacCUMThIBAeTCS KakK [J1s1 IeKapCTBEHHOTO Iperapara
MPOM3BOACTBA TOCYAapCTBa - WwieHa EBpasuiickoro 5KOHOMMYeCKOro cor3a
WU JIeKapCTBEHHOTO TMperapaTa MHOCTPAaHHOTO ITPOM3BOACTBA C YUETOM
COOTBETCTBYIOIIET0 MOHMKaIIero KoagduiimeHTa B COOTBETCTBUM C
MeTOIMKOIA.

28. B ciiyyae oTCyTCTBMSI B paMKax MeXIYHapOIHOTO HelaTeHTOBAaHHOTO
HaMEeHOBaHMS U JIeKapCTBeHHOI GopMbI pepepeHTHOTO JIeKapCTBEHHOT'0
rperapaTta Uiau B cJiyuae, eciv Ipeie/ibHas OTITyCKHAs IleHa Ha
pedepeHTHbI JIeKapCTBEHHbII IIperapaT He 3aperucTpypoBaHa,



IepskaTesab WK Baagesiel] perucTPanyMOHHOrO YI0CTOBEPEHMS
JIeKapCTBEHHOTO TpernaparTa (YIIOJTHOMOYEHHOe UM JIUII0)
BOCITPOM3BEAEHHOTO W 6M10aHaIOrOBOTO (6MOIT0g00HOT0)
JIEKapCTBEHHOTO TIpernapara IpeaCcTaB/IsIOT IJIs TOCyAapCTBEHHOMN
peructpauumu (nepeperucTpanum) npeneibHyo OTITYCKHYIO LIeHY
TIPOU3BOAUTENIS HA JIeKapCTBEHHbIN Mpenapar, paCCUMTaHHYIO I10
MeXIYHapOIHOMY HeIllaTeHTOBAHHOMY HaMMEeHOBAHMUIO (IIPU €ro
OTCYTCTBUM T10 XMMUYECKOMY MJIU TPYIIIIMPOBOUYHOMY HaMMEHOBAHUIO),
JIeKapCTBEHHOI hopMe, 103MPOBKe (KOHIIEHTPALMM, aKTUBHOCTY B
eqVMHUIIAX NeiCTBYS) U 06IIeMy KOJIMUeCTBY BO BTOPUYHOIA
(MoTpe6UTENHCKOIT) YIIAKOBKE C PUMEHEeHMEM COOTBETCTBYIOIIETO

Ko duiMeHTa Mo OTHOIIEHNIO K MAaKCMMaJIbHO 3aperucTprupOBaHHOM
Mpesie/bHOM OTIYCKHOM IeHe JIeKapCTBEHHOTO0 Ipernapara, COBIIaarIero
110 MeXIyHAapOJHOMY HeIaTeHTOBAHHOMY HalMEeHOBAaHUIO (TIpU ero
OTCYTCTBUM T10 XUMUYECKOMY MJIU TPYIIIIMPOBOYHOMY HAMMEHOBAHMIO),
JIeKapCcTBeHHO (popMe B cOOTBeTCTBUM C pa3aenom VIII meTomuku.

29. TocypapcTBeHHasl perucTpauys npeaeibHOi OTITYCKHOM LeHbl Ha
MMMYHOOMOJIOTMYECKMIA JIEKAPCTBEHHBIN Mpemnapat (BaKLuHY),
BK/TIOUEHHBIIi B IepeveHb JKM3HEHHO HEOOXOIMMBbIX U BaXKHEMIITUX
JIeKapCTBEHHbIX IIPernapaToB, OCYLIEeCTBJISIETCS B COOTBETCTBUMA C
Tpe6OBaHUSIMMU, YCTAHOBAEHHBIMM 1151 pedepeHTHBIX JIeKapCTBeHHbIX
niperiapaToB. [Ipu 9TOM AepskaTesib WiK Biagesiel perTucTPauyOHHOTO
YAOCTOBEPEeHMSI JIeKapCTBEHHOTO Ipernapara (YIIoOJIJHOMOYEeHHOEe UM JIULI0)
MIpeACTaBISIOT [J151 TOCYLapCTBEHHONM perncTpauumn rnpeneabHylo
OTITYCKHYIO LIeHY Ha JIEKapCTBEHHBII IIperapar, He MPeBbILIaoIyI0
MaKCMMaJbHYI0 3apeTUCTPUPOBAHHYIO MTPEeIbHYI0 OTITYCKHYIO LIEHY
MIPOU3BOAUTEIS Ha JIeKapCTBEHHbIN Mpenapar, COBINaAalInii o
MeKIyHapOOHOMY HellaTeHTOBAHHOMY HaMMeHOBAaHMIO (TIPU ero
OTCYTCTBUM I10 XMMUYECKOMY MUJIY IPYIIIIMPOBOYHOMY HaMME@HOBAHUIO) U
JleKapcTBeHHOI (hopMe, orpeieIeHHYIO B COOTBETCTBUM C METOIMKOIA.

B cyuae ecnin Ha gaty nogaumu B MMHUCTEPCTBO 34paBOOXpaHEHMS
Poccuiickoit @epgepaunn 3asaBjieHUs 0 TOCYLapCTBEHHON perucTpauum Ha
JleKapCTBEeHHbII Ipenapar, MpyMMeHsIeMblii B IleAMaTpUuecKkoii MpaKkTuKe
(Ha OCHOBAHUM CBeJIEHU 1 MHCTPYKIUU 110 MEeAUIMHCKOMY IIPUMEHEHUIO
JIeKapCTBEHHOTrO Mperapara), He 3apermcTpupoBaHa rnpejeibHast
OTITyCKHAas IieHa Ha JIeKapCTBEeHHbII Mpernapar B J03UPOBKax,
MIpYMeHSeMbIX B eguaTpUIecKoit MpakTuKe, B paMKaxX OHOTO



MeXOYHapOAHOTO HeIllaTeHTOBAHHOIO0 HaMMeHOBaHUs (IIPU €r0 OTCYTCTBUM
XMMMUYECKOTO WY TPYHIIMPOBOYHOTO HAMMEHOBAHMSI) U JIEKAPCTBEHHOM
(dhopMbl, pacueT OCyIIeCTBISIETCS B COOTBETCTBUM C TPEOOBAHMUSIMU,
YCTAaHOBJIEHHBIMM 151 pepepeHTHBIX JIEKapCTBEHHBIX ITperapaTos. [Tpu
3TOM MakCUMaJbHas pa3HuULAa MeXAY MUHUMAaJIbHO 3aperncTpUpPOBaHHON
rpefesibHOM OTITYCKHOM LIEHO Ha JiIeKapCTBEHHbIN Ipenapar 1
MpeACcTaBJIeHHO IJ1s1 TOCYAapCTBEHHON perucTpanum rnpeaeibHoi
OTITYCKHOJ LIeHO Ha JieKapCTBEeHHbIN ITpernapar, pacCCUMTaHHAs UCXOLS U3
CTOMMOCTU eIUHUIIBI JeVCTBYIOIIEro BellleCTBa, He MOXeT MpeBbimaTh 90
MTPOLIEHTOB.

30. 3aperucTpMpoBaHHas MpeaeabHast OTIYCKHAS [IeHa ITPOM3BOAUTEIISI Ha
JIleKapCTBEHHbI MperapaT MoOKeT ObITh TepeperucTpyupoBaHa B IessIx
yYBeJIMUEeHUS B CJIYUYasiX, IPeAyCMOTPEHHbIX ITYHKTaMM 32 U 34 HaCTOSIIIUX
[TpaBmi1, HAa OCHOBAHMM 3asIBJIEHUS O IepeperucTpaluun U JOKYMEeHTOB,
IpefCTaB/JIeHHbIX B MMHMCTEPCTBO 34 paBOOXpaHeHst Poccniickoi
denmepanyu 10 1 OKTSIOPS Kaskaoro roja (He vaiie 1 pasa B KaJleHIapHOM
rony). [IpepgenbHas OTIyCKHas LleHa Ha JIeKapCTBEHHbIN IIpernapar He
MOKET ObITh ITepePErUCTPUPOBAHA B TOM K€ KaJIeHIapHOM roly, B KOTOPOM
OHa ObLIa 3apernucTpUpPOBaHa.

31. 3asgByieHHas K IlepeperucTpainum mpeaenabHasl OTITYCKHas IleHa
BOCIIPOM3BeIEHHOT0, 6110aHaIOTOBOTO (61OMOA06HOr0) JIeKapCTBEHHOTO
rpernapara mocje nepeperucTpauuy He MOXeT ObITb BbIllIe
3aperucTpMpPOBaHHON MTpeae/ibHOM OTITYCKHOM IIeHbl MPOU3BOAMTEIIS Ha
pedepeHTHbI JIeKapCTBEHHBIN Tperapar, orpee/IeHHO B COOTBETCTBUM C
MeTOAMKOIA.

32. 3aperucTpupOBaHHas MpefeabHas OTITYCKHAs 1jeHa Ha JIeKapCTBEHHBIN
rpenapar Ipou3BOAUTEJIS TOCYAAPCTBA - wieHa EBpasuiickoro
9KOHOMMYECKOTO COI03a MOKET ObITh ITepeperucTpMpoBaHa B COOTBETCTBUM
C MeTOIMKOIA:

a) [J1s JIeKapCTBEHHBIX ITPernapaToB HUXKHEro 11eHOBOro cermMeHnTa Ao 100
py6Jieit (BKIIOUMTENBHO) - B CJTyuyae M3MeHeHMsI IleH Ha ChIpbe U
MaTepuasbl, a TAKKe B C/lyuae M3MeHeHMs HaK/IaJHbIX PaCX0Jl0B, HO He
BbIIIIe YPOBHS (PaKkTMUeCKOi MHOISIIMM B IIPEAIIECTBYIOIEM KaJleHAAaPHOM
rofy C yueTOM MPOTHO3MPYEMOT0 YPOBHS MHQUISILINY, YCTAHOBJIEHHOTO Ha
TeKylIuii rof heaepanbHbIM 3aKOHOM O ¢defepaibHOM Oro/iskeTe Ha
COOTBETCTBYIOU M (DMHAHCOBBIN IO M TIJIAHOBBIN MIEPUOT;



0) /151 TeKapCTBEHHBIX MpernapaToB lieHoBoro cermenTa ot 100 py6seit no
500 py6Jteii (BKIIOUUTEIBHO) - B C/Ty4Yae YBeJIMYEHUS IIeH Ha ChbIpbe U
MaTepuaIbl, MCII0Ib3yeMbIe IIPY ITPOU3BOACTBE KOHKPETHOTO
JIEKapCTBEHHOTO MperapaTa, KOTOpble B paBHOI CTEIeHY BAMSIOT Ha
ypOBeHb 3apermcTpMpOBaHHbIX 1I€H Ha BCe JiIeKapCTBEeHHbIEe TTperapaThl,
OTHECeHHbIe K OTHOMY MEXIyHapOAHOMY HEllaTeHTOBaHHOMY
HaMMEHOBaHMIO U MMEIOIIMe OAMHAKOBbIN MyTh BBeAeHMs (KojebaHust
BaJIIOTHBIX KYPCOB, (popC-MaskopHbIe 06CTOSITEIbCTBA, BOSHUKILNE Y
MTOCTaBIIVKOB ChIPbS ¥ MaTePUAaoOB), HO He BbIIIE YPOBHS (haKTUUECKO
MHOISLIMY B TIpeIeCTBYIONIEM KaJeHIJapHOM IOy C y4eTOM
MIPOTHO3MPYEMOTO YPOBHSI MHQJISILIVM, YCTAHOBJIEHHOTO Ha TEKYI Ui TO/I
benepaabHBIM 3aKOHOM O (eepaJbHOM OI0IKeTe Ha COOTBETCTBYIOIIMIA
(MHAHCOBBIN T'OJ U TJIAHOBBIN TTEPUOI;

B) [IJIs1 JIEKAPCTBEHHBIX IIperapaToB IIeHOBOro cermeHTa ot 100 pyoiieit mo
500 py6.eii (BKIIOUNTEIBHO) - B C/Tyyae M3MEHEHUS 1IeH Ha ChIpbe U
MaTepuasbl, a TAKKe B CIyyae M3MeHeHUs HaKIaJHbIX PacX0[ 0B, HO He
BbIIIIE TPOTHO3MPYEMOT'0 YPOBHS MHQUISIIINM, YCTAHOBJIEHHOTO Ha TeKYLIMit
rop, ¢penepasbHBIM 3aKOHOM O (heiepabHOM OIOKeTe Ha
COOTBETCTBYIOU M GMHAHCOBBIN IO/, U TIJIAHOBbIN MEPUOT;

T) [IJIs1 IeKapCTBEHHBIX IIperapaToB 6e3 orpaHMUYeHus 110 I[eHe - B cyJae
eciu cpeflHeB3BelleHHas (aKkTuyeckasi OTITYCKHas lieHa Ha JieKapCTBEeHHbI
rpenapar 3a Iepuoj, UCTEeKIINI CO SHS MPUHSITUS PEelleHNs O
roCyfapCTBEeHHOM perucTpauuu (IocaegHe nepeperucTpanumu,
obs3areapHOI nepepeructpanyuy B 2019 - 2020 romax) mpenenabHOM
OTITYCKHOJ IIeHbI 10 THS TI0Iauy 3asIBJIEHUSI O TlepeperucTpaym, 6buia
HIKe 3aperucTpyupoBaHHON Ha 3TOT NEPUOJ, LieHbI He 60jiee yeM Ha
MIPOTHO3UPYEMbIi1 ypOBeHb MHGJIALMM, YCTAaHOBIEHHBIN Ha TEKYIIUii TO,
dbenepanbHbIM 3aKOHOM O (pefiepaabHOM OIOKEeTe Ha COOTBETCTBYIOLIMIA
(uHaHCOBBIN rof, U TIJIAHOBBIN IT€PUO/T, HO He BbIllle BeJIMUMHbI,
pacCUYNTAHHONM B COOTBETCTBUU C METOAUKOA.

33. [Ipu mepeperucTpanum mpeebHbIX OTITYCKHBIX IIEH ITPOU3BOIUTEIS
rocymapcTaa - ywieHa EBpa3uitckoro sKoHOMMYECKOT0 COI03a TOKYMEHTbhI Ha
MHOCTPAHHOM SI3bIKe IIPeCTABIISIOTCS Ha OYMa)KHOM HOCHUTeJIe C
3aBepeHHbIM B YCTAHOBJIEHHOM IOpsIKe TTepeBOIOM Ha PYCCKMIL SI3bIK.

IlaHHbIE B OTHOIIEHMM BCeX GaKTUUYECKUX IIeH B BaJIOTe TOCyIapCcTBa -
yseHa EBpa3uiickoro 5KOHOMMYECKOTO COI03a MpeICTaBSIOTCS C YUeTOM



repecueTa Ha pyb/u 1o Kypcy, yCTaHOB/IeHHOMY LleHTpambHbIM 6aHKOM
Poccuiickoit demepauiyy Ha IeHb, KOTIa IIPOM3BOAUTENEM Oblia
ocyliecTBiaeHa ¢pakTuyeckas peanu3salus JeKapCTBeHHbIX ITperapaToB
OpraHu3aluu OITOBONM TOPTOBJIM JIeKaPCTBEHHBIMU CPeLCTBAaMU, U (MJIN)
anTevyHOo opraHmu3anumn, U (MIn) MHIMBUAYaJAbHOMY IIpeAIIPUHMMATEIO,
MMEIONIMM JIMIIeH3UI0 Ha (hapMalleBTUYECKYIO N esITeTbHOCTD.

34. 3aperucTpupoOBaHHas peeabHast OTIIYCKHAS 1LleHa J1eKapCTBEHHOTO
rperiapaTa MHOCTPAHHOTO MPOU3BOACTBA, B TOM UMCIie TIepBUYHAS U (UITN)
BTOPMYHAS YIIAKOBKA KOTOPOTO OCYIIECTBJISIETCS B POCCuiicKoit
denepalyy, MOKET ObITh IEPEPErucTPUPOBAHA B COOTBETCTBUM C
METOJMKOM, eCJIM POCT Kypca HAlIMOHAJIbHOM Ba/JIOTHI TOCYAapCTBA -
MIPOM3BOANUTES K PYOJTIO CO JHS IPUHSTUS pellieHNsI O TOCYIapCTBEeHHO
perucTpauuu (rocjaegHe mepeperucTpann, 006s13aTebHOM
nepeperucrpanuu B 2019 - 2020 romax) npeaenbHON OTITYCKHO 1TeHbI
MPOU3BOAMUTEJISI Ha JIeKapCTBEHHBIN ITpenapar I10 IeHb oAauy 3asiBJIeHUS
0 TepeperucTpaluy mpeBbiliaeT MPOrHO3UPYyeMblit ypoBeHb MHIISIMH,
yYCTaHOBJIEHHBIN Ha TEKYIIMii roj dhemepasbHbIM 3aKOHOM O (hefepasbHOM
Or0[IKeTe Ha COOTBETCTBYIOIINI (DMHAHCOBBIN I'OJI U TIJIAHOBBIN ITEPUOS,

[Tepepeructpanus npegeabHO OTITYCKHON LIeHbI JIEKApCTBEHHOTO
IpenapaTa MHOCTPAHHOTO MPOM3BOACTBA, B TOM UMC/ie IepBUYHAs U (MJIN)
BTOPMYHAS YIIaKOBKA KOTOPOT'O OCYLIECTBJISIeTCs B POCCUITICKOI
®denepaiy, OCYIIECTBIISIETCS C YI€TOM MPOTHO3UPYEMOTO YPOBHS
MHGASLIMA, YCTAHOBJIEHHOTO Ha TeKyIMit rof deaepaabHbIM 3aKOHOM O
dbenepasbHOM OIOAKETE HA COOTBETCTBYIONINI (DMHAHCOBBIN TOM, U
TJIAHOBBIV MTepUO/, HO He BhIIe BeJIMUMHbBI YBEJIMUYEeHNs, PACCUUTAHHON B
COOTBETCTBUM C METOAMUKON, C yY4€TOM MUHUMAIbHOI OTITYCKHO 11€HbI
npousBoauTest (6e3 yueTa HaMMEeHOBAHMS ITPOM3BOICTBEHHBIX TIJIOMIAIOK,
Y4aCTBYIOLIMX B IIPOLeCCe MPOM3BOACTBA) HA TAKOM JIeKapCTBEHHbIN
rperapar B MHOCTPAHHBIX TOCYIapCTBaX, YKa3aHHBIX B Tabnuile 1 pasgena
IT npunoxkenus N 3 K meToauKe.

35. Jlns1 iepeperucTpaiy mpemeabHoi OTITYCKHOI IIeHbI IIPOU3BOAUTEIS
Ha JIeKapCTBEHHBIN IperapaT, KpoMe JOKYMEHTOB, YKa3aHHBIX B ITYHKTE 5
HacTosIMX [IpaBuii, MpeACTaB/SIOTCS CIeAyIOIIe JOKYMEHTHI s
9KOHOMMUYECKOTO aHajIM3a Ha OyMakHOM HOocuTese (B 2 9K3eMILIsIpax):

a) [I/1s1 IeKapCTBEHHOTO MperapaTta IIpoM3BOAUTE IS TOCyIapCTBa - WieHa
EBpasuiickoro 3KOHOMMYECKOT0 CO03a IpY MepeperncTpaium B CIydasx,



NpeayCMOTPEHHBIX MOAITYHKTaMM "a" U "B" MyHKTAa 32 HacTosAwuX [IpaBui:

pacyeT BeJIMUMHBI YAOPOXKAHUSI CTOMMOCTY ChIPbSI M MAaTEPUAJIOB B
CTPYKTYpe 3aTpaT Ha MPOM3BOJICTBO U pean3ali1io JeKapCTBEHHOTO
rperapara;

KOIIMM KOHTPAKTOB, ITOITBEPKAAIONINX YBeJIMUeH e CTOMMOCTU ChIPbS U
MaTepuajoB, CO CPOKAMM IeVCTBMUS, 3aBePIIAIOIIMMUCS He paHee 4yeM
yepes3 3 mMecsliia Co JHS MoJauu 3asiBJIeHNUS O TlepeperucTpanyn, a Takke
Komuy crieuy@ukanmii 1 Bcex MpuaokeHuin K KOHTPaKTaM, KOTOpbie
SIBJISIIOTCSI X HEOThEMJIEMOJ YaCThIO;

JIIOKYMeHTaJIbHOe TOATBepsKAeHMe (GaKTUUeCKUX 3aTpaT Ha Chipbe U
MaTepuasibl Ha AeHb MIPUHSTUS pellleHUs O TOCYIapCTBEHHOM perucTpanun
(mocemHe nepeperucTpanum, obs3aTebHoO mepeperucrpauym B 2019 -
2020 rogax) mpee/ibHOV OTITYCKHOJ 1IeHbl Ha JIeKapCTBEHHbIN Ipenapar;

pacyeT BeJIMUYMHDbI M3MEeHEHM HaK/IaHbIX paCX0Od0B B CJydae YBeJINUYEeHM I
TapI/I(l)OB Ha 3JIEKTPpUYEeCKYI0 SHEPIUIO, TEHHOCHa6)KEHI/Ie, BO,E[OCHa6)KeHI/Ie n
II€H Ha TOIVIMBO, a4 TaKXKe paCueT YBeJIMUE€HNA aMOPTU3alIMOHHBIX
OTYMCI€HUI 10 OCHOBHBIM cpencCTtBaM, MCIIOJIb3yeMbIM HEIIOCPpedCTBEHHO
JJIs1 IIPOM3BOACTBA JIEKAPCTBEHHLIX ITPEIiapaToB;

JOKYMEHTAJIbHOE€ IIOATBEPXXOeHMEe YBeJIMUEHMS HAK/IaAHbIX paCX0d0B, a
TAKXKe KOIMMM JOKYMEHTOB, ITOATBEPKAAI0IINX BBOJ COOTBETCTBYIOIIMX
OCHOBHBIX CpedCTB B SKCIUIyaTallUIO;

pacyeT YpOBHSI peHTabebHOCTM Ha KOHKPETHBIN JIeKapCTBEHHbI ITpernapar
B COOTBETCTBUM C METOAMKO;

0) 1J1s IeKapCTBEHHOTO TperapaTa Mpou3BOAUTES TOCYAapCTBa - UIeHa
EBpa3smniickoro 3KOHOMMYeCKOro CO103a Ipy IepeperucTpauum B Ciyyasx,
MpeyCMOTPEHHBIX MOAMYHKTOM "0" IMyHKTa 32 HacTosux [IpaBut:

pacyeT BeJIMUMHBI YAOPOXKAHUSI CTOMMOCTU ChIPbSI M MATEPUAJIOB B
CTPYKTYpe 3aTpaT Ha MPOM3BOJICTBO U pean3alinio JeKapCTBEHHOTO
rperapara,

KOIIMM KOHTPAKTOB, IIOATBEPKAAIOIINX YBEeJIMUYEeHe CTOMMOCTU ChIPbS U
MaTepnaaoB, CO CPOKaMM ,ELEI‘/’ICTBI/IH, 3aBepHIAI0IIMMUCA HE paHeEe YeEM
gepes 3 Mecslia Co OHS 10oaauy 3asiBJIeHUs O rnepeperncTpanumnmn, a TakKke



KoImnmn CHeLU/I(l)I/IKaL[I/Iﬁ " BCeX HpI/I.TIO)KEHI/Iﬁ K KOHTpaKTaM, KOTOpbIe
SIBJISIFOTCS UX HEOTheMJIEMOI YacCTblo,

IOKyMeHTaJbHOe MOATBepXKaeHMe paKkTuueckux 3aTpaT Ha CbIpbe U
MaTepuasbl Ha JeHb IPUHSATUS pelleHNs 0 TOCyLapCTBEHHOM perucTpanuumn
(ocegHe mepeperucTpanym, obsi3aTebHOI rmepeperucrpaunm B 2019 -
2020 ropax) npenenbHO OTIIYCKHOM 1JeHbl Ha JIeKapCTBEHHBII ITpenapar;

pacyeT YpOBHSI peHTabeIbHOCTM Ha KOHKPETHBIN JIeKapCTBEHHBIN ITperapar
B COOTBETCTBUM C METOOUKOIA;

B) [IJIs1 JIEKaPCTBEHHOTO IpernapaTa IIpou3BOAUTES TOCYAAapCTBa - YleHa
EBpasuitckoro 3aKOHOMMUYECKOro COX3a IIpy [epeperucTpalumn B cirydyasx,
IpeayCMOTPEHHBIX ITOAIIYHKTOM "T" MyHKTa 32 HacToAwux [Ipasui, -
kormust dopmbl N 2-JIEK (rmpom) "CBefeHMs O IPOU3BOMICTBE, OTTPY3Ke U
LleHaX Ha JIeKapCTBEHHbIE CpeACcTBa" (IJ151 OTeUeCTBEHHbIX
MIPOU3BOAUTEIeN), a TAK)Ke KOIUY TOBAPHBIX HAK/IAJHbIX HA KOHKPETHBII
JIeKapCTBEHHbIN Ipernapar, OTTPY>KeHHbI B afpec MOoKyIaTesei B
COOTBETCTBYIOIIUIT OTYETHBIN MTEePUO, OIpee/IeHHbI B COOTBETCTBUMU C
IIYHKTOM 37 HacToswux [IpaBui (TipefcTaBieHe BCeX TOBAPHbIX
HaKJIaHbIX HEOOXOIMMO, eC/IY KOJMYECTBO OTIPY30K IO JIeKapCTBEHHOMY
npernapary He MpeBbIlIaeT 25 HITYK, a [0 JiIeKapCTBEHHBIM Ipernaparam, 1o
KOTOPBIM KOJIMYECTBO OTTPY30K IpeBbIliaeT 25 MTyK, He00X0AMMO
MpeJCTaBUTh KOTIMM TOBAPHBIX HAKIAAHbBIX C HAMOOJBIIUM YIeTbHOM
BECOM B 00beMe peaynn3aliuy KOHKPETHOTO JIeKapCTBEHHOTO ITperapara, Ho
He MeHee 25 1TYyK);

T) IJIs IeKapCTBEHHOTO ITpeliapaTa MHOCTPAaHHOI'O IIPOU3BO/ICTBA,
repBUYHAs U (UJIU) BTOPUYHAS YIIAKOBKA KOTOPOT'O OCYILECTBJISIETCS WU
TUVIAHUPYETCS OCYIIeCTBIASIThCS B Poccuiickoi @enepannu, gepxxaTeyieM Uin
BJIaJleIblleM PErMCTPALMOHHOTO YAOCTOBEPEHMS JIeKaPCTBEHHOTO
nperiapara (YroJHOMOYEeHHBbIM UM JIMLIOM) IIpU IlepeperucTpauum B
CJIyvyasix, IpeayCMOTPEHHBIX ITYHKTOM 34 HacTosiiuux [IpaBui:

KOTI/Y TOBAPHBIX HAKIAAHbIX HA KOHKPETHBIN JIEKapCTBEHHBIV IIpernapar,
3a COOTBETCTBYIOUIMI OTUETHBIN IIEPUOJ, OTIpeie/IeHHbIV B COOTBETCTBUM C
MYHKTOM 37 HacTosux [IpaBun (TipeacTaBieHne BCeX TOBAPHbIX
HAKJIaJHBIX HEOOXOIMMO, €C/IM KOJMYECTBO OTTPY30K 110 JIEKAPCTBEHHOMY
nperapary He MpeBbIlIaeT 25 MITYK, a 10 JiIeKapCTBeHHBIM ITperaparam, 1o
KOTOPBIM KOJIMYECTBO OTTPY30K ITPeBbIIIaeT 25 MTYK, He0OX0AMMO



MIpeiCTaBUTh KOTIUYM TOBAPHBIX HAKIAAHBIX C HAUOOIBIINUM YIeTbHOM
BECOM B 00beMe peann3aly KOHKPETHOTO JIeKapCTBEHHOTO ITpernapara, Ho
He MeHee 25 ITYK);

cBefeHMs (IO BbIOOPY e pskaTersl WM BiiaJieblla perucTPalyiOHHOTO
YI,0CTOBepeHMs JIeKapCTBEHHOTO ITpenapara (YyIIOJTHOMOYEHHOI'0 MM JINLIA),
MOATBEP KAl /e OTITYCKHbIE LIeHbl [IPOMU3BOAUTEIS Ha JIeKapCTBEHHBI N
IperniapaT B MHOCTPAHHBIX IOCY[apCTBaX, yKa3aHHbIX B puioxkeHun N 2 K
MeTozyKe (Ha 6yMa)KHOM HOCUTeJIe C TIepeBOJOM Ha PYCCKUIL SI3bIK);

II) [J151 1IeKapCTBEHHOTO IIperapaTa MHOCTPAHHOTO IPOU3BOACTBA IIPU
riepeperucTpauum B CIy4dasix, IpegyCMOTPEHHbBIX IIYHKTOM 34 HaCTOSIILIUX
IIpaBuin:

KOITMM TaMOXXeHHBIX JeK/Iapaliuii Ha TOCTaBKYy KOHKPETHOTO
JIeKapCTBEHHOTO Iperapara 3a COOTBETCTBYIOLINIA OTYETHBIV MIePUOT,
OlpeJie/IeHHbI B COOTBETCTBUM C MyHKTOM 37 HacTosAmux [IpaBui
(TpencTaBaeHMEe BCeX TAMOKEHHBIX JeK/Iapalnii Heo0X0AMMO, eC/Iu
KOJIMYEeCTBO TaMOXXeHHbIX JIeKaapalinuii o JeKapCTBeHHOMY ITperapaTy He
TpeBbIlIaeT 25 MITYK, a 10 JIeKapCTBEHHBIM ITperapaTam, o KOTOPbIM
KOJIMYECTBO TAMOXKEHHBIX AeK/Iapaluii mpeBbIlIaeT 25 MTyK, HE0OX0AMMO
MpeJICTaBUTh KOIIMM TAMOKEHHBIX JeKIapaluii ¢ HauOOIbIIUM YIeTbHOM
BECOM B 00beMe pean3aliiiy KOHKPeTHOTO JIeKapCTBEHHOTIO Iperapara, HO
He MeHee 25 MmTyK);

cBefeHMs (110 BbIOOPY JIepskaTesIst Wi BJ1aJleIblla PETUCTPALIVIOHHOTO
yIOCTOBEepeH NS JieKapCTBEHHOTO Mpernapara (YIoJHOMOUYE€HHOTO UM JIM1I),
MOATBEPsKIAONIME OTITYyCKHbIE IIeHbI ITPOU3BOAUTEIS Ha JIeKapCTBEHHBIN
Mpernapar B MHOCTPaHHBIX rOCyIapCTBaX, yKa3aHHbBIX B puioxkeHun N 2 K
MeToMKe (Ha 6yMaskHOM HOCUTeJIe C TTIePeBOJIOM Ha PYCCKUIA SI3bIK).

36. IIpu niepeperucTpauy npeaebHbIX OTITYCKHbBIX 1[€H Ha JIEKAPCTBEHHbIE
rperiapaTsl IPOU3BOAYTENS TOCYAAPCTBA - WieHa EBpasuiickoro
5KOHOMMYECKOr0 CO103a B CIyYasX, MPeayCMOTPEHHbIX IOAITYHKTAMM "a" -
"B" myHKTa 32 HacTosiuux [IpaBui, ripeie/ibHbI YpPOBEHb peHTa0eTbHOCTU
He MOKeT IpeBbIlaTh 30 MpOLeHTOB.

37. IIpu niepeperucTpanum npeaejabHOM OTITYCKHOM IIeHbI TPOV3BOAUTEIIS
Ha JIeKapCTBEHHBIV ITpernapar B KaueCTBe OTUETHOIO Iepuoma
TIPUHUMAETCS [IePUOJ, UCTEKIIUI CO JHS IPUHATUS PELIeHUS O



rocyapCTBeHHOV perucrpauum (mocjieaHel mepeperucTpaunum,
obs13aTenbHOI Mepepeructpaiuy B 2019 - 2020 rogax) mpeaenbHOM
OTITyCKHOJ LIeHbI Ha JeHb IToauu B MMHUCTEPCTBO 34paBOOXPaHEeHUS
Poccuiickoit @epepauinn 3agaBjieHNs O Ilepeperucrpann.

38. Ha ocHOBaHuM 3as1BJIeHUS O IlepeperucTpanum, npeacTaBieHHOro
IepskaTejaeM WK BAaAe/IblieM PerMcTpalMOHHOTO YI0CTOBEPEHMS
JIeKapCTBEHHOTO Iperapara (YIIOJTHOMOYEHHOI'0 MM JINLA) B LeJIsIX
CHVKEHMS LleHbl Ha JIEKapCTBEHHBIN Iperapart, MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @enmepaiium paccMaTpuBaeT BOIIPOC O
TIPUHSITUY PellleHNs] 0 CHUXKEHUM 3apeTUCTPUPOBAHHON Mpeie/ibHOM
OTITYCKHOJ LIeHbl [IPOM3BOANUTEISI Ha JIEKapPCTBEHHBII Ipernapar. 3asiBleHue
O IepeperucTpauumn B LeJsIX CHVOKEHUS LeHbl Ha JIEKapCTBEHHbBII Ipernapar
MOKeT ObITb ITPeICTaBIEHO COBMECTHO C 3asiBJIeHMEeM O BHECEHUU
M3MEHEeHU B peeCTPOBYIO 3aIMCh O TOCYIapCTBEHHON perucTpaiumn
MpeeabHONM OTITYCKHOJ IIeHbI TPOU3BOAUTES Ha JIEKAPCTBEHHbIN
rperiapaT B COOTBETCTBUM ITyHKTOM 7 [IpaBui BefeHus roCygapCTBEHHOr O
peecTpa IpeaeabHbIX OTIIYCKHBIX LI€H ITPOM3BOAUTEIEN HA JIeKapCTBEHHbIE
TperapaThl, BKIIOUEHHbIE B TIepeUeHb KM3HEHHO HEOOXOIMMbBIX U
BaKHEMIINX JIEKAPCTBEHHBIX MPEnapaToB, YTBEPKIEHHbIX
nocraHoyieHMeM [IpaBuTenbcTBa Poccuiickoit @epepaiinm ot 29 oKTIOps
2010 . N 865 "O rocygapcTBeHHOM peryIMpoBaHNM LieH Ha JieKapCTBeHHbIe
TperapaThl, BKIIOUeHHbIE B TIepeUeHb KM3HEHHO He0OXOOMMbIX U
BaKHEMIINX JIEKAPCTBEHHBIX TIPernapaTos”.

38(1). [Ipy HaMMuMM B OTHOILIEHMM OOHOTO JIEKAPCTBEHHOTO IIpernapara
penieHnss MuHucTepcTBa 3a4paBooxpaHenus Poccuiickoin @epepannum o
repeperucTpanyum 3aperucTpUpPOBAHHOMN TIpele/IbHON OTITYCKHO LI€HbI
MIPOU3BOAMTEJISI HA JIeKapCTBEHHbIN IMpernapaT B COOTBETCTBUM C ITYyHKTOM
30 Hactosiiux [TpaBuit 1M60 B COOTBETCTBUM C TYHKTOM 38 HaCTOSIINX
IIpaBun u pemeHuss MuUHUCTEpPCTBA 34paBOOXpaHeHUs POCCUITCKOM
denepaiyu 06 06s13aTebHOI mepepeructpauyy B 2019 - 2020 romax
rpefesibHOM OTITYCKHO LeHbl IPOMU3BOLUTEIISI B COOTBETCTBUM C
[TpaBunamu obs13aTenbHOM nepepeructpannm B 2019 - 2020 rogax
3aperucTPUPOBAHHbBIX MMPeJeTbHbIX OTITYCKHBIX LIeH MPOU3BOAUTENEeN Ha
JleKapCTBEHHbIE TperapaThl, BKIIOUYEHHbIE B IlepeueHb KM3HEHHO
HEeOOXOIMMbIX M BaXKHEMIIINX JIeKapCTBEHHBIX IIPernapaToB,
yTBepKIEeHHbIMM 1ocTaHoBIeHreM [IpaBuTtennscTBa Poccuiickoi
®epeparyn ot 29 okTsiopst 2010 r. N 865 "O rocygapcTBeHHOM



peryaMpoBaHuM LieH Ha JieKapCTBeHHbIe IIpernapaThl, BKIIOYeHHbIe B
nepevyeHb KM3HEHHO He0OXOAMMBbIX Y BaXKHEMIINX JIeKapCTBEHHbBIX
IperapaToB”, MpYMeHEeHMIO [IOAJIeKUT LieHa, IlepeperncTpupoBaHHas B
COOTBETCTBUM C MyHKTOM 30 /160 MyHKTOM 38 HacTosmux [IpaBus.

39. l'ocymapcTBeHHAS PerucTpalus U nepeperucTpaims rnpeaeabHbiX
OTITYCKHBIX IIeH TPOM3BOAMUTE e Ha JIeKapCTBEHHbIE TTperapaThl
OCYIIeCTBJISIETCS OeCIIaTHO.

40. ®enmepasnbHasi aHTUMOHOIIOIbHAS CJTY3kK0a B MMCbMEHHOII (hopme
yBeIOMJISIET AepsKaTesisl U BlIafesblia PerucTpalMOHHOTO
yIIOCTOBEpeHMs JIeKapCTBEHHOTO MpernapaTa 0 He00XOAMMOCTM M3MeHeHU ST
3aperncTpMpoOBaHHOM Npele/IbHOM OTITYCKHOI 11eHbl TPOM3BOAUTENS Ha
JleKapCTBEeHHbI Mpenapar, ecjiu mocje rocyqapCTBeHHO perucTpanumn
(mepeperucTpauum) npeaeabHO OTITYCKHOI 1[eHbl TPOMU3BOAUTENS Ha
JIeKapCTBEHHBIV NIpernapaTr YCTaHOBJIEHO, UTO JAepyKaTeleM UM BilaJle/blieM
pPerucTpauyoHHOrO YOOCTOBEepeHMs IeKapCTBEHHOrO Iipernapara
(YTIOJTHOMOUYEHHBIM UM JIMIIOM) ObLIIY MpeiCTaB/IeHbl HeJJOCTOBE PHbIE
CBeJleHMsI, MOB/INSIBIINE HA Pe3y/lIbTaT paHee MPUHSITOIO pelieHns O
COTJIaCOBaHMM MPeAeIbHONM OTITYCKHOM 1[eHbl TPOM3BOAUTES Ha
JleKapCTBEeHHbIN Ipenapar U (M) He ObUIM MIpeJICTaBIeHbl CBeeHMs,
MOBMSBILIME HAa Pe3yJIbTAT TAKOTO pelleHusl, C IPeA0CTaBIeHNeM
000CHOBaHMS TAKOTO BbHIBOIA.

HepxaTenb wiau Biagesiel perucTpalMOHHOTO Y0CTOBEPEHUS
JIEKapCTBEHHOTO Tiperapara (YroJJHOMOYEHHOE UM JIUIT0) ITPUBOIST
3aperucTpPUPOBAHHYIO ITpeleIbHYI0 OTIIYCKHYIO LIeHY B COOTBETCTBUE C
LIEHOM, paCCUMTAHHOM B COOTBETCTBUM C HacToswyumu [Ipasmiamu n
MEeTOIMKOIA, C yueToM MHbOpMaIMK, yKa3aHHON B YBeIOMJIEHUN
denepasibHOM aHTUMOHOIIOJIBHOM CTY>KObI, I TTPEICTaBIISIOT
MOTUBUPOBAHHOE TOKYMEHTAJIbHOE MOITBEPXKAEHNE pacueTa YKa3aHHOM
LIeHBbI.

denepasibHAsT aHTYMOHOIIOIbHAS CTYk0a OTMEHSIET pPellleHle O
COIJIaCOBAHMM ITpeeIbHOM OTITYCKHOJ IeHbI ITPOU3BOANTENS HA
JIeKapCTBEHHBII IIpenapar B caydae HellpMBeAeHUs AepKaTeaeM UIn
BJIaZie/IbLIEM PETUCTPALIMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO
npenapara (YIoJIHOMOUYEHHbBIM UM JIUIIOM) 3apeTUCTPUPOBAHHO
IpeebHOM OTIIYCKHOM 1IeHbI B COOTBETCTBME C HACTOSI MMM [TpaBunamu
¥ METOAMKO C yueToM MHMOpMaIMM, YKa3aHHO B YBeIOMJIEHUN



denepanbHOV aHTMMOHOITOJIBHOM CITY3KObI, MJIM HelpeICTaBIeHNsI
MOTMBMPOBAHHOI'O JOKYMEHTAaIbHOTO IIOATBePKAeHs pacyeTa yKa3aHHOM!
LleHbI B TeUeHMe OJJHOTO MecCsiLa CO JHS MOMyuYeHUs YBeJOMIIEHUST
denepasibHOM aHTUMOHOIIOIBHOM CITY>KOOIA.

41. MuHMCTEpPCTBO 3apaBooxpaHenus: Poccuiickoi @enepanum OTMEHSIET
pelleHye O TOCYLapCTBEHHOM perncTpauun uin rnepeperucTpauumn
MpeeabHONM OTITYCKHOJ IIeHbI TPOU3BOAUTES Ha JIeKAaPCTBEHHbIN
rperiapar B ¢Jiyyae, ecjau nocjie MPUHATUS TaKOrO pelieHus YCTaHOBJIEHO,
UTO JepskaTeeM WK BiaagesiblieM PEerMcTpaluOHHOIO YO 0CTOBEpEeHUS
JIeKapCTBEHHOTO Mmpernapara (YIIoJTHOMOUYeHHBIM MM JIMI[OM) ObLIN
NpefCTaB/eHbl HeJOCTOBEPHbIE CBeLeHNs, [IOBINSBILNME Ha Pe3y/l1bTaT
NIPUHATOrO MUMHMCTEPCTBOM peIleHMs], a TaKKe B ciayJdae, eciin
denepasibHasT aHTMMOHOIIO/IbHAS CTYyk0a OTMEHMJIA pelIeHue O
COIJIaCOBAHMUMU TIpeLebHOM OTITYCKHO IeHbI IPOU3BOAUTES HA
JleKapCTBEeHHbIN MpernapaTt Ha OCHOBaHUM ITyHKTOB 40 1 45 HacToSAIMX
[TpaBwi1, M UCK/IIOYAET B YKa3aHHBIX C/IyYasix 3aperncTpUPOBAHHYIO
(mepeperucTpUpoOBaHHYIO) MIpeaebHYI0 OTITYCKHYIO LieHY MPOU3BOANUTEIS
Ha JIeKapCTBEeHHBIN ITpenapar 13 rocyLapCTBEHHOI'O peecTpa.

42. [lepxkaTenb UIu Bajenel] perucTpalMOHHOTO YA0CTOBepeHMS
JIeKapCTBEHHOTO MpernaparTa (YIIoJTHOMOUeHHOe UM JIULI0) 00s13aH
MIPeICTaBUTh 3asIBIEHNE O TIepePerucTpanyim B CTOPOHY CHVYSKEHUS TIPU
HACTYTUIEHUM CJIeNYIOIINX CTy4aeB:

a) eC/iu B pe3yJibTaTe CHUXXeHUSI TPOU3BOUTEIEM OTITYCKHO 1T€HBI B
MHOCTPAHHOI BaJIOTE HA YKa3aHHBIN JIeKAPCTBEHHBII ITpernapar B
MHOCTPAHHBIX TOCYAAPCTBAX, YKA3aHHBIX B IpuiokeHu N 2 K MeTOMKe,
OTITyCKHas IleHa IMPOM3BOANTEJISI Ha JIeKapCTBEHHBII ITpernapar B pyosisx,
paccunTaHHas B COOTBETCTBUU C METOIMKOM (C yUeTOM PacXonoB Ha
TaMOXXeHHOe 0popMJIeHIEe), HIDKe 3aperCTPUPOBAHHOI Mpeie/ibHO
OTIYCKHOJ II€HbI ITPOM3BOANTEIISI HA YKAa3aHHbIN JIEKapCTBEHHBIN
rperiapar, - B TeyeHue 30 KajeHIapHbIX AHEN CO OHS, KOTAa pelieHue o
CHVKEHUMU 1[eH YIIOJTHOMOYEHHBIX OPraHOB B MHOCTPAHHbBIX rOCYAapCTBAX,
YKa3aHHbIX B IpuiokeHuu N 2 K MeTOoAuKe, BCTYIIUIO B CUJTY;

0) ecsu MpeesibHast OTITYCKHASI IleHa Ha BOCIIPOM3BeIeHHBIN,
0110aHaI0TOBbIN (6MOMOIO6HBIN) JIEKAPCTBEHHDIN ITpernapar Bblle
npeJenbHO OTIYCKHO 11eHbl Ha COOTBETCTBYIOIINI peepeHTHbI
JIeKapCTBEHHbI Iperapar B CBSI3U CO CHVOKEHMEeM, IpeIyCMOTPEHHbIM



MOAITYHKTOM "a" HaCTOSILIErO IYHKTA, - B TeueHue 30 KaJleHJapHbIX THe
CO IHS IPUHSTUS PeLIeHUs O TepeperncTpaluun B CTOPOHY CHYOKEHUS
3aperucTpUpPOBaHHON MpeAe/ibHOM OTITYCKHOM 11€HbI IPOU3BOAUTEIIS HA
pedepeHTHbIN TeKapCTBEeHHbIN ITperapar,

B) eC/M 3aperucTpMUpoOBaHHas NpeJie/ibHas OTITYCKHAS jeHa Ha e pPBblii
BOCIIPOM3BeIeHHBbI, 6110aHAIOTOBBIN (6MOTIOJOOHBINT) TeKaPCTBEHHBIN
npernapaTr MHOCTPaHHOTO IPOM3BOLCTBA, B TOM YMC/Ie IePBUYHAS U (UIN)
BTOPMYHAs YIIAKOBKA KOTOPOTO OCYILECTBJISIETCS UM TVIAaHUPYETCS
OCYIeCTBAATbCS B Poccuiickoit @emepanuu, Boiliie mpeneibHOM OTITYCKHOM
1[eHbI IPOM3BOIUTEJISI, PACCUMTAHHOI C yUeTOM MOHMKAIOUIEro

ko3 duimeHTa, ykazaHHOTO B mpuaoskeHun N 9 K MmeTozuke, Iocie
rOCyIapCTBEHHOM perucTpauym rnpeneibHOlM OTITYCKHO 1ieHbl
IIPOM3BOINTEJISI HA BTOPOJ BOCIIPOM3BeleHHbIN, 6110aHaIOTOBBI
(61orom00OHbINT) JIeKapCTBEHHBIN IperapaT, COBIagaoI it 110
MeXIyHapOAHOMY HellaTeHTOBAaHHOMY HauMeHOBaHMIO (TIpY eTo
OTCYTCTBMU - TPYNIIIMPOBOYHOMY WIN XMMUYECKOMY Ha¥IMeHOBaHMIO),
JIleKapCTBeHHO dhopMe U O3UPOBKe, - B TeueHMe 30 KajJeHIapHbIX AHe Co
IHSI IPUHSITUS PellieHNsI O TOCYA,apCTBEHHOI perucTpauym rnpeeibHoi
OTITYCKHOJ LIeHbI [IPOM3BOAUTEIISI HA BTOPOV BOCIIPOU3BEeHHbI,
610aHaI0roBbIii (6MOTO06HBI) JIeKapCTBEeHHbIN MIpernapar;

T) eCJIM 3aperuCcTpUpPOBaHHA TIpeebHas OTITYCKHAs [leHa Ha e PBbIii
BOCITPOM3Be/IeHHbIN, 6110aHaIOrOBbIl (6110MON00HbBIN) TeKapCTBeHHbI
rperiapaT npomu3BOAUTEIS TOCYLapCTBa - WwieHa EBpasnuiickoro
SKOHOMMYECKOT'0 COI03a BbILIE MPeIeIbHOM OTITYCKHOM LI€HbI
MIPOU3BOAUTEJSI TOCYAAPCTBA - YieHa EBpa3uiickoro 5SKOHOMMUUYECKOro
CO0103a, paCCYMTAHHOM C YU4eTOM IOHVKalolero koadgduiienTa,
YKa3aHHOTO B NpuiokeHuu N 9 K MmeToayKe, IOC/Ie TOCyIapCTBEHHOM
perucTpauunmu rnpeneabHo OTITYCKHOM LIeHbl Ha BTOPOi1
BOCITPOM3BeIeHHbIN, 6110aHAIOTOBbIN (6M1OIOJO00HBIN) TeKapCTBEHHbIN
rperiapaT npomM3BOAUTE IS TOCYLapCTBa - wieHa EBpasnuiickoro
SKOHOMMYECKOTO C0103a, COBNAAAIOIINIA IO MeXAYHAPOLHOMY
HeIaTeHTOBAaHHOMY HaMMEHOBAHMIO (TIPU €ro OTCYTCTBUM -
TPYNIIMPOBOYHOMY MJIY XMUMUUECKOMY), IEKapCTBEHHOI popme 1
I03UPOBKe, - B TedeHue 30 KajeHOapHbIX THE CO OIHS IIPUHSTUS pellleHUs
0 TOCYIapCTBEHHOM perucTpauyuu rpeeabHON OTITYCKHOM 11€HbI
MIPOM3BOINUTEJISI HA BTOPOI BOCIIPOM3BEI€HHbIN, 0110aHAJIOTOBBINI
(61o1I000HBIN) JIeKapCTBEHHBIN ITperapaT MPou3BOAMUTES TOCYAApPCTBa -



YJIeHa EBpaBMﬁCKOFO SKOHOMMYECKOro Cora3a.

43. Ilepepeructpaiiys 3apermcTpMPOBAHHON ITPee/IbHOM OTITYCKHOV I1€HbI
BOCITPOM3BEAEHHOI0, 6110aHAIOrOBOro (61MOIIOA0OHOr0) JIEKaPCTBEHHOTO
rperniapaTa B CTOPOHY CHMKEHMS B CJTydasx, IpeaycMOTPeHHbBIX
MOANYHKTaMy "B" U "I MyHKTa 42 HacToAwux [IpaBui, ocyliecTBisieTcs,
eC/IM B paMKax MeXIyHapOJHOTO HelaTeHTOBAHHOTO HaMMeHOBaHUs (TIpu
€ro OTCyTCTBUM - IPYNIUPOBOYHOTO MJIX XMMMUUECKOTO HAaMEHOBaHUS) U
JIleKapCTBeHHO (hOpMBbI 3apermcTpupoBaHa IpeiesibHast OTITyCKHasI IleHa
MPOM3BOIUTES HA COOTBETCTBYIOLIMII pedpepeHTHbI JieKapCTBEeHHbBIN
npenapar.

44. B cnyuae nepeperucTpanyy 3aperucTpupoBaHHOMN Ipele/IbHO
OTITYCKHOJ LIeHbl [IPOM3BOAUTEIISI B CTOPOHY CHMYXEHMS Ha OCHOBAHUN
3asBJIeHMS JepiKaTesis WM BiaJesblia perncTpaluMOHHOTO YO0CTOBEepEeH
JIeKapCTBEHHOTrO mpenapara (YIIoJJHOMOUYEHHOT'0 MM JIMIIA),
MpeACTaBJIE€HHOTO B COOTBETCTBUM C ITYHKTOM 42 HacTosmux [IpaBui, ieHa
Ha TaKOJi JIeKApCTBEHHBI Mperapat He MOXKeT ObITh 3asIBJieHa B TeUeHNe
KaJIeHapPHOTO rofia Ha [epeperncTpanuio B CTOPOHY YBeINUeHs B
COOTBETCTBUM C MyHKTaMu 32 1 34 HacTtoswmx [Ipasuii.

45. ®enmepanbHasi aHTUMOHOIIOMbHAS CJIY3kK0a B MMCbMEHHOIi hopme
yBeIOMJISIET lep>KaTesis WIM BlIafeNnblia PerucTpaluyioHHOIO
yIOCTOBEPEHMS JIEKapCTBEHHOrO Npenapara (YInoJHOMOYeHHOe VM JIULIO) O
HeOoOXOMMOCTH TlepeperucTpaiu 3aperucTpMpPoOBaHHOI MpeenbHOi
OTITYCKHOJ4 1IeHbl Ha JIeKapCTBEHHbII ITpernapaT B CTOPOHY CHVDKEHUSI, eCJin
JlepkaTeJlb UV Biafesel, perucTPaliOHHOTrO Y 0CTOBepEeHMsI
JIeKapCTBEHHOTO Ipernapara (YIIOTHOMOYEHHOe UM JINL0) He NPeCTaBUIl
3asiBJIeH}e O IIepeperucTpanyu B CTOPOHY CHMKEHMS B COOTBETCTBUM C
IyHKTOM 42 HacTtosux [TpaBut.

Hepskatenb Win Biafgesel, perMcTPauMOHHOI0 YA, 0CTOBEPEHMS
JIeKapCTBEHHOTO Ipernaparta (YIIOJTHOMOYEHHOe UM JnI0) B TeueHue 20
pabouux gHel mocse moysydyeHus yBegomieHus degepanbHoOi
AHTMMOHOTIIOJIbHO CTYKOBI PUBOANUT 3aPETUCTPUPOBAHHYIO IIPEIeIbHYIO
OTIYCKHYIO IIeHY B COOTBETCTBME C II€HO, pPaCCUUTAHHOM B COOTBETCTBUM C
HacTosyMu [TpaBuiaMu 1 METOAMKOM, C y4eTOM MHbOpMaLum,
yKa3aHHOJi B yBegoMieHun @enepaybHOI aHTUMOHOIIOIbHO CITYKOBI.

CDe)lepaIIbHaH AHTMMOHOIIOJIbHAA CJ'IY)K63. B TeueHue 5 pa60qu LlHEﬁ mocie



MCTeUeHMs CPoKa, yKa3aHHOTO B ab3aile BTOPOM HACTOSIIEro MyHKTa,
OTMEHSIeT pellleHye O COTJIaCOBAaHUM Mpeae/IbHOM OTITYCKHO 11eHbl
MIPOMU3BOAUTEJISI HA JIEKAPCTBEHHBIN TIpenapar B cjiydyae HelpuBegeHus
IepskaTejaeM WIN BAae/IblieM PerMcTpalMOHHOTO YI0CTOBEPEHMS
JIeKapCTBEHHOTO Ipernapara (YIIOJTHOMOYEHHbIM UM JIMIIOM)
3aperucTpUpPOBAHHOMN IIpee/IbHOM OTITYCKHOM 1€HbI B COOTBETCTBUE C
HactosiuuMmu [IpaBuiaMmu 1 MeTOAMKOMN € ydeToM MHGOpMaluu, yKasaHHOM
B yBegomMmieHun ®enepanbHOi aHTUMOHOIIOIBHOM CITY3KObI, B TeUeHME
OZHOT'O Mecs1ia CO IHS MoJiyuyeHus yBegoMmiaeHnss OenepanbHON
AHTMMOHOTIOIbHO CTYKOBbI.

[Tpunoxkenne N 1

K [IpaBuiiam rocygapCcTBeHHOV perucTpanum
Y IlepeperucTpaluy yCTaHaBIMBaeMbIX
MIPOU3BOAUTESIMU JIEKaPCTBEHHBIX
MpernaparoB Mpeae/bHbIX OTITYCKHBIX LIeH
Ha JIeKapCTBEeHHbIe IIperaparsl,
BK/IIOUEHHBIE B IlepeueHb )XKM3HEHHO
HEOOXOIMMBIX U BasKHEMIINUX
JIeKapCTBEHHBIX ITpernapaToB

(bopma)

3AABJIEHUE
0 roCyapCTBEHHON perncTpaumnm npeaenbHbiX OTAYCKHbIX L
NPOM3BOANTENEN HA JIEKAPCTBEHHbIE NpenapaThbl, BKJOYEH
B NMepeYeHb XN3HEHHO HEOOXOAMMbIX U BaXKHENLLNX
JIeKapCTBEHHbIX NMpenapaTos

3adaBuTesNb
(HanmeHoBaHWe, NOYTOBLIN afApec, agpec 3/IEKTPOHHON M

HdepxaTenb wan BhRagenel perncTpaunoHHOro ynoCToBepeHus

npenapaTa
(HanmeHoBaHWe, NOYTOBbLIN afpec, agpec 3/IEKTPOHHON M




N | Cragus [Tpoussogutens | Axpec | Ctpana | Jjs1 pocCuiicknx
I1/T1 | IPOM3BOJICTBA | (HAMMEHOBaHME) IOpUANYECKUX JIU
UIeHTUdUKALMO]
HOMep
HaJIOTOIJIaTeIbII]
JIJISI UHOCTPaHHbL
IOpUANYECKUX JIU
KOJ,
HaJIOTOIJIaTeIbII]
B CTpaHe PerucTp
(MHKOpHIOpauumn)
ero aHasor
N | Howmep MexkoyHaponHoe | Toprosoe JlekapcTBe
T/TI | perMCTPalMOHHOTO | HelaTeHTOBaHHOe, | HauMeHOBaHMe | popma,
YA,0CTOBEPEHMS WIn IO3UPOBK:
TPYIIXPOBOYHOE, KOMILJIEKT)
WU XMMUUECcKoe <HHES
HalMeHOBaHMe
<F>
1 2 3 4 5
YnonHoMOUYeHHOe
JIULI0
(p.n.0.) (IOJKHOCTD) (mopmuco)
M.IL. (ripn
HaJIMYUA)
KoHTakTHbIE Anpec
TeneoHbI 9JIEKTPOHHO
TOYTBI




<*> B ciryyae OTCYTCTBUSI MeXAYHAPOAHOTO HEITaTEHTOBAHHOIO
HaMMeHOBaHMS B PETUCTPALMOHHOM YAOCTOBEPEeHUM JIeKapCTBEHHOTO
rpernapara yka3blBaeTcsl HaMeHOBaHMe JIeKapCTBEHHOTO Tipernapara,
MpeyCMOTPEHHOE ITepeyHeM KM3HEHHO HEOOXOIMMBbIX M BasKHeMIIIIX
JIeKapCTBEHHBIX MTpernaparTos.

<**> B ciy4dasix, MpegycMOTPeHHbIX TyHKTOM 25 [IpaBui rocyapCcTBeHHOI
perucTpanuum u nepeperucTpaly rnpeeabHbiX OTITYCKHbBIX 1IeH
MMPOM3BOANTEIEN Ha JIeKapCTBEHHbIE IIpernapaThl, BKIIOUEHHbIE B IIepeUYeHb
SKM3HEHHO HeOOXOAMMBbIX Y BaXKHEMIIMX JIeKapCTBEHHbIX MperapaTos,
YTBePXKIEeHHBIX IocTaHoBIeHMeM [IpaBuTtennbcTBa Poccuiickoin @emepanum
oT 29 okTs6pst 2010 r. N 865 "O rocygapCcTBeHHOM PeryJInMpoBaHUM 1IeH Ha
JIeKapCTBEHHbIE TIperapaThl, BKIIIOUEHHbIE B IIepeUYEeHb XXKM3HEHHO
HEOOXOAMMBIX U BaskKHEHIINX JIeKapCTBEHHBIX ITperapaToB”,
IIOTIOTHUTEIbHO YKa3bIiBaeTcs (popma BbIITyCKa JIEKAaPCTBEHHOTO Mperapara,
C YUETOM KOTOPO# pacCUMUTBIBAETCS MMpeAe/ibHas OTITyCKHAas 1leHa
MIPOM3BOIUTEIS 32 MOTPEOUTETBCKYIO YIIAKOBKY JIEKAPCTBEHHOTO
rpenapara.

[Tpunoxenue N 2

K [IpaBuiam rocyiapcTBEHHON perucTpanumn
Yl IepeperucTpanym ycTaHaB/IMBaeMbIX
MPOM3BOIUTENSIMU JIEKAPCTBEHHBIX
IpernaparoB Mpee/bHbIX OTIIYCKHBIX LIeH
Ha JIeKapCTBEHHbIE MMpernaparsl,
BK/IIOUEHHBIE B [IepeYeHb JKM3HEHHO
HeOOXOIMMBIX U BasKHeMIINX
JIeKapCTBEeHHBIX IIpernapaToB

(bopma)

3AABJIEHUE
0 nepeperncTpauum npegenbHbiX OTNYCKHbIX LIeH MPon3Boau
Ha JlIeKapCTBEHHbIe NnpenapaThl, BKIOYEHHbIE B NepeyeHb XU:
HEoBX0ANUMbIX N BaXKHEMLLUUX JIEKAPCTBEHHbIX NpernapaToB

3adaBuTeNb
(HanMeHoBaHMe, NOYTOBLIN aapec, aapec 3NeKTPOHHONW M




depxaTteno wnn BRajeney perncTtpaunmoHHOro yaocTtoBepeHusd

npenapaTa
(HanmeHoBaHMe, NOYTOBLIV aApec, agpec 3/IEKTPOHHOM NC
N | Cragus [Mpoussoautens | Axapec | Ctpana | st pocCuiicknx
I/TI | TIPOM3BOJCTBA | (HaMMeHOBaHMe) IOPUINYECKUX JIU
UIeHTUUKALMO]
HOMeEp
HaJIOTOIIJIaTellbll],
IIJISI UHOCTPaHHbBL
IOPUINYECKUX JIU
KO/
HaJIOTOTIJIaTeIbII]
B CTpaHe PerucTp
(MHKOpHIOpauumn)
ero aHasor
N | Homep MexxnyHaponHoe | Toprosoe JlekapcTBe
T/TI | perMCTPalMOHHOTO | HelaTeHTOBaHHOe, | HauMeHOBaHMe | popma,
YA0OCTOBEPEHMUS U TIIO3MPOBKE
TPYIIIMPOBOYHOE, KOMILJIEKT!
WU XMMUUecKoe <>
HaMeHOBaHMe
<EES
1 2 3 4 5
VY1omHOMOYEeHHOe
JIATIO
(¢.n.0.) (IOKHOCTD) (TTOATIACH)
M.II. (mpn
HaJINYN )




KoHTaKkTHbIE Anpec
TesieOHbI 37IeKTPOHHO
TTOYTHI

<*> B ¢lyyae OTCyTCTBUSI MeKIYHAapOJHOTO HelaTeHTOBaHHOTO
HaMeHOBaHMS B PErMCTPalMOHHOM yI0CTOBEPEHNY JIEKapCTBEHHOTO
rpernapara yka3blBaeTcsl HaMeHOBaHMe JiIeKapCTBEHHOTO Tpernapara,
MpeyCMOTPEHHOE ITepeyHeM KM3HEHHO HeOOXOIMMBbIX M BasKHeMIIIIX
JleKapCTBEHHBIX MpernapaTos.

<**> B ciy4dasix, MpegyCcMOTPeHHbIX TyHKTOM 25 [IpaBui rocyfapCcTBeHHOI
perucTpauum u nepeperucTpai iy npeaeabHbIX OTITYCKHBIX 1[eH
MpOM3BOAMTENIeN Ha JIeKapCTBEeHHbIe TpernapaThl, BKIIOUEeHHbIE B [IepeueHb
SKM3HEHHO HeOOXOAMMBbIX M BaXKHEMIIMX JIeKapCTBEHHbIX MTperapaTos,
YTBEePXKIEHHBIX IoCTaHOBIeHMeM [IpaButenscTBa Poccuiickoin @epepanumu
oT 29 okTs6pst 2010 r. N 865 "O rocymapCcTBeHHOM PeryJInMpoBaHUM 1IeH Ha
JleKapcTBeHHbIe TpernapaThl, BK/IIOUeHHbIe B TlepeueHb KM3HEeHHO
HEeOOXOAMMbIX U BayKHENIINX JIeKapCTBEeHHBIX ITperapaToB”,
IIOTIOJIHUTENIbHO yYKa3biBaeTcsl opMa BbIITyCKa JIeKapCTBEHHOTO Iperapara,
C yUeTOM KOTOPOI pacCUYMUThIBAETCS MpeAeabHas OTITYCKHAs 1ieHa
MIPOV3BOINTEIS 33 IOTPEOUTENbCKYIO YITAKOBKY JIEKaPCTBEHHOTO
rpenapara.

YTBepKaeHbI

roctaHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit ®enepatyn

oT 29 okTs6ps 2010 . N 865

[TPABUJIA
OBSA3ATEJIbHOW MMEPEPETMICTPALIVIM B 2019 - 2020 TOOAX
3APEIMCTPPOBAHHBIX ITPEJEJIBHBIX OTITYCKHBIX LIEH
[MPOV3BOJIUTEJIEN
HA JIEKAPCTBEHHBIE ITPEITAPATbDI, BKJIIOYEHHBIE B IIEPEYEHD
JKN3HEHHO
HEOBXOJIMMbIX 1 BAXXHEMIIVX JJEKAPCTBEHHBIX ITPETTAPATOB

1. Hactosmue [IpaBuia ycTaHaBAMBAIOT MOPSILOK OCyILecTBaAeHus B 2019 -



2020 rogax 06s13aTeIbHO ITepeperucTpalny 3aperucTpyupoOBaHHbIX
rpefe/ibHbIX OTITYCKHbBIX LIEH IPOMU3BOAUTENEN HA TIeKapCTBEHHbIE
Tperaparhl, BKIIOUEHHbIE B TIepeUeHb KU3HEHHO HEOOXOIMMBbIX U
BaKHEMIINX JIEKAPCTBEHHBIX ITPenaparTosB (Jasee COOTBETCTBEHHO -
npeJenbHble OTITYCKHbIE LIeHbI, IeKapCTBeHHbIe Tpernaparhl, 00s3aTebHast
repeperucTpanus).

O6si3aTenbHas IepeperucTpalys npeaeabHbIX OTITYCKHBIX IIeH Ha
JIeKapCTBEHHbIE TIperapaThbl OCYLIECTBIISIETCS C COXpPaHEeHMEM ITOCTeJHUX
3aperucTPUPOBAHHbBIX (ITIepeperuCcTPUPOBAHHbBIX) IIPee/IbHbIX OTITYCKHBIX
IIeH Ha UMMYHOOMOJIOTMY€eCKIe JIeKapCTBEHHbIE TIperiapaThl,
JieKapCTBeHHbIe TIperapaThl, CoAepsKallyie HApKOTUUeCKue CpeacTBa u
TICUXOTPOITHbIE BellleCTBa, IPOM3BOLCTBA FOCYAAPCTB - YWIEHOB
EBpasuitckoro SKOHOMMYECKOTr0 COK3a, a TAKKe Ha JIEKAPCTBEHHbIE
mperaparsl B eHOBOM cermeHTe 10 100 pybJieii, He IMpeBbIIIAIOINX
rpefe/ibHbIX OTITYCKHBIX 1I€H, Ope/ie/IeHHbIX C Y4eTOM MOJI0XKEeHMi1 yacTu 4
cratey 61 denmepanbHOro 3akoHa "O6 oO6paleHNN JIeKapCTBEHHBIX
CpencTB’.

2. 3aperucTpmMpoBaHHbIe 10 BCTYIUIeHUS B cuty @enepasibHOTO 3akoHa "O
BHeceHMM u3MeHeHuit B DefepasibHbIi 3aK0H "O6 obpalieHnmn
JIeKapCTBEHHbBIX CPEACTB" B YACTU rOCYLapCTBEHHOTO PeryjiMpoBaHus 1eH
Ha JIeKapCTBEeHHbIe IIpernapaThl, BKIIOUeHHbIE B [IepeuyeHb JXKM3HEeHHO
HeOOXOIMMbBIX M BaXKHEMIIINX JIeKapPCTBEHHBIX IIpernapaToB” IpeaeabHbIe
OTITyCKHbIE IIeHbl Ha pedepeHTHbIe IeKapCTBeHHbIe TTpernapaThl Mo/J1esxKaT
00s13aTeIbHOI ITepeperncTpaluy Ha OCHOBAaHUY 3asBIeHNI BIaiesIblleB
WIN [epsKaTeseil perMcTpauMOHHbIX YA0CTOBepEeHMI TaKMX JIeKapCTBEHHbIX
rperiapaToB (YIIOTHOMOYEHHBIX UMY JIULL), IOLAHHBIX B COOTBETCTBUM C
HacTtosmyMmu [IpaBuiamu.

3. MuHucTepcTBO 3apaBooxpaHenns Poccuiickoit ®@epepanuyiy B TeueHue 10
pabounx mHe co AHS BCTYIUIEHUS B CMITY TTOCTaHOBIeHMs [IpaBuTeIbCTBA
Poccuiickoit @emepauymu ot 16 mekadbps 2019 r. N 1683 "O BHeceHuu
U3MEHEeHMI1 B HEKOTOpbie aKkThl IIpaBuTenbcTBa Poccuiickoit @enepaiiuu B
YaCTy TOCYNAPCTBEHHONM PErUCTpalivu U IepeperucTpanum rnpeaeibHbix
OTITYCKHBIX II€H Ha JIEKAPCTBEHHbIE IIPerapaThl, BKIOUEHHbIE B ITIepeUYeHb
>KM3HEHHO HeOOXOAMMBbIX Y BaXKHEMIIMX JIeKapCTBEeHHbIX IperapaTos’,
pasMeliaeTt Ha cBoeM ouIMaTIbHOM caiiTe B MHGOPMAaILMOHHO-
TeJIeKOMMYHUKAIIMOHHO ceTu "iHTepHeT" (manee - ceTh "IHTepHeT")



obpalieHye K Biaajie/bliaM Win AepskaTesssM perucTpaiMOHHbIX
yI0CTOBepeHMit pepepeHTHbBIX JIeKapCTBEHHBIX MpeIapaToB
(YIIOJTHOMOYEHHBIM MM JIUIIAM) O HEOOXOOMMOCTH ITpeCTaBIeH NS
IOKYMEHTOB U MH(pOpMaIum, IpeaycMOTPEHHbBIX HACTOSIIIMU
[IpaBunamn.

4. [lep>xaTesib UK BaJesel perucTpauyiOHHOrO yI0CTOBEpeHUs
pedepeHTHOrO JIeKapCTBEHHOTO MpernapaTa (YO THOMOUeHHO€e MM JIULIO) B
TeueHMe 40 pabounx JHe co JHS BCTYIIEHUS] B CUITY TTIOCTAHOBJIEHUS
[TpaButenncTBa Poccniickoit @epepariniy, yKasaHHOIO B ITYHKTe 3
HacTtosmux [IpaBui, npencrasisieT B MMHMUCTEPCTBO 34 paBOOXPaHEHNS
Poccuiickoit @enmepanyy caeayoiiye JOKyMeHThI (Ha 6yMakHOM HOCHUTeJIe
B 2 59K3eMIUISIpax U B 3JIeKTPOHHOM Bue):

3asByieHMe 00 00s13aTeNbHOI nepepeructpanyu B 2019 - 2020 romax
3aperucTpMpOBaAHHON MTpeae/ibHOM OTITYCKHOM IIeHbI IPOU3BOAMTEIIS Ha
pedepeHTHbI JIeKapCTBEHHbII MTpernapat, BKIIOUEeHHbIN B IIepeueHb
SKM3HEHHO HeOOXOAMMBIX Y BaXKHEMIIMX JIEKAPCTBEHHBIX MTPEINapaToB, 110
dopme cornacHo npunoxkenuio N 1 (manee - 3asiBjeHue);

CBedeHIA O JIMIIEeH3MNM Ha ITPOU3BOACTBO JIEKAPCTBEHHLIX CPEOCTB;

CBeJIeHMSI O PerMCTPAIMIOHHOM Y OCTOBEpEeHNM JIEKAaPCTBEHHOTO
rperapara,

pacuer mpeae/ibHOM OTITYCKHOJ LI€HbI IIPOU3BOANUTEIS Ha pedepeHTHbIN
JIeKapCTBEHHbIN TIpernapar, IpeICTaBIsIeMOit sl 00513aTeIbHOM
nepepeructpauuu B 2019 - 2020 rogax, 1o ¢popmMe COIIaCHO MPUIOKEHUIO
N 2;

MHbOpMaIMI0 0 MMHMMAJbHBIX OTITYCKHBIX IleHaX Ha JiIeKapCTBeHHbI
rpenapar B MHOCTPAHHBIX TOCYJapCTBax Mo gopMe COrIacHO MPUIOKEHUIO
N 3. [IepecueT 11eHbI B MHOCTPAHHO BaJIIOTE HA JIEKAPCTBEHHbIE
rperiapaTbl B MHOCTPAHHBIX TOCYAAPCTBAX, YKa3aHHBIX B puioxkeHun N 3
K HactosmuM [TpaBuam, B py6Jiu OCYIECTBISIETCS TI0 CpeTHEMY KYpCY
COOTBETCTBYIOIIEI MHOCTPAHHOI BAJIIOTHI K pyosti0 Poccuiickoit
denepaiyu, ycTaHOBJAeHHOMY LleHTpanbHbIM 6aHKOM Poccuiickoii
®enepauyn 3a 2018 rog.

JOmoMHUTENIBLHO HA 6YM8.)KHOM HOCHUTe/Ie MpeacTaBJIATCS:



cBesleHMsI (IO BBIOOPY AepsKaTesisl UK Biaesblia percTpalioHHOTO
YIOO0CTOBEPEHMS JIeKapCTBEHHOTO Mperapara (YIIoJJHOMOUEHHOTO UM JIUIIA),
MOATBEPKAAIOII e OTITYCKHbIE II€HbI TIPOMU3BOAUTEISI HA JIEKAPCTBEHHBIN
rpenapaT B MHOCTPAHHbBIX rOCYAapPCTBAX, YKa3aHHbBIX B IpMIoskeHUM N 3 K
HacrosimyM [IpaBuiam (B 2 3K3eMIUISIPax, C TepeBOIOM Ha PYCCKUIA SI3BIK);

IOKYMEHT, ITOATBEePKAAI0IIMI TTOJTHOMOYMS YIIOJTHOMOYEHHOTO JIuIIa.

5. CBepeHusI, TpeIlyCMOTPEHHbIE ITYHKTOM 4 HacTosIux [TpaBui,
YKa3bIBAIOTCSI B COOTBETCTBUM C IEMICTBYIOIIMM Ha JaTy IOIa4M 3asiBJIEHUS
PEerucTpalyOHHbBIM yIOCTOBEpPEeH)EeM JIeKapCTBEHHOTIO Iperapara.

6. [lep>karesnib UK Biiafesel], perucTpaliOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara (YIIOJTHOMOYEHHOe UM JnII0) B TedeHne 40
pabounx IHe co AHS BCTYIJIEHUS B CMITY ITIOCTaHOBJIeHMs [IpaBuTenbcTBa
Poccuiickoit ®enepaniint, yka3aHHOTO B IYHKTE 3 HacToAuX [IpaBui,
00s13aH yKa3aTh B TMYHOM KaOMHeTe 3asIBUTEJISI Ha ITOpTasie 110 BeJeHIIO
roCyIapCTBEHHOT'O peecTpa JJeKapCTBEHHbBIX CPEJICTB peeCTPOBbIe 3aIICH
roCyIapCTBEHHOT'O peecTpa IpeebHbIX OTITYCKHBIX I[IeH MTPOMU3BOAUTENEN
Ha JieKapCTBEHHbIe ITpelapaThl, BKIIOUEHHbIE B IIepedyeHb KM3HEHHO
HEeOOXOAMMbIX M BasKHEIIINX JIeKapCTBEHHBIX ITPEIapaToB (Hajaee - peecTp),
rojjieskaliyue UCKIIYEeHUI0 U3 peecTpa, CojiepsKaliye Homep
perucTpauMoOHHOIO YAOCTOBEPEH S TIeKapCTBEHHOTO Mmperapara,
HauMeHOBaHMe BJIafe/blia U JepskaTess PerMcTPalMOHHOTO
YA0CTOBEpEHMS JIEKapCTBEHHOTO ITpernapara, HauMeHOBaHUS
pou3BoOAUTE e (TIPOU3BOACTBEHHBIX TUIOIIAL0K ITPOU3BOAUTEIS),
MeXIYHApOJHO€e HellaTeHTOBAHHOE HaMMeHOBaHue (TIpU ero OTCYTCTBUY -
XUMMUYECKOe MY IPYNIIMPOBOYHOE HAMMEHOBAHME), TOPrOBoe
HauMeHOBaHMe, JIeKapCTBeHHYI0 (opMYy, T03MPOBKY (KOHILIEHTPAINIO,
00beM, aKTMBHOCTb B IMHUIIAX IECTBUS), POpMY BBIITyCKa, KOJIMUYECTBO B
MOTPEOUTEIbCKOI YIIAKOBKE, 3apPErMCTPYPOBAHHYIO ITPe/IeIbHYIO
OTIYCKHYIO IIeHY C YKa3aHMeM JaTbl M HOMepa IpuKa3a MyuHuCTepCcTBa
3npaBooxpaHeHns: Poccuiickoit @epepauniy 0 rocygapCcTBEHHOM
perucTpauun Ui rnepeperucTpanum rnpeaeibHoi OTITYCKHOM LeHbl U (MIIn)
IaThl U HOMepa BBITIUCKU U3 PeeCcTpa, BIIAHHON BIaeNbIly UIN
IepsKkaTeo perucTpalMOHHOTO YIO0CTOBEePEeH S JIEKapCTBEHHOTO
rpenapara o pesyjabTaTaM BHeCeHISI U3MeHeH I B peeCTPOBYIO 3aMlCh
peecTpa WU 1o pe3yJibTaTaM CHUKEHUS 3aperMcTpUPOBaHHON MpeaebHO
OTITYCKHO I1eHbI TPOMU3BOAUTEIIS HA JIEKAPCTBEHHBII IIpenapar,



HITPUXOBOi KO/, HAHEeCeHHbBI Ha BTOPUUHYIO (ITOTPEeOUTENTHCKYIO)
YIIaKOBKY JIEKapCTBEHHOTO IIpernapara).

7. TIpu 06si3aTebHOI ITepeperucTpannum mpeneabHOi OTITYCKHOM 1eHbI Ha
KOHKPETHbIN pedepeHTHbII IeKapCTBEHHbIN IIpernapaT CBeJleHNs 110 BCceM
yKa3aHHBIM B paMKaX OJTHOTO PEeTUCTPALIMOHHOTO yIOCTOBEPEHMS
JIeKapCTBEHHOTO Iperapara IMpou3BOICTBEHHBIM ILIOIIAAKAM
npou3sBoauTeNs U hopMaM BbITTyCKa JieKapCTBEHHOTrO pernapara
TIpeICTaB/ISIIOTCS OMHOBPEMEHHO.

8. MuHucTepcTBO 3ApaBooxpaHennst Poccuiickoit ®enepaiiny B Teuenne 15
pabouux AHe co IHS MOJyyeHMs yKa3aHHbBIX B IMTyHKTe 4 HACTOSIIIUX
[TpaBua JOKYMEHTOB U CBeA,eHUI OCYILEeCTBIIsIET IPOBEPKY UX MOJTHOTHI U
HaIlpasJsieT OJMH 3K3eMIUISIp JOKYMEHTOB U CBeJleHUl B @eepabHYI0
QHTUMMOHOTIOJIbHYIO CJTy3KOY WK TPUHMMAET pellieHre 06 OTKase B
00s13aTeIbHOM MepeperncTpanuy mpeaebHOM OTITYCKHOM IIeHbI Ha
pedepeHTHbII T1eKapCTBEHHbIN ITpenapar.

9. ®enmepanbHas aHTMMOHOIIOJbHAS CTy’k0a B TeueHne 70 pabounx mHed co
JIHS TIOJTy4YeHUs] JOKYMEHTOB U CBeleHUI IPOBOAUT B COOTBETCTBUM C
Hactosiumu [IpaBuiiamy 5SKOHOMMUYECKUI aHa/IN3 Ipele/IbHbIX OTITYCKHbBIX
1leH Ha pedepeHTHbIe JieKapCTBEeHHbIe ITpernapaThl, IPUHUMAET U
HarpasJsieT B MMHUCTEPCTBO 34 paBooxpaHeHus: Poccuiickoit @epgepaunn
pellieHye O COTrJIaCOBaHMU Mpeie/IbHO OTITYCKHO LIeHbI MM 00 OTKase B
ee COrJIacoBaHMM C yKazaHueM MPUUYMH 0TKa3a, MyoJIMKyeT JaHHbIe O
COTJIACOBAHHOI 1ieHe pepepeHTHOrO JieKapCTBEHHOTO Mpenapara Ha CBOeM
oduianbHOM caiiTe B ceTu "IHTepHeT".

10. B ciryuae HeOGXOOMMOCTY YTOUHEHMST CBeIEHM, COAe P KaIIXCS B
IpefCTaB/JIeHHbIX JOKYMEeHTaxX, U (UJIN) [OTyYeHUs JOIIOTHUTEIbHOMN
HeobxoA VMO nHpopmaly MUHUCTEPCTBO 3, paBOOXpaHeHUST
Poccuiickoit @enepauymu u GenepanbHasi aHTUMOHOIIOIbHAS CTyK0a
3alpaliMBalT COOTBETCTBYIOLIME TOKYMEHThI U CBeleHMs B IopsiaKe,
IpeaycMOTpeHHOM IyHKTamy 12 u 14 ITpaBuii rocygapCTBeHHOM
perucTpauumn 1 rnepeperucTpauuy npeneabHbIX OTIIYCKHbIX [JeH
IIPOM3BOAMTEIe Ha JIeKapCTBeHHbIe IIpelapaThl, BKIOYEeHHbIe B [IepeueHb
KU3HEHHO HeOOXOMMbIX M BasKHEMIIMX JieKapCTBEeHHbIX ITperapaTos,
YTBEPXKIEHHBIX ITOCTaHOBJIeHMeM [IpaBuTtenbcTBa Poccuiickor @enepanum
oT 29 okTs6ps 2010 r. N 865 "O rocyapcTBeHHOM peryJipoBaHuM 1leH Ha
JIeKapCTBEeHHbIE TIperaparThl, BKIIOUEHHbIE B IlepeuyeHb )KM3HEHHO



HEeOOXOAMMbIX U BaskKHEHIIINX JIeKapCTBEHHBIX ITperapaToB” (maee -
[IpaBuia perucTpanum).

11. OcHOBaHMSIMM IJII OTKa3a B 00sI3aTe/IbHOI ITepepernucTpann
MuHMCTEpPCTBOM 3ApaBooxpaHeHus: Poccuiickoin @enepaiiumu npeneibHon
OTITYCKHOJ 1IeHbl Ha pepepeHTHbIN JIeKapCTBeHHbIN ITperapar SIBJSIOTCS

a) OTCYTCTBME B IIpe[CTaBI€HHbIX B COOTBETCTBUY C ITYHKTOM 4 HACTOSLLIUX
[TpaBui1 IOKyMeHTax CBefeHui, IpesyCMOTPEeHHbIX HaCTOS UM U
[TpaBuinamu;

0) HelpeICTaBIeHNE CBeJIeHNI B COOTBETCTBUM C ITyHKTamu 4 1 10
Hacrosux [paBui;

B) pemeHne denepasbHOM aHTMMOHOIIOIBHO CTYKObI 00 OTKa3e B
COTJIaCOBaHUM TIpeAebHOM OTITYCKHO 11eHbl Ha pedepeHTHbIN
JIeKapCTBEHHbII Iperapar.

12. OcHoBaHusIMM OJj1s TIPUHITUS DefepaibHOM aHTUMOHOIIOJIbLHOMI
CITyk6071 pemeHNst 06 OTKa3e B COIVIACOBAHUY MPeIeIbHOM OTITYCKHOI
1leHbl Ha pepepeHTHbIN JieKapCTBEeHHbIN TTperapar SIBASIOTCS

a) MpeJicTaBIeHe HeJJOCTOBEPHBIX CBEeIeHMI;

0) mpexacTaB/ieHMe JOKYMEHTOB B HEIIOJTHOM 00beMe U (M) HEITOJTHOTA
COMepKaIMXCs B HUX CBeIeHUIA;

B) HeIlpeCTaB/ieHe CBeJeHUI1 B COOTBETCTBUM C MYHKTOM 10 HaCTOSIIMX
ITpasu;

I') IIpeBbIIIeHNEe TIPeICTAaBJIeHHO K 00513aTe/IbHOI ITlepeperucTpauyumn
TpeieIbHOM OTITYCKHOI 11eHbl Ha pedpepeHTHbIN JieKapCTBeHHbIN IpenapaT
HaJ, [1eHO, paCCYUTAHHOI B COOTBETCTBUM C HACTOSIMMU [IpaBuiamm.

13. ®enepanbHasi aHTMMOHOIIO/IbHAS CJTyk0a P MTPOBEPKe CBeIeHMIA,
IpeCTaB/JIeHHBIX BIaJe/bleM UIN AepskaTesleM PerucTpaniOHHOTo
YA,0CTOBEpeHMS JIeKapCTBEHHOTO Mpenapara (yIoJHOMOYEHHBIM UM
JIULIOM) B COOTBETCTBUM C HacToAWMMM IIpaBuiiamMu, UCIIOAb3yeT
VICTOYHMKU, COepyKaliye [|eHbl Ha JIeKapCTBEHHbIe IIpernapaThl B
MHOCTPAHHbIX rOCYAAPCTBAX COTIACHO MPpMIokeHNUI0 N 3,
COOTBETCTBYIOIIVEe TPeOOBAHUSM, ITPeNyCMOTPEeHHBIM MYHKTOM 17 [TpaBun
perucrpauun.



14. MuHMCTEpCTBO 3ApaBooxpaHeHus Poccuiickoit @egepaiiny npuHUMAET
penieHue 06 00513aTeIbHOI ITepeperucTpaIy peaeabHO OTITYCKHO
1leHbl Ha pepepeHTHbIN JieKapCTBEeHHbIN ITpernapaT B 3aBUCUMOCTHU OT
penieHns O COracOBaHMUM NpeaebHOM OTITYCKHOM 1I€HbI, IIPUHSTOTO
denmepaabHOM aHTMMOHOIIOJIBHOM CTYK00¥, OTHOBPEMEHHO C pPellleHMeM
006 06s13aTeIbHOI TepepernucTpalny mpeaeabHbIX OTITYCKHbBIX IIeH Ha
BOCIIPOM3Be/ieHHbIe, 6110aHaIOTOBbIe (6MOMON06HbIE) IeKapCTBEHHbIE
rperiapaThl B 3aBUCMMOCTY OT pelleHus, IpuHATOro ®enepanbHoOm
AHTMMOHOTIIOJIBHO CTY>K001A.

15. MuHucTepcTBO 3paBooxpaHeHust Poccuiickoii @eepalin B TeueHme
20 pabouux gHel co nHS ronydeHus peiieHnss GenepaabHOIi
AHTMMOHOTIONBHOV CJTYKObI O COTJIACOBaHMM TpeIe/IbHOM OTITYCKHOM 11€HbI
MPOU3BOAUTENS Ha pedepeHTHbIN 1eKapCTBEHHbII ITpenapaT HalmpasJysieT B
denepasbHYI0 aHTUMOHOIIOIBHYIO CJTYK0Y B OTHOILIIEHUM 3TOTO
pedepeHTHOTO JIeKapCTBEHHOTO TMpernapara o COCTOSHUIO Ha IeHb
IIPUHATHS YKa3aHHOTO pellleHNs llepeyeHb 3aperCTPUPOBAaHHBIX B
Poccuiickoit @enepaiiyiy BOCIIPOKU3BeeHHbIX, 610aHaTOTOBbIX
(610TI006HBIX) JIeKAPCTBEHHBIX MPEIapaToB, IpefeabHble OTITYCKHbIE
LIeHbl Ha KOTOPbIE 3aPerMCTPUPOBAHBI U BKIIIOUEHBI B peecTp, CoAep Kaliuii
HeoOX0IMMOe [IJISl TPUMMEeHEeHMS TTOHVKalomero KoagduieHTa oncaHme
BOCIIPOM3Be/IeHHbIX, 6110aHaIOTOBbIX (610TI0JOOHBIX) TeKAPCTBEHHbBIX
rpenapaToB (HOMep PerucTpanMOHHOrO yA0CTOBEePEeHMS JIeKapCTBEHHOIO
rpernapaTa, HaMMeHOBaHMe BJafe/iblia UJIN lep>KaTesis perUCTPaLiOHHOTO
YA0CTOBEPEHMS IeKapCTBEHHOTO MpernapaTa, HauMeHOBaHUS
IIpOU3BOAMTENe (IPOU3BOACTBEHHbIX IVIOIIAL0K IPOU3BOAUTEIS),
MeXIyHapoJHOe HellaTeHTOBAaHHOe HaiMeHOBaHMe (IIpU ero OTCYTCTBUM -
XUMUUYECKOe WY TPYNIIMPOBOYHOE HaMEeHOBaHMe), TOProBoe
HauMeHOBaHMe, JeKapCcTBeHHas popma, 403UPoBKa (KOHIIeHTpaIusl,
00beM, aKTMBHOCTb B €IMHUIIAX JIeIICTBMSI), BbIpaskeHHas B
COOTBETCTBYIOIIMX eIMHMIIAX U3MepeHus], popMa BbIITyCKa, KOJMUECTBO B
MOTPeOUTENIbCKOI YITaKOBKe, MOC/IeIHSIS TTpefe/ibHast OTITYCKHAs 11eHa C
yKa3aHMeM JaThl U HOMepa npukasa MMHUCTepCTBA 34paBOOXPaHEeHMS
Poccuiickoit @epepatiny 0 perucTpauum Win repeperucrpanumn
IIpelieIbHOM OTITYCKHOM LeHbl U (MJIX) AaThbl ¥ HOMepa BBIIIUCKYU U3
peecTpa, BbILAHHOI BialesIblly UJIN IepyKaTel0 pernCTpPalyOHHOTO
YAOCTOBEpeHMS JIeKapCTBEHHOTO Iperapara 10 pe3y/ibTaTaM BHECeHUS
M3MEeHEeHUI1 B peeCTPOBYIO 3allMCh peecTpa UK MO0 pe3yabTaTaM CHUKEeHUS
3aperucTpMpoOBaHHON MTpeae/ibHOM OTITYCKHO IIeHbI Ha JIEKapCTBEHHBIN



Trpernapar, ITPUXOBOJ KO/, HAaHeCeHHbI Ha BTOPUUYHYIO
(MMOTpe6UTENHCKYIO) YITAaKOBKY JIEKAPCTBEHHOTO MperaparTa), Ha 6yMaskHOM
HOCHTeJIe U B 9JIEKTPOHHOM BUie B TabMyHOM popmare.

15(1). B ciryyae ecsiu Ha aTy IPUHSITHASI YKa3aHHOTO B ITyHKTe 15
HacTosmux [IpaBun pemenus ®enepasbHO aHTMMOHOITOJIBHO CITYKObI O
COIJIAaCOBAHUM MpeebHO OTITYCKHO LIeHbl IIPOU3BOAUTEIIS Ha
pedepeHTHbIN JTeKapCTBEeHHBIN MperapaT Takoii JeKapCTBeHHbI mperapar
KaK He OTBevalolluii KpUTePUSIM, YKa3aHHbIM B ITyHKTe 11 ctatbu 4
denepanbHOro 3akoHa "O6 o6palleHNy JTIeKapCTBEHHBIX CPEACTB", He
sBysieTcsl pedepeHTHbBIM JIeKapCTBEHHBIM MpenapaTom, MUHUCTEPCTBO
3apaBooxpaHeHust Poccuiickoi @emepaiiy yBegomisieT gepskaTesis Uin
BJIaZie/Iblia PErUCTPALMOHHOTO YIOCTOBEPEHMS JIeKapCTBEHHOTO IIperapara
(YIIOTHOMOYEHHOE UM JINIIO), TIPeICTaBUBILIEr0 JOKYMEHTbI, yKa3aHHbIE B
nyHKTe 4 HacTosmux [TpaBui, 06 3TOM, a TakKke 06 OCYIeCTBIeHUM B
OTHOLIEHMM TaHHOTO JIEKapCTBEHHOTO Ipenaparta (BOCIIpOU3BeLeHHOTO,
6moaHasIoroBoro (6MoIo;06HOT0) 00sI3aTeIbHOI ITepeperucTpanun
rpefesibHOM OTITYCKHOI LIeHbI Ha JIEKapCTBEHHBI IIperapar B
COOTBETCTBUM C MyHKTamu 15, 39 unu 41 Hacrosiuiux [IpaBui u
BO3BpallaeT AepykaTell0 WIN BlaJe/blly PerMCTPAaLMIOHHOTO
YIO,0CTOBEpeHMs 1eKapCTBeHHOTO Mpernapara (YIIOTHOMOYeHHOMY UM JIULLY)
rpencTaB/JeHHbIe TOKYMEHTHI.

15(2). B ciyuae eciin Ha 1 mapTa 2020 r. 1eKapCTBEHHbIN IIpernapaT B
COOTBETCTBUM C TpeboBaHMSIMM MTYHKTA 11 cTaTby 4 @emepanibHOro 3aKOHA
"06 ob6palleHny JIeKapCTBEHHBIX CPEACTB" SIBISETCS pepepeHTHBIM
JIeKapCTBEHHBIM IIpernapaToM, MMHUCTEPCTBO 34PaBOOXPaHEHMS
Poccuiickoit @enepauiiy HaIpaBJsieT Aep>kaTesio UK BAalenbIlly
perncTpaluMoOHHOr0 YAOCTOBEPEHMS JIEKAPCTBEHHOrO IIpernapara
(YTIOTHOMOYEeHHOMY UM JIMILY) YBeOMJIEH)E 00 3TOM U O He0OXOAMMOCTU
rpeacTaB/ieHus JOKYMEHTOB, YKa3aHHbIX B ITyHKTe 4 HacTosmux [IpaBui, B
TeueHue 10 pabounx JHEN CO JHS MOTyUYeHUS YKA3aHHOTO YBeJOMIIEHUS
MuHucrepcTBa 3apaBooxpaneHus Poccurickon @enepanunt.

16. MuHucTepcTBO 3apaBooxpaHenus Poccutickon @eniepaliviu B TeueHue
15 pabouux fHel co AHS noayyeHus penienns: PeepanbHON
AHTMMOHOTIOJNIbHO CTYX0bI 06 0TKa3e B COTJIaCOBaHMUM TIpeie/IbHOM
OTITYCKHOJ IIeHbI Ha pepepeHTHbIN JIeKapCTBEHHbIN MperapaT MpUHUMaeT
COOTBETCTBYIOIIlee pelieHKe 06 0TKa3e B 00s13aTeIbHO MepeperncTpaunmn



TpeJie/IbHOI OTITYCKHOI 11eHbI Ha pedepeHTHbI JeKapCTBeHHbI Ipernapar.

[Tpu nnpuHSITUM peliieHUs1 06 OTKa3e B 00513aTe/IbHOI TlepeperucTpain
rpenesibHOM OTITYCKHOM LI€HbI Ha JIeKapCTBEHHBIN IIperapar
MuHMCTEpPCTBO 3ApaBooxpaHeHUs Poccuiickoit @efgepaliu B CPOK, HE
MIPeBBIMIAIINI 5 pabounx mHEN co AHS MOTyUYeHUS pelieHus
denepalibHOM aHTUMOHOIIOJIBHO CTY>KObI, YBeIOMJISIET TepiKaTeJIsl U
BJIaZieJIblia PErMCTPALMIOHHOTO YIOCTOBEPEeHMS JIeKapCTBEHHOrO IIperapara
(YTIOTHOMOYEeHHOE UM JIUII0) B TMCbMEHHO (hopMe 0 IPUHSITOM pelieHnn
(C M3JI0’KeHNeM TMPUYMH 0TKAa3a).

17. B cnydae ecnu aepskaTeeM UM BiaadelablleM PerMcTpauMOHHOTO
yI0CTOBepeHMs1 peepeHTHOTO JieKapCTBEHHOTO Ipernapara
(YIIOJTHOMOUYEHHBIM UM JIMIIOM) B TeueHue 15 paboumx gHeit co gHS
NPUHATUS MUHUCTEPCTBOM 3 paBooxpaHeHus Poccniickoin @enepannm
pemreHust 06 0TKa3e B 00s13aTeIbHOI ITepeperucTpauum npeaeabHoi
OTITYCKHOJ IIeHbI Ha pepepeHTHbI JIeKapCTBEHHbIN ITperapaT MOBTOPHO
IpencTaBieHbl B MMHUCTEPCTBO 3ApaBoOOXpaHeHMsI PocCuiickoit
demepaliiy JOKYMEHTBI B COOTBETCTBUM C ITYHKTOM 4 HacTosSmux IIpasui,
CPOKM PacCMOTPEHMS TOBTOPHO MOAAHHBIX AOKYMEHTOB ONpeaesisiioTCs B
cooTBeTcTBUM ¢ myHKTamu 10 u 13 [IpaBui perncrpauum.

18. TIpu 06s13aTeIbHO IMepeperucTpanuy npeaeabHast OTITYCKHas IleHa Ha
pedepeHTHBIN JeKapCTBEeHHBIN ITperapar sl Kaxkaoi JJeKapCcTBeHHO
dbopmbl, 1O3UPOBKYM (KOHLIEHTpalLUM, aKTUBHOCTY B eIMHUIIAX AEICTBUS) U
0611Iero KoJamMyecTBa BO BTOPUUHOI (ITOTPeO6UTETbCKOI) YITaKOBKe 6e3 yueTta
(dbopMbl BITyCKa, 3a UCK/IIOUEHUEM CTy4asi, IPeIyCMOTPEHHOTO MyHKTOM
21 Hactosmux [IpaBuii, He MOKeT MPEeBbIIIATh:

a) pa3Mep MMHUMAJIbHOI OTITYCKHOV IIeHbI Tpou3BoauTeNs (6e3 yueTa
IIPOM3BOJCTBEHHBIX IUIOLIALOK IIPOU3BOANTEISI) Ha TAKOM JIeKapCTBEHHbIN
IperniapaT B MHOCTPaHHBIX FOCY[apCTBaX, yKa3aHHbIX B puiioxkeHun N 3 K
HacTtosmuM [TpaBuiam (C yueTomM pacxoZ0B, CBSI3aHHBIX C TAMOKEHHBIM
odopMIeHreM), paCCUMTAHHBI HA OCHOBAaHUM JaHHbBIX, YKa3aHHbBIX B
npunoxkeHun N 2 k Hactoswum [IpaBunam;

0) paHee 3aperuCcTPMUPOBAHHYIO (ITOC/TIEIHION ITePePEeruCcTPUPOBAHHYIO)
rpefe/ibHYI0 OTITYCKHYIO 1IeHY Ha 3TOT JIeKapCTBEHHbBII Ipernapar;

B) npeanejbHYIO OTITYCKHYIO II€HY Ha HEKapCTBeHHbIﬁ mperapar,



oIpeae/ieHHYIO C YUE€TOM ITYHKTa 8 HpaBI/III permcrtpanumnmn, 3a MCKJINOYEHNEeM
C/IydaesB, IIpeayCMOTPEHHBIX ITYHKTOM 6 HaCTOAIINX HpaBI/IJ'I.

19. IIpu 06s13aTeIBLHOI TTIepeperucTpaIuy C yueToOM IMyHKTa 18 HacTosIMX
[TpaBuI B paMKax OHOT'O TOPTrOBOTO HaMeHOBaHMSsI JIeKapCTBEHHOTO
npernapara ¢ yueToM M3MeHeHMs TOPrOBOTO HaMeHOBaHMSI
JleKapCTBEHHOTO Tpernapara Ajisl Bcex MoJJjiexxalinx CHUKeHUI0
3apermMcTPUpPOBAHHBIX (TTepepermMcTpUPOBAHHbBIX) MPee/IbHbIX OTITYCKHBIX
1leH Ha pedepeHTHbIN JTeKapCTBEHHbIN ITperapaT Ipou3BoauUTeNeln
(TPOU3BOICTBEHHBIX IJIOIIANOK TPOM3BOAUTEIS ), YKa3aHHbIX B paMKax
OJTHOTO PEerMCTPalMOHHOTO YA0CTOBEPEHMS, TI0 pe3yIbTaTaM 00s13aTeIbHO
repeperuCTpalMy B peecTpe yCTaHABIMBAETCS eJMHas Mpee/ibHast
OTITyCKHas 1leHa Ha JIeKapCTBEeHHbII nmpenapar A/ KakA 0l JeKapCTBeHHOI
dbopmbl, 1O3UPOBKYM (KOHLIEHTpaLMM, aKTUBHOCTY B eIMHUIIAX AEICTBUS) U
0611Iero KoJamMyecTBa BO BTOPUUHOI (TTOTPeO6UTEIbCKOI) yITaKOBKe 6e3 yueTta
(dbopMbl BITyCKa, 3a UCKJIIOUEHUEM CTy4asi, MPeIyCMOTPEHHOT0 MyHKTOM
21 Hacrosmux [IpaBuii.

20. B ciydae eciiu B paMKax OAHOTO TOPrOBOIO HAMMEHOBAH S
pedepeHTHOTO JIeKapCTBEHHOTO Tpernapara ¢ yueToM M3MeHeHUs
TOProBOTO HAaMMeHOBaHMsI JIeKapCTBEHHOTO Ipernapara
3aperucTpMpoBaHHas (MepeperncTpupoBaHHas) rpeaeibHas OTIYCKHAS
LleHa [IJ1s1 OMHOTO MJIM HEeCKOJIbKUX ITPpOuU3BoAUTeN el (IPOU3BOACTBEHHbBIX
TIJIOIIAN 0K TPOU3BOAUTEIST), YKa3aHHBIX B paMKaX OJHOTO
pPerucTpaluMoOHHOTO YAOCTOBEpeH s, HUKe, YeM Mpeie/ibHasl OTITyCKHast
1leHa, pacCUMTaHHasl B COOTBETCTBUM C TyHKTOM 18 HacTosmux [TpaBu,
3Ta LieHa NOMJIeXXUT COXPAHEHUIO B peecTpe.

B ciryyae ecnu 11 pecdhepeHTHOTO JieKapCTBEHHOTO Iperapara ¢ OJIHOM
JIeKapCTBeHHOM hOpMOii, TO3UPOBKOM 1 OOLIMM KOTUYECTBOM BO
BTOPUYHOI (TTOTPEOUTENIbCKOIT) YITAKOBKE 3apPeTrMCTPUPOBAHO HECKOIBKO
npefe/ibHbIX OTITYCKHBIX LIeH, IpeaeabHas OTITYCKHas [jeHa Ha
JIeKapCTBeHHbII Iperapar He MOKeT IIPeBbIIIaTh MMHUMAaJbHYIO U3
3aperucTPUPOBAHHBIX IIPee/IbHBIX OTITYCKHBIX 1eH (C yUeTOM I0C/IeJHel
repeperucTpUpOBAHHOI 1eHbI, 6e3 yyeTa ITPOMU3BOICTBE HHBIX IJIOIIATOK
IIPOU3BOAUTENIS) C YUETOM CBeLeHUI O HAIMUUU 3aPeruCTPUPOBAHHBIX
IIpelie/IbHBIX OTITYCKHBIX 1IeH 3asBJIs1eMOT0 JIeKapCTBEHHOT0 IIperapara
COTJIaCHO NMPUIOXeHUIo N 4.

21. B ciyyae ecyii MMHMMAbHBIV YPOBEHbD 11eH pedepeHTHOTo



JIeKapCTBEHHOTO MpernapaTa Ha pa3anuyHbie GOpMbI BbITYCKa (LIMTPULI-
PYUKM, KaPTPUIKU MO0 MHbIe GOPMbI BbIITYCKa, COBMECTUMbIE C
YCTPOVICTBaMM BBeJleHUd (IIPMMeHeHMs) WIN SBJISIoLecs yCTPOCTBaMU
BBeZeHM (IIpUMeHeHs) B OGHOM U3 rOCyoapCTB, YKa3aHHbIX B
npwiokeHuu N 3 K HacTosmyM [IpaBuiam, pasandaercs 6osee yem Ha 10
MIPOLIEHTOB, IIPU 06s13aTeIbHO IepeperucTpaluy npeeabHbIX OTITYCKHbBIX
1leH Ha YKa3aHHbI pepepeHTHbIl JieKapCTBEHHbIN MpernapaT JOoMmyCcKaeTcs
yCTaHaBJIMBATh MpefeabHYI0 OTITYCKHYIO IIeHY Ha KaskAylo U3 Takux Gopm
BBIITYCKa JIEKapCTBEHHOTO IIperapara.

22. llpenenpHas OTIYCKHAS LieHa Ha pepepeHTHbI JieKapCTBEHHbIM
rperiapar B ¢Jiy4yae, IpeyCMOTPEHHOM ITYHKTOM 21 HacTosmux [IpaBui,
YCTAaHaBJIMBAETCS Ha OCHOBAaHUY MUHMMAaJIbHOM OTITYCKHOM LIeHbI
npousBoauTesis (6e3 yueTa MpoM3BOJACTBEHHBIX IUIOIIAI0K
MPOM3BOJUTES) HA COOTBETCTBYIOIINE (DOPMBI BBIITyCKa TaKOTO
JIeKapCTBEHHOTO IIperapara B roCcyLapCTBax, yKa3aHHbIX B IpUIokeHu N
3 Kk HacTosauMm [IpaBmuiaM (C yueToM pacxoa0B, CBI3aHHbBIX C TAMOXKEHHbIM
odopmMmIeHNEM).

[Tpu sTOM MaKCUMMaJIbHAs pa3HUIA MEXIY MpeaebHbIMM OTITYCKHbIMM
IIeHaMM Ha TakoJi pedepeHTHbIN JIeKapCTBEHHBIN ITperapaT B pa3/IMIHbIX
(dbopmax BbIITyCKa, COTMIOCTAaBMMbIX I10 JieKapCTBeHHOI (hopMme, 1O3MPOBKe
(KOHIIEHTpaLMM, aKTUBHOCTY B €IMHUIIAX IeCTBUS) U 06IIeMy
KOJIMYECTBY BO BTOPUYHOJ (ITOTPEOUTENbCKOI) YITAKOBKE, HE MOXET
npeBbiaTh 90 MpOIEHTOB.

23. O6s13aTesibHAS IEPEPETUCTPALINS TTPEAETbHBIX OTITYCKHBIX II€H Ha
MMMYHOOMOJIOTMYeCKMe IeKapCTBeHHbIe IIpernapaThl (BaKI[MHbI)
OCYIIeCTBSIETCS] B COOTBETCTBUM C TPEOOBAHMUSIMMU, YCTAHOBAEHHBIMU JIJIST
pedepeHTHBIX JIeKapCTBEHHBIX ITPeNapaToB.

24. 3aperucTpMpOBaHHbIE NIpPefe/ibHbIe OTITYCKHbIE LIeHbI Ha
BOCITPOM3BeieHHbIe, OM0aHAIOrOBbIe (0MOMOA00OHbBIE) JIeKapPCTBEHHbBIE
IperapaThl MoJIeskaT 06s13aTeIbHO IepepernucTpannm 6es
MpeCTaBIeHMs 3asBJIEHMS BJaleIbliaMy MUY epsKaTelsiMu
perncTpauMOHHBIX YOOCTOBEPEHMUI TaAKUX JIeKaPCTBEHHbBIX IIPeIapaToB
(YIIOJTHOMOYEHHBIMU UMM JIULIAMHA).

25. IIpu o6s13aTeTbHOI TlepeperucTpaly mpeaeabHast OTITYCKHas ieHa Ha
BOCITPOM3BeAeHHbI, 6110aHaIOrOBbIN (00ITOI00HbIN) JIEKAPCTBEHHBI



Trperapar AJist Kask/I0ii 1eKapCcTBeHHOV (OpMbl, TO3MPOBKMU
(KOHIIEHTpaLyy, aKTUBHOCTY B e AMHUIIAX NEeCTBYS) U O6IIEero KojamyecTna
BO BTOPUYHOJ (ITOTPEOUTENbCKOI) YITaKOBKe 6e3 yueTa ¢GOopMbl BBIITYCKa, 3a
UCKJIIOUeHMeM CJiydas, IpefyCMOTPEHHOr0 ITyHKTOM 21 HaCcTOSIUX
[TpaBus, He MOXKET MPEeBBINIATD:

a) paHee 3aperuCTPUPOBAHHYIO (TTOCIEeQHIO0 IepeperncTpUpPOBaAHHYIO)
rpefesibHYI0 OTITYCKHYIO LIeHY IIPOU3BOAUTESI Ha 3TOT JIEKapCTBEHHBIN
rperiapar;

0) TIpemebHYIO OTITYCKHYIO IIEHY Ha 3TOT JIeKapCTBEHHBIN ITperapar,
ompeeeHHYIO C yueToM TpeboBaHMit myHKTa 8 [IpaBui peructpainuu 6es
yueTa rnpenejibHbIX OTITYCKHBIX 11€H, UCK/IIOUEHHBIX B COOTBETCTBUM C
IMYHKTOM 6 HacTosmux [Ipasu;

B) [IJIs1 IEKAPCTBEHHOTO MperapaTa (3a MCcK/IoUeHreM ophaHHOTO
JIeKapCTBEHHOrO Mperapara), - LleHy, paCCYMTaHHYIO B COOTBETCTBUMU C
paspenom VIII MmeToauky pacueTa npefenbHbIX OTITYCKHBIX LIeH
MpOMU3BOAMTEIeN Ha JIeKapCTBEeHHbIe TperapaThl, BKIIOUEeHHbIE B [IepeueHb
SKM3HEHHO HeOOXOAVMbIX M BaXKHEMIIMX JIeKapCTBEHHBIX MTperapaTos,
YTBEePXKIEeHHOM rocTraHoBneHneM [IpaBuTenbcTBa Poccurickoin @enepann
oT 15 cents6pst 2015 1. N 979 "O BHeceHMM U3MeHEHMIT B TTIOCTaHOBJIEHE
[IpaButenbcTBa Poccuiickoit ®epepaunm ot 29 okrs6pst 2010 r. N 865 1 06
YTBEPXKIEHUM METOOMKY pacueTa MnpeAesbHbIX OTITYCKHBIX LIeH
MIPOU3BOAMTEJIEeN Ha JIEKapCTBEHHbIE ITpenapaThl, BKIIDUYEHHbIE B [IepevyeHb
KV3HEHHO HEOOXOIMMbIX U BasKHEMIITUX JIeKapCTBEHHbBIX ITPerapaToB, Mpu
UX TOCYLapCTBEHHOI perucrpanum 1 repeperucrpauun’” (ganee -
MeTO/IMKa), C MpMMeHeHMeM MoHMKalIero KoadduiineHTa B OTHOLIEHUN
TepepernCcTPUPOBAHHOIN B 00513aTEIbHOM IOPSIIKE B COOTBETCTBUMU C
Hactosiumu [IpaBuiiamu nipefieibHO OTITYCKHOM L1eHbl Ha
COOTBETCTBYIOLI I pedpepeHTHbIN JIeKapCTBEHHBIN MpernapaT. 3HaueHUsI
MOHMsKaIIero kosdduiienTa, IpMMeHsIeMOro pu 06s13aTeIbHO
nepeperucrpauuu B 2019 - 2020 rogax rnpefenbHbIX OTITYCKHBIX LIeH
MPOM3BONTENE} HAa BOCIIPOM3BeIeHHbIe, 6110aHaIOTOBbIe (0MOITOI00HbBIE)
JleKapCTBeHHbIe Tpenaparsl, ONpeAensoTcs no GopmynamMm pacyera
COTJIaCHO MpIoKeHM0 N 5;

r) 17151 op(aHHOTO JIeKapCTBEHHOTO Iperapara - peJeabHYyI0 OTITYCKHYIO
1[leHY Ha COOTBETCTBYIOIIMI pepepeHTHbIN JiekapCTBEHHbIN Mpernapar,
nepeperucTpMpOBaHHYIO B 00s13aTe/IbHOM MOPSIIKE B COOTBETCTBUU C



HaCTOAIIMMMU HpaBI/IJ'IaMI/I.

26. IIpu 06s13aTe/IbHOJ TTIepeperucTpauyun ¢ ydeToM ITyHKTA 25 HaCTOSIIIMX
[TpaBun B paMKax OAHOI'0 TOPrOBOI'0 HaMeHOBaHM S JIeKapCTBEHHOI0
rpernapara ¢ yueTOM U3MeHeH)sI TOPrOBOro HaMeHOBaHMU S
JIeKapCTBEHHOTO Iperapara A5 BceX MoAjiekalux CHUKeHNI0
rpeJie/IbHBIX OTITYCKHBIX 11€H Ha BOCIIPOM3BeJeHHble, 01M10aHaIOTOBbIe
(6uonon06HbIe) TeKapCTBEHHbIe ITpenapaThl IPOMU3BOAUTeNel
(ITpPOM3BOJCTBEHHDIX IVIOIAZI0OK [IPOU3BOAUTEIS), YKa3aHHbIX B paMKax
OJTHOTO PerMCTPalMOHHOTO YA0CTOBEPEeHMS, TI0 pe3yIbTaTaM 00si3aTebHO
repeperucTpanum ¢ yueTom IyHkTa 29 Hacrosawux [Ipasun B peectpe
YCTAHAaBJIMBAIOTCSA eVHbIe IpeJie/IbHble OTITYCKHbIEe LIeHbl Ha
JleKapCTBeHHbIe MpernapaThl AJ1s1 KaXKI0 JiekKapCcTBEHHO HGOpMBlI,
IO3UPOBKM (KOHI[EHTPALVU, aKTUBHOCTY B €IMHUIIAX eiiCTBUS) U 00I11Iero
KOJINYECTBA BO BTOPUYHOI (ITOTPEOUTENbCKOI) yITaKoBKe 6e3 yueTa hopMbI
BBIIYCKA, 38 VICKJIIOUeHMEeM C1y4das, IpeLyCMOTPEeHHOro MyHKTom 30
HacTosmux [IpaBuit.

27. B ciydae eciiy B paMKax OAHOTO TOPrOBOIO HAMMEHOBAHUS
BOCITPOM3BeIeHHOTO, 6110aHAIOTOBOTO (6M0TI0A00HOT0) JIeKapCTBEHHOTO
npernapara ¢ y4eToM M3MeHeHMsI TOPTOBOT0 HaMeHOBaHM ST
JIeKapCTBEHHOTO Mperapara 3aperucTpyupoBaHHast
(TlepeperucTpupoBaHHasi) peenbHast OTITYCKHAS IleHa IJ1s1 OAHOTO MU
HECKOJIbKMX IPOU3BOAMTEIEN (MTPOM3BOACTBEHHBIX IO IOK
MIPOM3BOANTEIS), YKa3aHHBIX B paAMKax OHOTO PerucTpaliioOHHOTO
yIOCTOBEPEeHMsI, HU3Ke, UeM IpeJie/ibHas OTITyCKHAas lieHa, pacCUMTaHHAS B
COOTBETCTBUM C IMTyHKTOM 25 HacTosiuux [IpaBui, 3Ta meHa MO KUT
COXpaHeHUIO B peecTpe.

B ciryyae eciiu ij1st BOCIIpOM3BeeHHOT0, 6110aHA/IOrOBOTO (610TI0J06HOTO0)
JleKapCTBEHHOTO Ipernapara ¢ O HOi JeKapCcTBeHHO (opMoii, 103MPOBKOIL
¥ 0OIIMM KOJIMYECTBOM BO BTOPMUUHOM (ITOTPEeOUTEIBbCKOI) YITaKOBKE
3aperucTpMpOBAHO HECKOJIBKO MpeaebHbIX OTIYCKHBIX 1IeH, IpeeibHast
OTITYCKHAas LieHa IIPOMU3BOLUTEIIS Ha JIeKaPCTBEHHbIN IIpenapaT B paMKax

O HOI'0 PEerMcTPalMOHHOTO YAOCTOBEPEHMSI HE MOKeT IPeBbIIATh
MMUHMMAaJIbHYIO U3 3aperMCTPUPOBAHHBIX MIPeJeIbHbIX OTITYCKHBIX LI€H C
Y4eTOM MX Ilepeperucrpanuu, 3a UCKIIYEeHMEM IIpeebHbIX OTITYCKHbBIX
LleH, UCK/IIOYEHHBIX B COOTBETCTBUM C ITYHKTOM 6 HacTos X [IpaBuit.

B ciryyae eciiv B paMKax OJTHOTO PETMCTPAIMOHHOTO YAOCTOBEPEHMS



JIeKapCTBEHHOTO TperapaTa 3aperncTpMpoBaHbl LieHbl Ha
BOCIIPOM3BeAeHHbI, 6110aHa/IOrOBbIN (0MOIIO00HbIN) JIeKapCTBEHHBbIA
rperiapaT npomu3BOAUTE IS TOCYLapCTBa - wieHa EBpasnuiickoro
3KOHOMMYECKOr'0 CO103a ¥ MHOCTPAHHOTO IPOU3BOLCTBA, MMHMMAJIbHAS U3
3aperucTPUPOBAHHBIX ITPee/IbHbIX OTITYCKHBIX LI€H OIpenesseTcs C
COXpaHeHVeM IMPUHAIJIEKHOCTU ITPOMU3BOAUTEIS K TOCYAAPCTBY - WIEHY
EBpasuinckoro 3KOHOMMUYECKOro C03a U MHOCTPAHHOMY
IIPOU3BOLUTEIIIO.

28. B ciryyae ecsivt o pe3ybTaTaM 00s13aTeIbHO IepeperucTpaim B
paMKax MeKIyHapOJHOTO HeMaTeHTOBAHHOT'O HaMeHOBaHMsI (TIpU ero
OTCYTCTBUM - TPYIIITMPOBOUYHOTO MM XMMMUUECKOT0) U JIeKapCTBEHHOI
dbopMbl Ha COOTBETCTBYIOLMIT pedepeHTHbDIN JIeKapCTBEHHbIN ITperapar
YCTAHOBJIEHbBI pa3/IMUHbIe MpeebHble OTITYCKHbIE I[eHbl, TPUMEeHSeTCs
cpenHee apudMeTHUECKOe 3HAUEHMe MOHMKAKIIero KosgduimeHra,
paccuMTaHHOE Ha OCHOBAHMM YCTAHOBJIEHHBIX 110 pe3yabTaTaM
00s13aTeIbHOM MepeperncTpanuy mpeae bHbIX OTITYCKHBIX IIeH Ha
pedepeHTHbIN JeKapCTBEeHHBIN ITperapar.

29. B ciiydae eciiu B paMKax OAHOTO PernCTPALMOHHOIO YA,0CTOBEpEHMS
JIeKapCTBEHHOTO Iperapara 3apermcTpMpoBaH BOCIIPOU3BEIEHHbIIA,
610aHaI0TOBbIN (6MOMOIO6HbI) JIeKapCTBEHHBII ITpernapar
IIPOU3BOAUTENIS TOCYAAapCTBa - YieHa EBpasuiickoro 3KOHOMMYeCKOro
CO103a ¥ MHOCTPAHHOI'O IIPOMU3BOICTBA, LI€HbI 151 YKa3aHHOI'O
JIeKapCTBEHHOTO IperapaTra paCCYUTHIBAIOTCS B COOTBETCTBUM C pa3heiom
VIII MeToauKY ¢ IpMMeHeHMEeM MTOHMKAIINX KO3DPUIMEHTOB, 3HAUEH NS
KOTOPBIX OMPEeesIoTCS B COOTBETCTBUM C IpuaoxkeHueM N 5 K
HacrosmuM [IpaBunam.

30. B ciryuae eciiu ripefiesibHast OTIYCKHas 1leHa Ha pedepeHTHbIA
JIEKapCTBEHHBIN TIperapaTr yCTaHOBJIE€HA B COOTBETCTBUM C ITyHKTamMu 21 u
22 Hacroswux [TpaBuii, pacyeT npeeabHbIX OTIIYCKHBIX LIeH Ha
BOCITPOM3BeAeHHBI, 6110aHaIOrOBbIN (00IT0I00HbIN) JIEKAPCTBEHHbI
rperapaT OCylleCTBJISIETCS B COOTBETCTBUM C ITYHKTaMM 24 - 27 HACTOSIIUX
[TpaBu 1 Kaskao¥ GopMbl BbIITyCKa MCXO/IS U3 MpeieIbHbIX OTITYCKHBIX
I[eH Ha COOTBETCTBY0IIe GOPMBbI BbITycka pedhepeHTHOTO JIeKapCTBEHHOT0
rperiapara.

31. ®epnepasibHast aHTUMOHOTIONbHAS CTY)K6a B TeueHue 60 pabounx gHei
CO IHA nonydyeHus oT MuHucTepcTBa 34paBooxpaHeHust Poccuiickoi



depnepaiuu CBeIeHMI, TPeAYCMOTPEHHBIX ITYHKTOM 15 HaCTOSIIIIUX
[TpaBwi1, TPOBOOUT B COOTBETCTBUM C HacTosIMM [IpaBuiamu u
MeTOJMKOI pacyeT IpeiebHbIX OTITYCKHBIX IIeH Ha BOCIIPOM3BeIeHHbIE,
6moaHasoroBsie (6MOIOI00HbBIE) IeKAPCTBEHHbIE ITPerapaThl, a TakKxke
MyOaMKYyeT Ha CBOeM ouIManbHOM caiiTe B ceTu "VIHTEpHET" 1
OJTHOBpEMeHHO Hampas/isieT B MMHMCTEPCTBO 3paBOOXpaHeHMS
Poccuiickoit @enepatiu yKazaHHbIM pacyeT mpeeabHbIX OTITYCKHbBIX I1eH
Ha BOCITPOM3BeleHHbIe, 6110aHaIOTOBbIe (61MOTTOA06OHbIE) JIEKAPCTBEHHbBIE
Trpernaparhl, CoAepXkallyii HoMep perucTPaliOHHOTO YI0CTOBEpEeHMS
JleKapCTBEHHOrO0 Mperapara, HayMeHOBaHMe Biiafienblia Uau gepskaTes
perucTpaloHHOTO YAOCTOBepeH s TeKapCTBEHHOTO Mperapara,
HaMMeHOBaHMS IIPouU3BOaMUTeNel (TPOU3BOACTBEHHbIX MJIONIAL0K
MIPOU3BOIUTES), MEXIYHapOAHOe HellaTeHTOBaHHOe HauMeHOoBaHue (pu
€ro OTCyTCTBUM - XMMMUUECKOe UJIM TPYTIIIMPOBOYHOE HaMeHOBaHMe),
TOProBOe HauMeHOBaHMe, JeKapCTBEeHHYI0 GopMy, JO3UPOBKY
(KOHIIEHTpaLMIO, 00beM, aKTUBHOCTDb B € IMHUIIAX AeCTBYUS), HGopMy
BBIITYCKA, KOJIMYECTBO B ITOTPEOUTENIBCKOI YITAKOBKE, MPeebHYI0
OTIYCKHYIO LIeHY, paccuuTanuyio ®eepasbHO aHTMMOHOIIOAbHOM
CJTY3K0071, IITPUXOBOI KO, HAHECEHHbII Ha BTOPUYHYIO (TTIOTPEOUTENbCKYIO)
YIaKOBKY JIEKapCTBEHHOTO Ipenapara) (Ha 6yMa)kHOM HOCUTeJIe U B
9JIEKTPOHHOM BUJ€e B TabIMYHOM dopmare).

32. [Ipu HeO6XOAMMOCTHM YTOUHEHMS MH(pOpMaLy, TpebyeMoii s
TIPOBeIEHMSI pacyeTa MpeiesIbHbIX OTITYCKHBIX IeH Ha BOCITPOU3BeIeHHbI,
610aHaoroBbIi (6M0TI0T00HBIN) JIEKAPCTBEHHBIN MTperapar,
COOTBETCTBYIOIME CBeIeHNSI 3alIPalIBaIOTCS B TOPSIZIKE,
peIyCMOTPEHHOM ITyHKTOM 14 TTpaBumT perucTpaummn.

33. MuHNUCTEpCTBO 3ApaBooxpaHeHns Poccuiickoin @enepanyy B TedeHMe
20 pabouux gHe co aHs roaydeHus: o @enepanbHO aHTMMOHOTIOIbHOM
CJTYKOBI perieHust 06 yTBePsKIeHMM pacyeTa IpeIe/IbHbIX OTITYCKHBIX IeH
Ha BOCIIpOM3BeAeHHbIe, 6110aHaIOTrOBbIe (6M0ITOA00HbBIE) JIEKAPCTBEHHBIE
rpenapaTbl B COOTBETCTBUM C MyHKTOM 31 Hactosuux [IpaBuit mpuHuMaeT
pelnieHue 06 00513aTe/IbHOI TTlepeperucTpaIy MpeaeabHOi OTITYCKHOM
LIeHbI Ha JIEKAPCTBEHHBII ITperapar, BHOCUT COOTBETCTBYIOLIME JaHHbIE B
peecTp B CPOK, MPelyCMOTPEHHbBIV MyHKTOM 6 [TpaBuii BeleHUs
roCcyJapCTBEHHOTO peecTpa MpeebHbIX OTITYCKHBIX IIeH ITpou3BoAuTeNel
Ha JIeKapCTBEHHbIe ITpeIapaThl, BKIIOUEHHbIE B IIepedyeHb SKM3HEHHO
HEOOXOAMMbIX M BasKHEHIINX JIeKaPCTBEHHBIX ITPeIapaToB, YTBEe PsKIEeHHBIX



roctaHoByieHneM [IpaButenscTBa Poccuiickoit @emepaniym oT 29 OKTIOpS
2010 r. N 865 "O rocymapCTBeHHOM peryJIMpOBaHMM 1leH Ha JleKapCTBEeHHbIe
Tperaparhl, BKIIOUEHHbIE B TIepeUeHb KU3HEHHO HEOOXOIMMBbIX U
BaKHEMIINX JIEKAPCTBEHHBIX IIPenapaToB”, BbIAAET IepsKaTeI0 UIn
BJIaZieJIb1ly PErUCTPALMIOHHOTO YIOCTOBEPEeHMS JIeKaPCTBEHHOrO IIperapara
(YIIOTHOMOYEHHOMY MM JIMILY) BBIIMCKY U3 IpuKaza MuHucTepcTsa
3apaBooxpaHeHus Poccuiickoii ®emepainny 06 06s93aTeIbHOM
repeperucTpanum npeaeabHO OTIYCKHON IIeHbI Ha JIEKaPCTBEHHbIN
rpenapar ¥ pa3MelniaeT COOTBETCTBYIONIYIO MH(POpPMAIIIO Ha CBOEM
obuiMaabHOM caiiTe B cet "VIHTepHeT".

34. Ilpuka3 MuHMCTepcTBa 3ApaBooxpaHeHust Poccuiickoii @enmepaiiny 06
006s13aTeJIbHOV TTlepepernucTpauyuu mpeaeabHoi OTITYCKHO 1eHbl
IIPOMU3BOAMTEJISI Ha JIeKaPCTBEHHbIN IIpernaparT BCTyIIaeT B CUITY T10
MCTEeUeHUU 5 MeCsI1eB CO JHS ero MPUHSTUS.

35. MuHMCTepCTBO 3ApaBooxpaHeHus Poccuiickoit @emepanym B 1eJIsIX
cobJTI0eHNs HOpMBI yacTu 2 ctaTbhy 63 demepanbHOro 3akoHa "0O6
oOpalieH1M JieKapCTBeHHBIX CPeICTB" OTMeUaeT B peecTpe
COOTBETCTBYIOIIYIO MHPOPMaIM0 000 BCeX paHee 3aperucTpupOBaHHbIX
(mepeperucTpupoOBaHHBIX) IIPeAeIbHbIX OTITYCKHBIX [JeHaX
Mpou3BoauTesei Ha pepepeHTHbIN ¥ COOTBETCTBYIOLI/E €MY
BOCIIPOM3Be/IeHHbIe, 6110aHaIOTOBbIe (6MOMOA06HbIE) JIeKapCTBEHHbIE
rpenaparsl.

36. IIpu Hecormacuu ¢ mpousBegeHHbIM PenepasbHO aHTUMOHOIIOJIbHOM
CJTY3K0071 pacueToM MmpeaeabHbIX OTITYCKHBIX 1IeH Ha BOCIIPOM3BeeHHbIE,
6moaHasoroBbie (6MOIO00HBIE) IeKAPCTBEHHbIE ITPeITapaThl AepsKaTean
MU BIaJe/blibl PETUCTPALIMOHHBIX YIOCTOBEPEH I BOCIIPOM3BEJ€HHBIX,
610aHaI0TOBbBIX (0MOMOIO0OHBIX) JIEKAPCTBEHHBIX ITPEINapaToB
(YIIOJTHOMOYEHHbIe MMM JIMIIa) BIIpaBe B TeUeHMe OJHOr0 KaJleHIapHOIo
MecsIia Co IHS MTPUHATUS MUHMCTEepCTBOM 3[IpaBoOXpaHeHust Poccuiickoit
depepaiyuu perreHus: 06 06s13aTeNbHON MTepeperucTpanum mpeneabHoi
OTITYCKHOJ I[eHbI Ha JIEKapCTBEHHBII ITpernapaTt 00paTUThCS B
denepalibHYI0 aHTMMOHOIIOJIBHYIO CJTY3KOY C 3asIBJIEHUSIMU O ITIEPECMOTPE
pacueTa 3aperMcTpMpOBaHHBIX MPeIeIbHbIX OTITYCKHBIX IIeH Ha
JleKapcTBeHHbIe TIpernapaThl, B TOM UKcC/Ie B paMKaxX OJJHOTO
MeKIYHAapOIHOTO HelaTeHTOBaHHOTO HaMeHOBaHMSI.

3asiBJIeHMSI O IepecMOTpe pacueTa 3aperuCTPMPOBAHHbBIX MTPeIe/bHbIX



OTITYCKHBIX I[eH Ha JieKapCTBeHHbIe MpemnapaThl ¢ MpuiokeHneM (110
BBIOOPY JepskaTesieii MM BIaJe/bleB PerMCTPalMOHHbBIX YIOCTOBEPEeHMI
JIeKapCTBEHHBIX MPENapaToB, YIIOJTHOMOYEHHbBIX MMM JIUII)
MOTMBMPOBAHHOTO JOKYMEHTAJIbHOTO MTOATBEPKIEHMS pacueTa yKa3aHHOM
1[eHbI TIpeICTaBSAI0TCS B DefepanbHy0 aHTMMOHOIIOABHYIO CTYKOY Ha
OyMaskHOM HOCUTEJIE.

37. ®egepanbHast aHTMMOHOTIOIbHAS CJIY)KOa B TeUEeHME OIHOTO MecsIia Co
[HS TIOCTYIUIEHUS 3asIBJIEeHUI U JOKYMEHTOB, YKa3aHHBIX B ITYHKTE 36
Hacrosiux [IpaBuit, mpoBepsieT pacueT npeneibHbIX OTITYCKHBIX 1I€H Ha
BOCIIPOM3Be/IeHHbIe, 6110aHaIOTOBbIe (6MOMOA06HbIE) IeKaPCTBEHHBIE
rpenaparhl, TPy HEOOXOAMMOCTHY IepecMaTPMBaeT pacyeT IpeIeaIbHbIX
OTITYCKHBIX LIeH Ha YKa3aHHbIE JIeKapCTBEHHbBIE ITpernapaTrbl, OTMeHseT
paHee MIPUHSTHIE PellleHUs U HallpaBJisieT B MUHUCTEPCTBO
3apaBooxpaHeHust Poccuiickoii @enmepaliiuy HOBbIE pelleHus 00
YTBEPXKIEHUN pacyeTa IpeeabHbIX OTITYCKHBIX 1[€H MTPOU3BOAUTENS HA
YKa3aHHbIe JIeKapCTBEHHbIE IperapaThl WM HAIIPaBIIsieT 3asIBUTEISIM
penieHue 06 0TKa3e B IlepecMOTpe pacueTa IpeaebHbIX OTITYCKHBIX II€H Ha
yKasaHHbIe JIeKapCTBEHHbBIE MperapaThl (C yKa3aHueM MPUUYMH 0TKa3a).

38. B csiyuae oTmeHbl DeniepasibHOM aHTYMMOHOIIONBbHOM CTYK007 pereHnst
006 yTBep>KIeHU! pacueTa IpeieIbHbIX OTITYCKHBIX 1IeH Ha JIeKapCTBEeHHbIe
npernaparbl MMHUCTEPCTBO 34 paBooxpaHeHys Poccuiickoil @enepaunm
OTMeHseT pelieHKe 00 006s13aTe/IbHOI ITepeperncTpanym npeaenbHbIX
OTITYCKHBIX 1leH Ha 3TU JIeKapCTBeHHbIe IIpernapaThl, UCK/II0YaeT
repeperucTpupoBaHHbie B 00s13aTeIbHOM MOpPsIIKe TpeiesibHble
OTITyCKHBIE 1IeHbl Ha YKa3aHHbIe JIeKapCTBEHHbIe IIpernapaThl U3 peectpa u
MIPMHMMAET HOBbIE pelieHust 06 06s13aTeIbHO ITepeperucTpanmum
IpeJe/bHBIX OTITYCKHBIX I1€H Ha 9TU JIeKapCTBEHHbIe IIpernaparsl B
3aBUCUMOCTHU OT pellleHUi, IpUHAThIX PeepanbHO aHTUMOHOIIO/IbHOM
CITyKOO07A.

39. B cmydae ey B paMKax MeXOyHAapOAHOTO HelmaTeHTOBAaHHOTO
HaMMeHOBaHMS U JIeKapCTBeHHOV (OpMBbI OTCYTCTBYeT pedepeHTHbI
JIeKapCTBEHHbIN MpernaparT WK 1leHa Ha Hero He 3apermcTpMpoBaHa,
3aperuMcTpMpoOBaHHas 10 OHS BCTYIUIEHMS B CUITY TIOCTaHOBJIEHUS
[TpaBuTtenbscTtBa Poccuiickoin @emepannim, yka3aHHOTO B ITYHKTE 3
HacTosiuux [IpaBui, npefenbHasi OTITYCKHAs lieHa B OTHOIIeHUN
COOTBETCTBYIOILETO BOCIIPOU3BEIeHHOTr0, 610aHAIOrOBOro (610M0J06HOr0)



JIeKapCTBEHHOTO Mperapara IeHOBOro cermeHTa cBbime 100 pyoieit
MTOAJIESKUT 00513aTe/IbHOI TTepeperucTpaiy 1 He MOKET IPeBbIIIaTh paHee
3aperucTpMpoOBaHHYIO (IlepeperucTPUPOBAHHYIO) TPeAeIbHYI0 OTITYCKHYIO
1[leHYy BOCITPOU3BeIeHHOTO, 6110aHa/IOroBOro (61010406HOT0)
JIeKapCTBEHHOTrO mpernapara (6e3 yueta ¢OpMbI BBIITYCKa).

B cydae eciiu B paMKax 0JJHOTO TOPrOBOTO HaMeHOBaHMS
BOCITPOM3BEAEHHOI0, 6110aHAIOrOBOro (61MOIIOA0O0HOr0) JIEKAPCTBEHHOTO
Trperapara IleHOBOro cermeHTa cBaiiiie 100 py6sieit c yueToM U3MeHEHUST
TOProBOT'O HAaMMeHOBaHMSI JIeKapCTBEHHOTO Ipernapara ¢ OJJHO
JIeKapCTBEHHOJ (POpMOIi, TO3MPOBKOI M OBGIIMM KOJIMIECTBOM BO
BTOPUYHOI (ITOTPeOUTEe/IbCKOI) YTIIaKOBKe 3aperMCTPUPOBAHO HECKOJIBKO
NpeebHbIX OTITYCKHBIX 1[eH, IIpeie/ibHasl OTITyCKHas 1eHa AJ1s1 OAHOTO0 UJIN
HECKOJIbKMX ITPOM3BOAMTeNel (IIPOU3BOACTBEHHBIX IUIOMA0K
MIPOMU3BOANUTEST), YKa3aHHBIX B paMKaxX OJHOTO PerUCTPALMOHHOTO
YIOCTOBEPEHMSI, HE MOXKET ITPEBBINIATh MUHUMAIbHYIO U3 ITOCTe THUX
3aperMcTPMPOBAHHBIX MPeAeIbHbIX OTITYCKHBIX LIeH (C yUeTOM UX
repeperucTpanumn).

B ciyuae eciiv B paMKax OJJHOTO PETUCTPALIMMIOHHOTO YOOCTOBEPeHM S
JIEKapCTBEHHOTO Mperapara BOCIIPOU3BeAeHHbI, 6110aHaIOrOBBI
(61o1om00OHBINT) JIeKapCTBEHHBIN ITperapaT MPOU3BOAUTCS B TOCYAAPCTBE -
yyieHe EBpa3miicKoro SKOHOMMUYECKOT0 COK03a ¥ MHOCTPAHHBIM
MpOU3BOAMUTE/IEM, MMHUMAaJIbHASI U3 3aperuCTPUPOBAHHBIX MTPeleTbHbIX
OTITYCKHbIX 1I€H OMpeiessieTcsl C COXpaHeHueM IIPUHAIIeXXHOCTH
JleKapCTBEHHOTrO Mperapara K roCcy1apcTBy - wieHy EBpa3uiickoro
3KOHOMMYECKOT0 CO03a UJIM MHOCTPAaHHOMY IPOU3BOAUTEIIO.

40. B ciiydae eciu nipefiesibHas OTITyCKHAs LieHa Ha pedepeHTHbI
JIleKapCTBEHHbBIN ITpenapar He repeperuMcTpMpoBaHa B 06s13aTeIbHOM
IIOpsIIKe, pacyeT 1jeHbl Ha COOTBETCTBYIOIME BOCIIPOU3BEeIeHHEbIE,
6uoaHanorosbie (01OMOMOOHBIE) TeKaPCTBEHHbIE TIpernapaThl Ipu ee
006s13aTeJIbHOJ TTepeperucTpauyu ocyuiectsisiercss ®enepaabHoOi
AHTMMOHOTIONBLHO¥ CITYK0071 ¢ yuyeToM TpeGoBaHMI ITyHKTOB 25 - 27
Hacrosux [IpaBuil, a Takke HA OCHOBAaHUU MUHUMAIbHOM OTITYCKHOM
1[eHbI Tpou3BoaAUTeNs (06e3 yueTa MpOM3BOACTBEHHBIX IIJIOIIAL0K
IIPOU3BOLUTEIIS, HO C Y4€TOM PaCXO0B, CBSI3aHHBIX C TAMOKEHHbIM
odopmMiieHreM) Ha COOTBETCTBYIOIMI pedpepeHTHbBIN TeKapCTBeHHbI
rpenapar B MHOCTPAHHBIX FOCYLapCTBaX, yKa3aHHbIX B IpuiioxkeHun N 2 K



MeTozVKe, ¢ MpUMeHeHMeM MOoHVKaero kosbduiieHTa, 3HaUeHUS
KOTOPOTO OIPEeENSIOTCS B COOTBETCTBUM C TpUIoKeHreM N 5 K
HacTtosmuM [TpaBunam.

B cyyae oTcyTCTBMS 1eH Ha pedepeHTHbIN JieKapCTBEHHbIN Ipenapar B
MHOCTPaHHBIX TOCYAapCTBaxX, YKa3aHHbIX B IpuioxkeHnn N 2 K MeTOIMKe,
pacyeT I[eHbl Ha COOTBETCTBYIOIIME BOCIIPOM3BeIeHHbIe, 6/10aHAIOTOBbIE
(6MoI0100HbBIE) JTEKAPCTBEHHbIE ITPEeIapaThl OCYIIeCTB/ISIETCS
denepaibHOM aHTUMOHOIIOIBHOM CTY’K007 Ha OCHOBAaHMM MUHUMAaJIbHOM
OTITYCKHOJ1 1IeHbI ITPOM3BOAUTEJISI Ha 9TOT BOCIIPOU3BEAeHHbII,
61oaHaoroBbIi (6M0TI0I00HbINT) IeKapCTBEHHbIN Mperapar (6e3 yuera
MPOU3BOACTBEHHBIX IUIOIIAZIOK ITPOU3BOAUTEIS) IO MEXAYHAPOJHOMY
HeraTeHTOBAaHHOMY HaMeHOBaHMIO, TeKapCTBeHHO (hopMe U T03MpPOBKe
B MHOCTPaHHBIX rOCYAapCTBax, YKa3aHHbIX B IpuioxkeHun N 2 K MeTOIMKe.

41. MuHMCTEpPCTBO 3ApaBooxpaHeHus: Poccuiickoi @enepalivy o
ucteuenuu 70 paboumx mHeN co AHS BCTYILIEHUS B CMTY TIOCTaHOBJIEHUS
[IpaBuTenbcTBa Poccuiickoin @epepaiinm, ykKa3aHHOTO B ITYHKTE 3
Hactosiuux [IpaBui, HanpaBisieT B @efepanbHyI0 aHTMMOHOIIOJBHYIO
CJTY3KOY CICcOK pedepeHTHbIX JIeKapCTBEeHHbIX MPernapaTosB, Mpeie/ibHbie
OTITYCKHbIE 1[eHbl Ha KOTOPbIe 3apernCTPUPOBAHbI U BKIIOUEHDBI B pEECTp,
HO He 3asIBJIEHbI K 00513aTe/IbHOJ ITepeperucTpaim uin B 06s13aTeIbHOM
repeperucTpanum KOTOPbIX OTKa3aHO ABaXKAbl B COOTBETCTBUM C IYHKTAMU
11 n 12 HacTosamux IIpaBui, a TakKe repeyeHb COOTBETCTBYIOLINX UM
BOCITPOM3BEeAEeHHBIX, 0M10aHAIOTOBbIX (0MOITOI0OHBIX) JIEKAPCTBEHHBIX
TperapaTos, peaeabHble OTITYCKHbIE IeHbl HA KOTOpbIe
3aperMcTPUPOBAHbI ¥ BKITIOUEHbBI B PeecTp, CoJepKaluii Heo6xoaumoe st
MpUMeHeHMsI TTOHVKAIoIIero KoagduieHTa onmcaHme
BOCITPOM3BeIeHHBIX, 6110aHAIOTOBbIX (6MMOMON00HBIX) JTeKaPCTBEHHbIX
rperapaToB (HOMepP PeruMcTpalMOHHOTO YI0CTOBEPEHMSI IeKaPCTBEHHOTO
rperiapaTa, HaMMeHOBaHMeE BIaJle/iblia WK epsKaTess perucTpaluOHHOTO
YIOCTOBEpEeHMS JIeKapCTBEHHOTr O IperapaTa, HauMeHOBaHUS
MpoMU3BOAUTENEN (MMPOU3BOACTBEHHbIX IIOIAA0K MPOU3BOAUTEIS),
MeXIAyHapOLgHO€E HellaTeHTOBaHHOe HaMeHOBaHue (IIpU ero OTCYTCTBUU -
XUMMUYECKOE WM TPYIIIIMPOBOYHOE HaMMEeHOBaHMe), TOPrOBOe
HauMeHOBaHMe, JeKapCcTBeHHas popma, JO3UPOBKaA (KOHIeHTpaIus,
00beM, aKTMBHOCTb B €IMHUIIAX JeViICTBMS), BbIpaskeHHas B
COOTBETCTBYIOIIMX eIMHUIIAX M3MepeHMs, GopmMa BbIITyCKa, KOIMYECTBO B
MOTPEOUTENbCKO YIIaKOBKe, TTOC/IeIHSIS TpeiebHas OTITYCKHAs 1ieHa ¢



yKa3aHMeM AaThbl U HOMepa Ipukasa MuHNUCTepCTBa 34paBOOXpaHEeHUS
Poccuiickoit ®enepauiiut 0 perucTpanun Uiu nepepeructTpauumn
IpefesibHOM OTITYCKHO LIeHbl Ha JIeKapCTBEHHbIN Iperapar U (M) JaTbl U
HOMepa BBIIIUCKYU U3 peecTpa, BbIAAaHHOM BIaZelblly UK IepKaTesto
perncTpauMoOHHOr0 yA0CTOBEPEHMS JIEKapCTBEHHOTIO Ipernapara 1o
pe3yibTaTaM BHECEHUS U3MEHEeHUI B peeCTPOBYIO 3aII1Ch peecTpa,
HITPUXOBOJ KO/, HAHECEHHBI Ha BTOPUUYHYIO (IIOTPEeOUTEHCKYIO)
YIIaKOBKY JIEKapCTBEHHOTO TIperapara), Ha 6yMaskHOM HOCUTeJIe U B
3JIEKTPOHHOM BUJie B Tab/MMuHOM opmare.

42. denepasbHast aHTMMOHOIIOIbHAS CTyk0a B TeueHme 60 paboumx mHei
CO IHA nonydyeHus oT MuHMUCTepCTBa 34 paBooxpaHeHus Poccuiickoin
denepauyy cBeleHU, IIpelyCMOTPEHHBIX ITYHKTOM 41 HaCTOSIINX
[TpaBui, IpOBOOUT B COOTBETCTBUM € HacTossmumu [Ipasunamu n
MeTOJMKOI pacyeT IpeaebHbIX OTITYCKHBIX 1leH Ha BOCIIPOM3BeleHHbIE,
61noaHamorosblie (6MOMO00HbBIE) IEKAPCTBEHHbIE TTPEIapaThl, COMepsKaIIit
MH(OpMaIIo 0 HOMepe PerMCcTPaLMOHHOTO YI0CTOBEpeHUS
JIeKapCTBEHHOTIO [Ipeliapara, HAMMEeHOBaHUM Bllafieblia UK JepsKaTes
perucTpauyMoHHOTO YAO0CTOBEPeHMS IeKapCTBEHHOrO IIpernapara,
HaMMEeHOBaHMSIX IPOU3BOAUTEJIeN (TPOMU3BOACTBEHHBIX IIIOILAI0K
MPOU3BOAUTES), MEXXIYHAPOSHOM HEMMaTeHTOBAHHOM HaMeHOBaHUU
(TIp¥ ero OTCYTCTBUM - XMMUUYECKOM U/ IPYIIIVPOBOYHOM
HaMeHOBaHMM), TOPTOBOM HaIMeHOBaHUM, JIeKapCTBEHHO hopMe,
I03MPOBKe (KOHILIEHTpaLyu, 06’bemMe, aKTUBHOCTY B eAMHUIIAX IeCTBUS),
dbopme BbITYCKa, KOJIMYECTBE B IIOTPEOUTETHCKON YIIAaKOBKE, ITPEIeIbHOIA
OTIYCKHOJ IleHe, paccuMTaHHOV PemepanbHO aHTMMOHOMOAbHOM
CITyk0071, ITPUXOBOM KOJle, HAHeCeHHOM Ha BTOPUYHYIO
(MTOTPebUTENbCKYIO) YITAKOBKY JIEKAPCTBEHHOTO mpenapaTta. OgHOBpeMEeHHO
depnepanbHast aHTMMOHOIIONbHAS CY)K6a MyOIMKYeT YKa3aHHbBIM pacyeT Ha
cBoeM ouiMabHOM caiiTe B ceT "VIHTepHeT" 1 HampaBJiseT ero B
MuHucTepcTBO 3paBooxpaHeHus Poccuiickoit @enepanyy Ha 6yMakHOM
HOCHTeJIe U B 9JIEKTPOHHOM Bue B TabM4HOM dopmare.

43. IIpu ipencTaBiieHUM JepsKaTeleM WUIN BlagesblieM perucTPalMOHHOIO
yIocToBepeHus: pedepeHTHOrO JJeKapCTBEHHOTO Iperapara
(YIIOTHOMOYEHHBIM UM JIULIOM) B MMHUCTEPCTBO 34, paBOOXpPaHeHUs
Poccuiickoit ®enepatiiyt JOKYMEHTOB B COOTBETCTBUM C ITYHKTOM 4
HacTtosmux [IpaBui rmociie HanpasieHUI MUHUCTEPCTBOM
3npaBooxpaHeHus: Poccuiickoit @epepanyy [OKyMeHTOB B @efepaibHYIO



AHTMMOHOTIOJbHYIO CJTY3KOY B COOTBETCTBUM C ITyHKTOM 41 HaCTOSIIIUX
[TpaBwii, 3a UCK/IIOUEHMEM C/Ty4asi, IPeIyCMOTPEHHOTO IMyHKTOM 16
HacTosmux IIpaBui, 3asiBJIeHHAs K 00sI13aTeIbHO ITepeperucTpanmn
rpefebHasI OTITYCKHAs IleHa Ha pedepeHTHbI JIeKapCTBEHHbIN ITpernapaT
He MOXeT IIPeBbIIaTh MAaKCUMAJIbHYIO [IepeperncTpMpPOBaHHYIO B
00s13aTeIbHOM IOPSIAKE MpeIeIbHYI0 OTITYyCKHYIO IIeHY Ha
COOTBETCTBYIOIINMII BOCIIPOMU3BEI€HHbBII, 0110aHAIOTOBbIN (61MOTOI00HBII)
JIeKapCTBeHHbI Iperapar.

[Tpunosxkenne N 1

K [IpaBusiam 06s13aTeIbHOI MepeperncTpanum
B 2019 - 2020 rogax 3aperuMcTpMpoBaHHBIX
NpeJie/IbHBIX OTITYCKHBIX I1€H TPOU3BOAUTENEI]
Ha JIeKapCTBeHHbIe IIperapaThl, BKIOUYeHHbIe
B IlepeveHb KM3HEHHO HeOOXO0IMMbIX

Y BOXKHEMIINX JTeKapCTBEHHbIX MpernapaTon

(bopma)

3AABJIEHUNE
06 ob6azaTenbHoOM nepeperncTpaunm B 2019 - 2020 rogax
3aperncTpupoBaHHON NpenesibHON OTNYCKHOW LLeHbI MPOUN3BO,
Ha ped)epeHTHbIN NeKapCTBEHHbIN npenapaT, BKJAYEHHbIV
B Nepe4YyeHb XXU3HEHHO HeoOX0AMMbIX U Ba>KHenLWmnX
NleKapCTBEHHbIX NpernapaTos

3adaBuTesNb
(HanMeHoBaHMeE, NOYTOBLIN aApec, aapec 3/1IeKTPOHHOW M

HdepxaTens wWan BRageney perncTpaunoHHOro yaooCTOBEpPEHUS

npenapaTa
(HanmeHoBaHWe, NOYTOBLIM aapec, aapec 3IEKTPOHHON I




N | Cragus [Tpoussogutens | Aapec | CTpaHa
I/T | TIPOU3BOACTBA | (HAMMEHOBaHUE)

st poccuiickux
IOpUANYECKUX JIU
MIeHTUdUKALMO]
HOMep
HaJIOTOIJIaTeJIbII]
JIJISI UHOCTPaHHBL
IOpUANYECKUX TN
KOJ,
HaJIOTOIJIaTebII]
B CTpaHe PerucTp
(MHKOpHIOpauumn)
ero aHajor

N | Howmep MexxkoyHaponHoe | Toprosoe JlekapcTBe
I/TI | perucTpaIMOHHOrO | HeIaTeHTOBAaHHOe, | HAMMeHOBaHMe | dopma,
YA,0CTOBEPEHMS WIn IO3UPOBKe
TPYIIXPOBOYHOE, KOMILJIEKT)
WU XMMUUECcKoe <E>
HalMeHOBaHMe
<FES
1 2 3 4 5
YII0JIHOMOUYEHHOE
JIALI0
(¢.n.0.) | | (momKHOCTD) (mopmuco)
KoHTakTHbIE Appec 371eKTPOHHOM
TesieOHbI TTOYThI
M.II. (1ipy HaMUUUN)




<*> B ¢lygae oTCyTCTBUSI MeKIYHAPOIHOTO HEITaTeHTOBAaHHOTO
HaMMeHOBaHMS B PErMCTPAILMOHHOM YA 0CTOBEPEeH JIeKapCTBEHHOTO
npernapara yKa3bIlBaeTcs HaMeHOBaHMe JIeKapCTBeHHOTO Mperapara,
MpeIyCMOTPEHHOE TTIepeyHeM XKM3HEHHO HeOOXOIMMBbIX Y BasKHEMIINX
JIeKapCTBEHHbIX MPernaparTos.

<**> B ciy4dasix, peagycMOTPeHHbIX TyHKTOM 25 [IpaBusi rocyapCTBeHHOI
perucTpauum u rnepeperucrpauym npefeabHbIX OTITYCKHBIX LIeH
MpOM3BOAMTE e Ha JiIeKapCTBeHHbIe TIperapaThl, BKIOUEeHHbIe B lepeuyeHb
SKM3HEHHO HeOOXOAVMBIX M BasKHEMIINX JIeKapCTBEHHBIX ITPeIapaTos,
YTBEPXKIEHHBIX ITOCTaHOBIeHMeM [IpaBuTtenbcTBa Poccuiickon @enepanm
oT 29 okTs16ps 2010 1. N 865 "O rocymapCTBEHHOM peryJIMpoOBaHUM IIeH Ha
JleKapCTBEeHHbIe Mperaparhbl, BKIIOUeHHbIe B ITepevyeHb KM3HEHHO
HEOOXOAMMBIX M BasKHEMIINX JIeKapCTBEHHBIX ITperapaToB”,
JIOTIOTHUTEJIbHO yKa3biBaeTcsl (popma BbIMTyCcKa JIeKapCTBEHHOTO ITpernapara,
C yUeTOM KOTOPOI pacCUMUThIBAETCS MpefeibHas OTIYCKHAs LieHa
MIPOM3BONTES 3a IOTPEOUTEIBCKYIO YIIaKOBKY JIeKapCTBEHHOTO
npenapara.

[Tpunoxenwne N 2

K [IpaBuiam 006s13aTeIbHOI TTepeperucTparum
B 2019 - 2020 rogax 3aperucTpMpoOBaHHbIX
NpeneibHbIX OTIYCKHbBIX 1I€H MPOMU3BOAUTENE
Ha JIeKapCTBEHHbIE ITpernapaThl, BKIIOUEeHHbIe
B IlepeueHb KM3HeHHO He00X0MMBbIX

Y BaXKHEMIINX TeKapCTBEHHbIX MpernapaToB

(bopma)

PACHET
npenesnbHON OTANYCKHOW LLeHbl MPON3BOANTENA Ha pedpepeHT
NleKapCTBEHHbIN NMpenapaT, npeacraBngeMon ons obasartent
nepepernctpaumm B 2019 - 2020 rogax

(HauMeHOBaHMe opraHM3aumu - 3aaBUTeNs)

1. CBegeHunsa o0 nekapCTBEHHOM rMnpenapaTe

1.1. | Homep perucTpanOHHOrO YIOCTOBEPEHUS




1.2. ME)K,ELYHapO)lHOQ HEIMaTeHTOBAaHHOE, MM I'PDYIIIIMPOBOYHOE, NN
XMMHM4YeCKoe HaMMEeHOBaHIe

1.3. | ToproBoe HaMMeHOBaHMe

1.4. | JlekapcTBeHHas ¢hopMa, JO3MPOBKA MM KOHILIEHTPAIMs, 00beM,
AKTMBHOCTD B € JMHUIIAX JEMCTBUS

1.5. | O61ee KOIMYECTBO BO BTOPUYHOI (TTOTPEOUTENBCKOIT) YIIAKOBKE

2. PacyeT ueHbl

N Kon | MunHumanbHas IIpoekT HeiicTByromas
/o | TH OTITyCKHAa4 1leHa OTITYCKHOM | CTaBKa
B3]l | mpousBoauTesns Ha 1IeHbI TaMOXXeHHO
EADC | nekapcTBeHHbIN "IOCTaBKa | IMOLIIMHBI <**>
mperapar B rocygapcTse | 6e3
MPOU3BOAUTENIS U B OILJIaThI
JIPYIUX roCcyapCcTBax B MOLJIMHBL"
COOTBETCTBUM C (pybiein)
npunoxenuem N 3 <*> <HES
HaMeHOBaHMe | lleHa MIPOLIEHTOB | pybJIeit
CTpaHbI (py6ieir)
1 2 3 4 5 6 7

<*> YKa3blBalOTCA MUHUMasIbHOe 3Ha4YeHne u3 rpadeol "PacyeT o
pybnax" m rocynapcTtBo, LeHa B KOTOPOM MWCMoJsib30Banacb ONs
npunoxenma N 3 K MNpaBuiam obsa3aTenbHON NepeperncTpaymn B
3aperncTpmpoBaHHbIX NpefesibHblX OTMYCKHbIX LLeH NMpon3soanTen
npenapaTbl, BKJIIOYEHHbIE B MNepevyeHb XWU3HEHHO HeobxoauME
NIeKapCTBEHHbIX MnpernapaTtoB, YTBEpPXAEHHbIM MoCTaHOBJIEHUE!
Poccunckon ®epepaunn oT 16 aekabpsa 2019 r. N 1683 "O BHecet
HekoTopble akTbl [lpaBuTenbcTBa Poccunckonm dengepaynm B H4acT
perncrtpaumm n nepeperucTpaumn rnpepenbHbiX OTMYCKHbIX LeH
npenapaTbl, BKJIOYEHHbIE B MNepevyeHb XXU3HEHHO HeobxoAuME



JleKapCTBEHHbIX NpenapaTos".

<**> He 3anonHaeTCca O/ JIeKapCTBEHHbIX npenapaToB nj
rocyfapcrtea - 4seHa EBpPa3smMnMCKOro 3KOHOMMYECKOro Cok3a U .
npenapaTtoB MHOCTPAHHOI O NMPOU3BOACTBA, NepBUYHaa N (Un) BTC

KOTOPbIX OCYLLUEeCTBAAETCA WU TJIaHUPYEeTCA OCYLLeCTBIATbLCSA
depepaunun.

PykoBogurenb
OpraHu3alum-3asiBUTeJIsI

(mommuce) | | (d.m.0.) | | (Tenedon, anpec
3JIEKTPOHHOI
IIOYTHI)

M.II. (1ipy HaMUUUN)

Hcnonuurenb

(mopgmuce) | |(b.n.0.) | | (tenedon, agpec
3JIEKTPOHHO
TI0YTHI)

[Tpunoxkenne N 3

K [IpaBuiam 00s13aTe/IbHOI TTepeperucTparum
B 2019 - 2020 rogax 3aperucTpMpoOBaHHbIX
MpeneibHbIX OTITYCKHbBIX 1I€H MPOMU3BOAUTENEN
Ha JieKapCTBEHHbIe ITpenapaThl, BKIIIDYEHHbIe
B IlepeueHb KM3HeHHO He00X0MMBbIX

" BOXKHEMIINX TeKapCTBEHHbIX MTpernapaToB

(bopma)

NH®OPMALINA
0 MUHMMaJIbHbIX OTMAYCKHbIX LleHax Ha JIEKapCTBEHHbIV npen
B MHOCTPAHHbIX rocyapcTBax

CBefeHVs 0 NeKapCTBEHHOM npenapaTe

1.1. | Homep perucTpanuoOHHOrO yA0CTOBEPEeHUS




1.2. | MexxnyHapoHOe HenmaTeHTOBAaHHOE, UJIY IPYIIIMPOBOYHOE, UIN
XUMMUYECKOe HaMeHOBaHue
1.3. | ToproBoe HaMMeHOBaHMe
1.4. | JlekapcTBeHHas ¢hopMa, JO3MPOBKA MM KOHILIEHTPAIMs, 00beM,
aKTUBHOCTb B eAVHULIAX AeCTBUS

1.5. | O61ee KOIMYECTBO BO BTOPUYHOI (TTOTPEOUTENBCKOIT) YIIAKOBKE

l'ocynmapcTBa OTmyckHas OTmyckHas OTmyckHas Hai
LleHa LleHa LeHa 1705 (
TIPOU3BOAUTENIS | IPOU3BOAUTENS | IPOU3BOLUTENIS | BaJ
Ha Ha Ha
JIEKapCTBEHHBLI | JIeKAPCTBEHHBI | JIeKAPCTBEHHBI
rpermnapar 3a npenapat 3a 1l | mpemapar 3a
YIIaKOBKY (B JIEKapPCTBEHHYIO | e IUHULLY
MHOCTpPaHHOM! dbopmy (B IeJiICTBYIOILLETO
BaJIIOTE) MHOCTPaHHOM BelecTsa (B

BaJIlOTE) <*> MHOCTPaHHOM
Ba/IIOTE) <™ *>

Benrpusa

I'peueckas

Pecrry6mka

KoponeBcTBO

benbrus

KoponeBcTBO

Ucnanng

KoponeBcTBO

Hunepnanmos

Pecrnry6mKka

[Tonbuia

PymMmbiHuMs




CnoBaiikas
Pecry6sinka

Typenkasa
Pecny6sinka

®paHIy3cKas
Pecnry61mka

Yemnickas
Pecrry61mka

CrpaHa
MIPOU3BOAUTENS

<*> PaccuyuTbiBaeTCH B ciydae obsa3aTenibHOM nepeperncrpaum
rogax npepesibHOM OTMYCKHOM LEeHbl Ha JIeKapCTBEHHbIM npene
NeKapCTBEHHbLIX (POPM B NOTPebUTENbCKON yrNakoBKe (KONYeCTB!
06beM) KOTOPOro OTCYTCTBYET B OTAEJIbHbIX FOCyAapCTBaXx.

<**> PaCCYUTLIBAETCS B C/ly4ae obsA3aTeNbHOM nepeperncrpauy
rogax npepnesibHOM OTMNYCKHOM LEeHbl Ha JiIeKapCTBEHHbIN npenag
KOTOpas OTCYTCTBYeT B OTAe/ibHbIX rocypapcteBax. B pacyeTe H
6avxanwme CMexXHble [03MPOBKW, MpeBbialowme O03UPOoB
JIeKapCTBEHHOro rnpenapaTa, NpegHa3Ha4YeHHOoro 419 NPpUMEeHeHN:
npakTuke (Ha OCHOBaHUWM CBeAEHUN WHCTPYKLUW N0 MeOULUHCKI
bonee yem B 2 pasa.

<*¥*> [lepecyeT UEHbl B MHOCTPaHHOW BaTe B pybam ocyLl
cpefHeMy KypCy COOTBETCTBYHOLLEN WMHOCTPAHHOM BaslOTbl K p)
depepaumnmn, yctaHoBneHHoMy LieHTpanbHbIM BaHkOM Poccumnckor
roa.

MpumeyaHne. B cny4ae ecnm uUeHbl B OTAE/IbHbIX CTpaHax onp
OCHOBE MEXIOoCYyAAapPCTBEHHbIX COralleHnn Mo Bonpocal
NleKapCTBEHHOro npernapaTta, HeobxoAMMO YyKasaTb OCC
dopMupoBaHMUa 3TUX UeH. [1pn 3TOM HE Y4YUTbIBAOTCH L
NleKapCTBEHHbIe MpenapaTbl, MOCTaBAsAEMble 3a CYET Mex
dnHaHCOBbLIX opraHm3aumnn (cboHAOB) MO peweHunio B
opraHusaunm 3apaBooXpaHeHUs.



PykoBoguTenb
OpraHm3anun-3asiBUTES

(mommuce) | | (d.n.0.) | | (Tenedon, anpec
3JIEKTPOHHOM
T10YTHI)

M.II. (ripy HaMU4UUN)

Ucmnonuurenb

(mommuck) | | (d.n.0.) | | (Tenedon, anpec
3JIEKTPOHHOM
TIOYThI)

[Tpunoxenue N 4

K [IpaBuam 06s13aTe/IbHOI IMepepernucTpanun
B 2019 - 2020 rogax 3aperucTpMpoOBaHHBIX
Npene/ibHbIX OTITYCKHbBIX LI€H MTPOU3BOAUTENEN
Ha JieKapCTBEHHbIE ITpenapaThl, BKIIIDYEHHbIE
B IlepeueHb KM3HEHHO He0OX0IMMBbIX

Y BXKHENIINX TeKapCTBEHHbIX MpernapaTon

CBEOEHUA
0 HaN4Ynn 3aperncTpupoBaHHbIX NMpeaesibHbIX OTMYCKHbIX L
3aABJIIEMOr0 JIEKapPCTBEHHOIro NpenapaTa

(HanmeHoBaHWe opraHn3aumn-3asaBnTens)

|. CBegeHnsa o IeKapCTBEHHOM MNpenapaTe

1.1. | Homep perucTpanoOHHOro yI0CTOBEepEeHUS

1.2. | MexxnyHapoHOe HelmaTeHTOBaHHOE, UM IPYIIIMPOBOYHOE, UIN
XUMMUYEeCKOoe HaMeHOBaHue

1.3. | ToproBoe HaMeHOBaHe

1.4. | JlekapcTBeHHas ¢opMa, JO3MPOBKA MJIM KOHIIEHTpaIsI, 00beM,

dKTMBHOCTDb B € IMHUIIaX ﬂeﬁCTBMﬂ




1.5.

OG6I111ee KOIMYeCTBO BO BTOPMUYHOI (TTIOTPEOUTEbCKOI) YITaKOBKe

Il. PacyeT ueHbl

N | Bnagener JlekapctBeHHas | KonnuecTBo B Homep u ¢
II/TI | permcTpaloHHoro | popma, MOTPEeOUTENBCKOI | TIpMKa3a o
YAO0CTOBEPEHMS IO3UPOBKa yIIaKOBKeE roCygapCTB
JIEKapCTBEHHOT' 0 perucTpaiil
rnperiapara (TIepepermc
(IpOMU3BOOUTED, rpenebHO
YITaKOBII UK, OTITyCKHO¥
opraHmusanus,
OCYIIeCTBIISIIOILAs
BBIITYCKAIOIINIA
KOHTPOJIb)
1 2 3 4 5
PykoBonmurens
OpraHM3aluum-3asiBUTEIISI
(mopgmuce) | |(b.n.0.) | | (tenedon, agpec
3JIEKTPOHHO
TI0YTHI)
M.IL. (mpu Hamnumun)
UcnonuuTenn
(mommuce) | | (d.m.0.) | | (Tenedon, ampec
3JIEKTPOHHOI
IIOYTHI)

[Tpunoxkenne N 5

K [IpaBusiam 06s13aTeIbHOI MepeperncTpanum
B 2019 - 2020 romax 3aperncTpMpoOBaHHbIX
NpeJie/IbHBIX OTITYCKHBIX I1€H TPOMU3BOAUTENe
Ha JIeKapCTBEeHHbBIE TpernapaTshl, BKIYEeHHbIE



B IIepeyeHb )XM3HEHHO H€O6XO,I[I/IMI)IX
U BasKHEMIINX JIEKapCTBEHHDBIX ITPEIIapaTOB

®OPMYVJIbI
PACYETA ITOHMXAIOINX KOSOOPUIWEHTOB, IPUMEHSAEMbBIX
TP OBA3ATEJIbHOM IEPEPETUCTPAILIAU B 2019 - 2020 TOZIAX
[IPEJIEJIbHBIX OTITY CKHBIX LIEH [TPOM3BOOUTEEN
HA BOCITPOM3BEJEHHBIE, BMOAHAJIOT'OBBIE
(BMOITOJOBHBIE) IEKAPCTBEHHBIE TTPEITAPATDI

pybsieit

3apeructpupoBaHHas | [ToHmkaomuii KO3hGUIMEHT [ToHMKAIOIINIA 1

npenenbHas IJIs1 pacueTa IleHbl Ha L7 pacyeTa liel

OTITyCKHas 1ieHa 3a BOCITPOM3BeAeHHbIN 610aHaIOTOBbIV

MOTPEOUTENIbCKYIO JIeKapCTBeHHbIN npernapar, Ko JIeKapCTBEHHbLV

YIIaKOBKY

pedepeHTHOrO MPOU3BOJANTENS | MHOCTPAHHOTO | TPOM3BOAUTES

JIeKapCTBEHHOTO rocygapcTaa - HEOI/IBBO,I[CTBa rocymapcTBa -

npenapara, Lped wieHa <ESS wiena

(py6rieit) EBpasuiickoro MIPOLIEHTOB EBpasurickoro
9KOHOMMYECKOTO 9KOHOMMYECKOT
C0103a, COM03a,
MPOIIEHTOB MPOILIEHTOB

o 100 pyb6ieii 0 0 0

(BKJIIOUUTEJIBHO)

ot 100 py6aeit mo 500 | 0 4x 0

py6ueii (LUped)0,24 -

(BRJIIOUMTE/ILHO) 10

ot 500 py6eit mo 3,6 x (Llped)0,23 |4 x 0,6 x (Uped)0,3-

100000 pyb6ueit - 10 (Uped)0,24- |-5

(BKITIOUMTEIBHO) 10

cebie 100000 40 55 25

<E> HeKapCTBeHHbIe mperapaTbl MHOCTPAaHHOTO IIPpOM3BOACTBA, B TOM UNCJIe



TepBUYHas U (M) BTOPUYHAS YITAKOBKA KOTOPBIX OCYLLECTBJISIETCS WU
TUIAHUPYETCS OCYIIeCTBAIThCS B Poccuiickoit @enepanuu.

YTBepKaeHbI

ITocranoBneHuem IIpaBuTebCTBA
Poccuiickoi @engepann

ot 29 okts6ps 2010 r. N 865

[TPABUNJIA
BEOEHUSA T'OCYIJAPCTBEHHOI'O PEECTPA ITPEJEJIBHBIX OTITY CKHBIX
LIEH
TTPOU3BOJINTEJIEN HA IEKAPCTBEHHBIE ITPETTAPATDI, BKJIIOUEHHBIE
B INIEPEYEHD JKU3HEHHO HEOBXOJMMBIX Y BAXKHENIIINX
JIEKAPCTBEHHBIX ITPEITAPATOB

1. Hacrosiuime IIpaBuia ycTaHaBAMBAIOT MOPSIAOK BeIeHUS
roCylapCTBEHHOI'O peecTpa IpeebHbIX OTITYCKHBIX 11€H ITPOU3BOAUTENEN
Ha JIeKapCTBEHHbIE TIperapaThl, BKIOUEHHbIE B IIepeuyeHb KM3HEHHO
HeOOXOIMMbBIX U BaXKHEMIIIMX JIeKapCTBEHHBIX ITPernapaToB (Jaiee - peecTp).

2. Peectp siBnsieTcst pemepasibHOM MHPOPMAILIMOHHOM CUCTEMOIA,
comepkalei CBeleHNs 0 roCyIapCTBEHHON perucTpanum npeaeabHbIX
OTITYCKHBIX 1IeH TIPOM3BOAMTEei Ha JieKapCTBeHHbIe Tpernaparhl,
BKJIIOUEHHbIE B IIepeueHb KM3HEHHO HeOOXOIMMbIX ¥ BasKHEMIINX
JIeKapCTBEHHbIX IMperapaToB (Jajee - ieKapCTBEHHbIe MperapaThI).

3. PeecTp BemeTcsa MMHUCTEPCTBOM 34 paBOOXpaHeHMs Poccuiickoin
®demepaliy B 3JIEKTPOHHOM BUJiE C TIpUMEHEeHUeM aBTOMAaTU3UPOBAHHOMN
CUCTEMBI ITyTEM BHECEHUSI B peeCTp pPeeCTPOBBIX 3amucei.

4. BemeHue peecTpa OCYIIECTBISIETCS B COOTBETCTBUM C €IUHBIMU
OpraHM3alYOHHBIMY, METOI0JIOTMUYECKMMM Y ITPOrPaMMHO-TEXHUUECKUMU
MPUHIMIIAMM, 06eCIIeuBaloIIIMy COBMECTMMOCTD M B3aMIMO/IeiICTBIE
peecTpa ¢ MHbIMU DeaeparbHbIMU MH(POPMAIIMOHHBIMU CUCTEMAMMU U
CeTSIMU.

5. PeecTpoBast 3ammch 0 TOCYIapCTBEHHON PerucTpanum
(mepeperucTpanyun), 06s13aTeabHoi nepepeructpanuy B 2019 - 2020 rogax
rpefesibHOM OTITYCKHO LIeHbl MPOM3BOAUTEISI Ha JIEKapPCTBEHHbI
npenapar (gajiee - peeCTpoBasi 3alMCh) COAEPXKUT CIeAyIol e CBeIeHUS:



a) HauMeHOBaHMe iepkaTess UK Biagenblia perucTpauMOHHOro

YO OCTOBEPEHMS JIeKAapCTBEHHOTO MperapaTa, HauMeHOBaHue
IIPOU3BOAMTEIS JIEKAPCTBEHHOTIO IIpernapara, CBejleHs O perucrpauumn
JepykaTess WIM Bllafelblia PerncTPalMOHHOIO YA,0CTOBEePEeHNS
JIeKapCTBEHHOT0 Iperapara B KaueCTBe HaJIOroIjaTe/lbIlIKa, CBeIeH s O
perucTpauuu mpomus3BOAUTEIS IeKapCTBEHHOTO Ipernapara Ojis
MeIVLVHCKOIO IIPMMeHeHMs B KaueCTBe HAJIOroIulaTe/lblliKa B CTpaHe
peructpauum (Aj1s1 POCCUMCKUX I0PUINYECKUX JIUIT - UTEHTUPUKALIMOHHBI
HoMep HanoromnaaTtensiiyka (MHH), nasg MHOCTpaHHBIX I0PUAMYECKUX JIUL, -
CTpaHa perucTpauuy, HaMMeHOBaHMe PeruCTPUPYIOIEero opraHa,
perucTpaluoHHbI HOMED, KO, HaJOroIiaTeabluKa B CTpaHe
perucTpauuy (MHKOPIIOpalun) UK €ero aHaJIoT), MeCTO HaXOXAeHUSs
IIPOU3BOACTBEHHBIX IUIOIAZIOK, YUACTBYIOIIMX B IIPOLiecce IMPOU3BOLCTBA
JIeKapCTBEHHOT0 Iperapara, ¢ ykazaHueM CTaguu rmpolecca Ipomu3BOACTBa;

6) HaMMeHOBaHMe JIeKapCTBEHHOTO MpernapaTa (MeskayHapOgHOe
HeraTeHTOBaHHOe, WIN TPYIIIMPOBOYHOE, WJIM XMMUUYECKOe ¥ TOProBoe
HaMeHOBaHMs), a B C/Tyyae OTCYTCTBYSI MEXIYHAapOAHOIO
HernaTeHTOBAHHOIO HAaMMEHOBAHMS - HaMMeHOBaHMe, B COOTBETCTBUM C
KOTOPBIM JIEKaPCTBEHHBIN IIperapaT BKIIOUEH B IIepeUeHb KM3HEHHO
HEeOOXOAVMBIX ¥ BaKHEIINX JIEKapCTBEHHbBIX IIPeIrapaToB;

B) HOMeD PerMCTPalYOHHOTO YIOCTOBE PeH s JIeKapCTBEHHOTO Iperapara;

r) 1ekapcTBeHHas hopMa € yKka3aHMeM JO03MPOBKY JIEKAPCTBEHHOTO
rperapara " ero KoJimuecTBa BO BTOPUUHOI (TOTPe6UTENbCKOI) yITaKOBKeE,
a TaK’Ke KOMILIEKTHOCTbD;

Il) 3aperucTpupoBaHHas pefesibHasi OTIYCKHAS LieHa IIPOMU3BOAUTES Ha
JleKapCTBEeHHbIi Mpenapar B pyosisx;

e) Jara u HoMmep npukasa MuHmucTepcTBa 34paBooxpaHeHuns Poccuiickoi
®demepaliiy 0 TOCYAAPCTBEHHOI perucTpalnu (mepeperucrpanmn),
obs13aTenpHOI nepepeructpanyy B 2019 - 2020 romax rpeaeabHOM
OTITYCKHOJ LIeHbI [TPOM3BOAUTEISI HA JIEKAPCTBEHHBII IIperapar;

e(1)) mata u HOMep npuKa3a MuHKMCTEPCTBA 3IpaBOOXpaHeHns1 Poccniickoi
depepaiiuy 06 YCTaHOBJIEHUM TIPeeTbHOM OTITYCKHO I€HBI
MIPOVM3BOAUTEIS Ha JIEKAapCTBEHHBIN MperapaT B COOTBETCTBUY C YaCThIO 9
craTby 61 demepasbHOTO 3aKOHA "O6 0OpalleHMM JIeKapCTBEHHbIX



CpeJICTB";

3K) HITPUXOBOI KO/, HAHECEeHHbI Ha BTOPMUUYHYIO (ITIOTPeOUTETbCKYIO)
YIIAaKOBKY JIEKAPCTBEHHOTO Iperapara;

3) KOJI, IeKapCTBEHHOrO0 Mpernapara o aHaTOMO-TepaneBTU4YeCcKo-
XMMMYEeCKOM Kinaccudurammm, peKoOMeHI0BaHHOM BceMupHOii
opraHusalmeii 3IpaBoOXpaHeHMsI.

6. BHeceHMe B peeCTp peeCTpOBOI1 3alIMCU OCYILECTBIISIETCS HA OCHOBAHUM
CBeleHW, IM0JIyYeHHBIX IIPYU FOCYLapCTBEHHON perncTpauumn
(mepeperucTpauum), 0o6si3aTenbHoi nepeperucrpauyu B 2019 - 2020 romax
TpeeabHOM OTITYCKHO 1IeHbl IPOU3BOAUTES Ha JIEKAPCTBEHHbIN
rpenapar, B TeueHue 1 pabouero gHS CO THS:

MIPUHSITUS PEllIeHMsI O TOCYIapCTBEHHO perucTpanym rnpeeabHoi
OTITYCKHOI4 1]eHbI IPOM3BOAUTEISI Ha JIeKapCTBEHHbI Mpernapar;

MIPUHSTUS PellleHNsI O TepeperucTpauu mpeaeabHoi OTITYCKHOM 1eHbI
MIPOV3BOANTEJISI HAa JIeKAapCTBEHHbBIN Mpernapar;

MIPUHSITUS pelieHust 06 06si3aTenbHOI repepeructparyuy B 2019 - 2020
rojax rnpeeabHONM OTITYCKHOM 11eHbl [IPOU3BOAUTES Ha JIEKAPCTBEHHbIN
rperiapar;

NPUHITUS MUHUCTEPCTBOM 3ipaBooxpaHeHus Poccuiickoi @enepanum
pelieHus1 00 yCTaHOBJIEHUM TIPe/ieIbHOM OTITYCKHOJ 1[eHbl TPOU3BOAUTEIS
Ha JIeKapCTBEHHbIN IMperapaT B COOTBETCTBUM C YaCThI0 9 cTaThy 61
denmepanbHOro 3aKoHa "O6 0OpaleHNM JIeKAPCTBEHHbBIX CPEACTB" .

[Tpu rocymapCcTBEHHOI ITepeperucTpalyy peecTpoBast 3ammuch o
roCyIapCTBEHHO perMcTpanyy 3apermcTpMpoOBaHHOI MpeebHOM
OTITYCKHOJ I[eHbI IIPOM3BOAUTEJISI Ha JIeKapCTBEHHbBIN MTpernapar
IOTIOJTHSIETCSI HOMEPOM U [IaTOi pellleHus O TlepeperncTpanyum mpeaenbHoii
OTIYCKHOJ II€HbI ITPOM3BOIUTEIS Ha JIEKapCTBEHHbIN Mpernapar.

IIpu ipuHSITUM MUHUCTEPCTBOM 31paBooxpaHeHus Poccuiickoi
demepalyiy peleHusi 0 mepeperucTpauym, o6s3aTeIbHOM
nepeperucrpanyu B 2019 - 2020 romax npemeabHONM OTITYCKHOJ 1IeHbI
MpOM3BOAMUTEJISI Ha JIeKapCTBEHHbIN IpenapaT COOTBETCTBYIOLIAS
MHbOopMals BHOCUTCS B peeCTPOBYIO 3aMMCh C yKazaHMeM HoMepa U 1aThbl



peleHus O IepeperucTpanmn, oos13aTeNbHOI nepepeructpauyu B 2019 -
2020 ropmax.

7. BHeceHMe M3MeHeHl B peecCTpOBYIO 3aIlIMCh OCYIIECTBJ/ISIETCS B YaCTH:

M3MeHeHMs CBeJeHUI O perncTpauyuy gepskaresis Uin Biaajenblia
perncTpauMoOHHOr0 yA0CTOBEPEHMS JIEKapCTBEHHOIO ITpernapara B KaueCTBe
HaJIOTOIJIaTeNbIIMKA (A1 POCCUMACKUX OPUANYECKUX JINL] -
MaeHTUUKAIMOHHBI HOMep Hanoromiatenbika (MHH), nis
MHOCTPAHHBIX IOPUAMYECKUX JIUIL - CTPAHA PErucTpanu, HaMMeHOBaHe
perncTpupyrouiero oprala, permCTpalOHHbI HOMep, KOZ,
HaJIOTOIJIaTe/IbIIMKa B CTPaHe perncTpaunm (MHKOPIIOpaLyn) Ui ero
aHajor);

M3MEHeHMs CBeJleHMi O perncTpaluum pou3BOAUTEIS JIeKapCTBEHHOTO
rperiapara Ajsi MegULHCKOIo IIpYMeHeHYs B KauecTBe
HaJ/IOTOI/IaTe/IbLIMKa B CTpaHe perncTpauunm (41 pOCCUNCKUX
I0PUOMYECKUX JIUIIL - UAeHTUGUKALMOHHBII HOMep HaJOToIlIaTe/lbIKa
(MHH), m1g MHOCTpaHHBIX I0PUOUYECKUX JIUL] - CTPaHa PerncTpanuu,
HaMMeHOBaHMe PeruCTPUPYIOLLero OpraHa, permcTpalnMOHHbI HoOMep, KOJ,
HaJ/IOTOI/IaTe/IbIMKa B CTPaHe perucTpauum (MHKOPIIOpaLuyn) Uiy ero
aHaJIOT);

M3MEeHeHMs HaMeHOBaHMs JIeKapCTBEeHHOrO Ipernapara (MeXAyHapOogHOro
HeIlaTeHTOBAHHOIO, WJIM IPYIIIIMPOBOYHOTO, MU XMMUYECKOTO ¥ TOPrOBOTO
HaMMeHOBaHU);

HaIMMCaHMs JIeKapCTBEHHO (OpPMBbI;
HaMMCcaHus JO3MPOBKY JIeKAPCTBEHHOTO Mpernapara;

V3MeHeHM I KOOa JIeKapCTBEHHOTI'O IIperiapaTa I10 aHaTOMO-
TepaHEBTMHECKO-XMMMHECKOﬁ KJ'IaCCI/ICl)I/IKaLU/II/I;

M3MEHeHMUsI Jiep>KaTesist UM BIa/IeNiblia PerCTPAIMOHHOIO YI0CTOBEPEHMS
JleKapCTBEHHOTO Iperapara, ero OpraHu3aloHHO-TIPaBOBOI (POPMBI;

M3MeHEeHMsI TPOU3BOJUTEJIS, €0 OPTaHKU3alMOHHO-TPaBOBO (HOPMBI,
azipeca MpOoM3BOAMTES JIEKAPCTBEHHOTO Iperapara Ipyu yCJIOBUA
COXpaHeHMs ero MPMHAIJIEKHOCTI K TOCYIapCTBY - wieHy EBpasuiickoro
9KOHOMMYECKOTO COI03a MJIM MHOCTPAHHOMY ITPOM3BOAMTEIO;



M3MeHeHMs HaMeHOBaHWI TPOU3BOCTBEHHBIX IUIOIIAN0K, YUaCTBYIOLIUX
B IIpoljecce MIPOM3BOJCTBA JIeKaPCTBEHHOTO Mpernapara, ux
MeCTOHAXOXAeHUS IIPU YCIOBUM COXPAHEHUS UX IPUHAJIeKHOCTU K
rOCyZapCTBY - uieHy EBpa3uiickoro 5SKOHOMMYeCKOTro COK3a Un
VMHOCTPaHHOMY IIPOU3BOAUTEIIO;

M3MEeHeHIsI HOMepa PerucTpalioHHOIO YIOCTOBEPEH S JIeKapCTBEHHOI0
mperapara;

M3MeHeHMs WTPUXOBOTO KOJa, HAHeCEHHOI'O0 Ha BTOPUYHYIO
(MoTpebuUTeNbCKYI0) YITAaKOBKY JIeKapCTBEHHOTO Mpernapara;

M3MEeHEeHUs] KOMIUIEKTHOCTM JIEKapCTBEHHOrO Tpenapara (Ipu ycioBUmn
OTCYTCTBUSI U3MEHEHMS ero KOJIMYecTBa BO BTOPUUHOI (TOTPeOUTETbCKOI)
YIIaKOBKE);

M3MeHeHMs opMbI BbIITyCKa JIeKapCTBEHHOTO Mpernapara, COroCTaBUMOit
IO JIeKapCTBeHHOI popme, [03MPOBKe (KOHI@HTPaLuM, aKTUBHOCTU B
eAVHULIAX IeICTBUS) U 001eMy KOJIMUeCTBY BO BTOPUUHOI
(MMOTpe6UTENHCKOI) YITAaKOBKE (33 MCK/IIOUEHMEM C/TyUaeB,
MpeayCMOTPeHHBIX MyHKTOM 25 IIpaBui rocyiapcTBeHHOM perncTpauum u
repepermucTpanuy yCTaHaB/JIMBaeMbIX [IPOMU3BOAUTEISIMU JIEKaPCTBEHHBIX
IpernapaToB IpeeabHbIX OTIIYCKHBIX LIeH Ha JIeKapCTBeHHbIe IIpernaparsl,
BKJ/IIOUEHHbIE B TlepeuyeHb KM3HEeHHO He0OX0IMMBbIX U BaXKHEMN X
JIeKapCTBEHHDIX IIPeIapaToB, YTBePKIEeHHBIX [1I0CTAaHOBIeHEM
[IpaButenbcTBa Poccuiickoit ®epepanyu ot 29 oktsio6pst 2010 r. N 865 "O
rocy1apCTBEHHOM perya/pOBaHMM LIeH Ha JIeKapCTBeHHbIe IIpernaparhl,
BKJ/IIOUEHHbIE B IlepevyeHb KM3HEHHO He0OX0IMMBbIX U BaXKHEMN X
JIeKapCTBEHHBIX TIperapaTos”).

BHeceHMe yKazaHHBIX MU3MEHEHMI OCYILECTBIISIETCS HA OCHOBAHUN
3agBJIEHMS AepsKaTesis WK Blaaesblia perucTpalOHHOrO YO0CTOBEPEHUS
JIeKapCTBEHHOTO Iperapara (YIIOTHOMOUYEHHOI0 UM JIALIQ),
MpeJCTaB/IsIeMOTo Ha O6yMaskHOM HocuTesie (B 1 ak3eMIuisipe) 1 B
3JIEKTPOHHOM BUie 1o (popMe COrIacHO MpUIokeH0, MUHUCTEPCTBOM
3apaBooxpaHenus Poccuiickoit @emepanyy 6e3 COrjacoBaHms C
denepasibHOM aHTUMOHOIIOJBLHOI CITY3K007 C COXpaHeHMeM ITOC/IeTHe
3aperucTpUpOBAHHOMN LieHbl HA JIeKapCTBEeHHBIN IIperapar.

MuHMCTEPCTBO 3ApaBooXpaHeHus Poccuiickoin @epepannuu mno



pesysibTaTaM BHECeHUSI M3MeHeHM1 B peeCTPOBYIO 3aIliCh BbIIaeT
JepykaTeJsto MY Bllafelblly PercTpalnMOHHOIO YIOCTOBepeHMs
JIeKapCTBEHHOTO Iperapara (YIIOJIHOMOUYeHHOMY VM JIMITY) BBIIIUCKY U3
peecTtpa.

JIlomyckaeTcsl BHeCeHMe U3MeHeHMit B peecTp 6e3 CoryiacoBaHMsI C
denepasibHOM aHTUMOHOIIOJBHOI CJTY3K60J1 C cOXpaHeHMeM IT0C/IeTHe
3aperMCcTPMpPOBAHHOM LieHbI Ha JIeKapCTBEHHBI MMpernapaT MHOCTPaHHOTO
MPOM3BOJCTBA P BHECEHUM M3MeHeHMsI B peeCTPOBYIO 3aIMCh B YaCTU
M3MEHEeHMSI MHOCTPAHHOTO MPOM3BOAUTEISI Ha TIPOU3BOAUTENS
rocynapcTBa - wieHa EBpasnuiickoro 3KOHOMMYeCKOro cox3a.

COOTBETCTBYIOH_[I/IQ M3MEHEHUS BHOCATCS B peeCTPOBYIO 3aIINCh C
YKa3aHmeM HOMepa U naTbl BHECEHUA U3MEHEeHMUIL.

8. [Ipy BHeCeHUM U3MEHEHMII B PEECTPOBYIO 3aMMCh B COOTBETCTBUMA C
IMYHKTOM 7 HacTosmux [IpaBui B ciiyuae, eCjiv B paMKax OJJHOTO
pPerncTpalMoOHHOr0 yA0CTOBEepeHMS JIeKapCTBEHHOI'0 Ipernapara
3aperucTpUpPOBAHO HECKOJIbKO MpeeIbHbIX OTITYCKHBIX LleH
MIPOU3BOAUTEJIeN Ha STOT JIeKapCTBEHHbIN Mpenapar ¢ TaKUMU XKe
JleKapCTBeHHOI (OpMOii, JO3MPOBKOI U KOJIMYECTBOM BO BTOPUUHOI
(MOTpe6UTENHCKOI) YIIAKOBKE, TO MOCJIEAHSIS 3aperuCTPUPOBAHHAS IIeHa
oIpezessieTcs C yYeTOM KOMIUIEKTHOCTY JIeKapCTBEHHOrO Iiperapara,
(dbopMbl BBITyCKa JIeKapCTBEHHOTO MperapaTa U CTpaHbI-IPOU3BOAUTEIS
JIEKapCTBEHHOTO Tpernapara (IIpou3BOACTBEHHbIX IIOMAA0K, YUaCTBYIOIIMX
B [IpoLiecce NMPOM3BOACTBA JIEKAPCTBEHHOTO IIperapara).

9. CBeZeHMs O TOCYIapCTBEHHON perucTpaunum (nepeperucrpanum),
obs3arteapHOI mepepeructpanym B 2019 - 2020 romax rnpepeabHO
OTITYCKHO II€HbI ITPOMU3BOANUTEJISI HA JIEKAPCTBEHHBIN TIpenapar mojjiesxkaT
UCK/IIOUEHMIO M3 peecTpa B cIyJae:

a) IpeACcTaB/IeHUs JepxkaTeaeM WK BiaaAeablleM perucTpalyioHHOTO
yAOCTOBEpeHMs JIeKapCTBEHHOTO MpenaparTa (YyIIOJTHOMOUYEHHOT0 UM JINIIA)
3asiBJIeHMS 00 MCKTIOUEHMM CBeIEHUI 13 peecTpa B CBSI3M C OTCYTCTBUEM
JIeKapCTBEHHOTIO Mpelapara B oOpallleHuu Ha TeppUTopun Poccuiickoit
denepaunu;

6) MCKIIOYEHNS JIEKAPDCTBEHHOTI'O ITpelapaTa M3 rocygapCTBEeHHOT'0 peeCTpa
JIEKapCTBEHHbIX CpeACTB OJIsI MEOAUITMHCKOI'O IIPYMEHEHNSI;



B) MCKIIIOUEHM JIEKAapCTBEHHOTO IIperapaTa U3 1epeyHsga >JKM3HEHHO
HEO6XO,EU/IMBIX Y BaXKHEMIIUX JIEKapCTBEHHBLIX IIPEIIapaToOB,;

T) UCTeYeHMsI CpOoKa TOAHOCTH 3aperucTpUpoBaHHOro B Poccuiickoit
denepaluu JeKapCTBEHHOTO Ipernapara, CPOK JIeiCTBUS
PerucTpPaluyoOHHOrO YIOCTOBEPEHMS KOTOPOIO MCTEK;

[1) OTMEHBI pelleHNs: 0 TOCYAapCTBEHHOM perucTpauum uin
repeperucTpanum, oosizaresnbHoi nepepeructpamyu B 2019 - 2020 romax
TpeiebHOM OTITYCKHO IIeHbl IPOU3BOAUTES HA JIEKAPCTBEHHbIN
rnpenapar.

10. YriosiHOMO4YeHHOEe JUIIO0 JepsKaTess UK BilaJe/blla PerMcTPanuoOHHOro
YO 0CTOBEPEHMS JIeKapCTBEHHOTO Mperapara MnpeCcTaB/isieT JOKYMEHT,
MOATBEP KAAIONI I €er0 MOJTHOMOYMSI.

11. IIpn npmuHATUM MUMHUCTEPCTBOM 31 paBOOXpaHeHNss Poccuiickoit
denmepanyy penreHust 006 UCKIIOUEHUM CBEIeHNI O TOCYIapCTBEeHHOIM
perucTpauum rnpeaeabHOM OTIYCKHO 1IeHbl TPOM3BOAUTES Ha
JIeKapCTBEHHbIN MpernapaT COOTBETCTBYIOIIAS 3aMCh IPOU3BOAUTCS B
peecTpe B TeueHye 1 pabouero qHS CO THS MPUHSTHUS TAKOTO PeIIeHus C
yKa3aHMeM OCHOBAHMUS U IaThl €r0 MPUHSITHS.

12. PeecTp ny6sukyeTcst Ha opULIMaIbHOM caiiTe MUHUCTEPCTBA
3apaBooxpaHeHust Poccuiickoii @enepatiny B MHGOpMaIMOHHO-
TeJIEKOMMYHMKAIIMOHHO ceT "VIHTepHeT" 1 0OHOBIISIETCS €5KeTHEBHO C
COXpaHEeHMeM Ha caiiTe Bcex IpeAbIAyLINX peJaKkLuii peecTpa.

13. IHdopmalis 0 3aperucTpUpOBaHHBIX ITpeebHbIX OTITYyCKHBIX IleHaX
MIPOM3BOINTENEl Ha JIeKapCTBEHHbBIE MperapaThl pa3MeniaeTcs B alTeUHBIX
OpraHM3alMsIX B JOCTYITHO JIJISI BCEX 3aMHTEPeCOBAHHbIX JINIL (hopMe C
yU4eTOM TPYIIIMPOBKY 110 MEKIYHAPOIHBIM HEITaTeHTOBAHHBIM
HaVMEeHOBaHMSIM JIEKAPCTBEHHBIX ITPEITapaToB.

14. CBenmeHus, comepskalyecs B peecTpe, SIBISIOTCS OTKPBITBIMU U
006111e1OCTYITHBIMY U MPELICTABJSIOTCS 3aVHTePeCOBAaHHBIM JIMIAM
OecIJIaTHO MO UX MMCbMEHHBIM 3allpOoCcaM B BUEe BBIIMCOK U3 peecTpa B
TeueHue 5 JHel o AHS MOCTYIIeHNs 3arpoca.

[Ipunoxxkenne
K [IpaBunam BegeHns



3AABJIEHNE

rocyoapCTBEHHOI'O peeCTpa

3apermcTpmMpoOBaHHbBIX ITpeae/IbHbIX

OTITYCKHBIX 1[eH TPOU3BOAUTEeN
Ha JieKapCTBeHHbIe MTpernaparsl,

BK/IOYEHHbIE B ITIepedyeHb JKM3HEHHO

HeO6XO,E[I/IMbIX ¥ BaXKHEMIIMX
JIEKapCTBEHHDLIX IIpeIriapaToB

(bopma)

0 BHECEHUWN M3MEHEHWIN B peecTPOBYIO 3aMncCb 0 rocyAapcTBel

perncTpaunm npenenbHbIX OTMYCKHbIX LLeH Npon3BoaunTerne

Ha J1eKapCTBEeHHbIE MNpernapaTbl, BKJIOYEHHbIE B NepevyeHb XXNn:

HeobXoAMMbIX N BaXXHENLLNX NeKapCTBEHHbIX NpernapaTos

3asaBuTenb
(HanmeHoBaHWe, NOYTOBLIV afapec, agpec 3/IEKTPOHHON I
HdepxaTenbs wanm BrRagenel perucTpaunoOHHOro ynooCTOBEpPEeHUs

npenapaTa

(HaMMeHoOBaHMe, NOYTOBLIM agpec, aapec NEeKTPOHHOWN Nc

/11

Cragusa
MPOU3BOACTBA

ITponsBoauTenb
(HaMMeHOBaHue)

Anipec

CrpaHa

st poccumickux
I0pUANYECKUX U
UaeHTUbUKAILMO]
HOMep
HaJIOTOI/IaTe b
JIJIS1 UHOCTPAHHBL
IOpUANYECKUX JIN
KOJ,
HaJIOTOI/IaTe/IbII]
B CTpaHe perucTp
(MVHKOpHIOpauun)
ero aHaJjior

6




N | Homep MexnoyHaponHoe | Toprosoe JlekapcTBe
I/TI | perucTpalMOHHOrO | HelaTeHTOBaHHOe, | HauMeHOBaHMe | dopma,
YI0CTOBEPEHUS 178)0/1 O3UPOBKE
IPYyNNMpOBOYHOE, KOMIIJIEKT!
WU XUMUUYECcKoe <HEES
HaMeHOBaHMe
<*F>
1 2 3 4 5
VYnomHoOMOUYeHHOoe
JINLL0
(¢.n.0.) | | (momKHOCTD) (mopmyco)
KoHTakTHbIE Appec 371eKTPOHHOM
TesieOHbI TTOYTHI
M.II. (1ipy1 HanMUUUN)

<*> B ciryyae OTCYTCTBUSI MeXIyHAPOJHOTO HEelaTeHTOBAHHOTO
HaMMEeHOBaHUS B PETUCTPALIMOHHOM yIOCTOBEPEHMM JIEKAPCTBEHHOTO
mperiapaTa yKa3bIBaeTcs HaMMeHOBaHMe JIeKapCTBEHHOTO Mpernapara,
peAycMOTpeHHOe repeyHeM KM3HEHHO HeOOXOAMMBbIX U BayKHeMIINX
JIeKapCTBeHHBIX ITPerapaTos.

<**> B ciyvasix, mpeagycMOTPeHHbIX TYHKTOM 25 [IpaBuit rocygapCcTBeHHOI
perucTpauun 1 mepeperncTpauum npeaeabHbIX OTITYCKHbIX 1[eH
MIPOM3BOAMTENIeN Ha JIeKapCTBEHHbBIe IIperaparThl, BKIUYEHHbIe B [IepevyeHb
>KM3HEHHO He0OXOAMMBIX U BaXKHEMIINX JIeKapCTBEeHHbBIX MpernapaTos,
YTBEPXKIEHHbBIX ITocTaHoBIeHeM [IpaButenbcTBa Poccuiickoit @egepanyum
oT 29 okTsi6pst 2010 r. N 865 "O rocymapcTBeHHOM peryJIMpoBaHuM IleH Ha
JIeKapCTBeHHbIe IIperaparhl, BKIIOUeHHbIE B [IepevYeHb KM3HEHHO
HEOOXOIMMBIX ¥ BasKHEMIIMX JIeKapCTBEeHHBIX IIpernapaTon”,
IIOTIOTHUTEIbHO yKa3biBaeTcs (popma BbIITycKa JeKapCTBEHHOTO Iperapara,
C YY4€TOM KOTOPO PacCUMTHIBAETCS IIpee/ibHas OTITYCKHAS LieHa



MIPOM3BOIUTES 32 IOTPEOUTETBCKYIO YITaKOBKY JIEKApCTBEHHOTO
rperapara.

YTBepKaeHbI

ITocranoBneHuem IIpaBuTenbCTBA
Poccuiickoit @egepann

ot 29 okts6ps 2010 r. N 865

ITPABUNJIA
YCTAHOBJIEHVS OPTAHAMMU WCIIOJTHUTEJIbHOM BJIACTU
CYBBEKTOB
POCCUMCKOU ®EOEPALIMY ITPENEJbHBIX PABMEPOB OITTOBBIX
HAIIBABOK
W TIPEAEJIBHBIX PASMEPOB PO3HNYHbBIX HAJJBABOK K ®AKTUYECKUM
OTITYCKHbBIM HEHAM, YCTAHOBJIEHHBIM I[TPOV3BOJUTEJIIMIA
JIEKAPCTBEHHBIX ITPEITAPATOB, HA JIEKAPCTBEHHBIE ITPETIAPATHI,
BKJ/IIOUEHHBIE B IIEPEYEHD JKU3HEHHO HEOBXOIMMbIX
1 BAXKHEMIIVX IEKAPCTBEHHBIX ITPEITAPATOB

1. OpraHbI UCITOJHUTEIBHO BJlacTU CyO0beKTOB Poccuiickoit ®enepanym
MIPMHMMAIOT peleHust 06 YCTaHOBJIEHUM U (VIN) U3SMEHEHUU TTpefeTbHbIX
pa3MepoB OINTOBBIX HaJIOABOK U MTPeIeIbHBIX Pa3MepPOB PO3HUYHBIX
HaJ16aBOK K GaKTMUYECKUM OTITYCKHBIM LieHaM (6e3 yueTa Hajora Ha
06aBIEHHYIO CTOMMOCTD), YCTAHOBJIEHHBIM ITPOU3BOAUTEISIMU
JleKapCTBEHHbIX MpernapaToB, Ha JJeKapCTBEeHHbIe MpelapaThl, BKIIOUEeHHbIe
B IlepeveHb KM3HEeHHO He0OXOIVIMbIX M BaXKHEMIINX JTeKapCTBEHHbIX
rpenaparos (Janee COOTBETCTBEHHO - JIeKapCTBEHHbBIE Mpenaparhl,
(daxkTuueckue OTIyCKHbIE LIeHbI TPOU3BOAMUTEIEN, pellieHne), rocye
COTJIaCOBaHMSI POEKTOB pelieHMit ¢ DenepanbHON aHTUMOHOIIOIbHOV
CITY3KOOTA.

[IpenenbHbIe pa3Mepbl ONITOBbIX HaI0ABOK U IIpeie/ibHbIe pa3Mephbl
PO3HUYHBIX Ha0ABOK K (PAaKTMUECKUM OTITyCKHBIM LIeHaM
IIPOV3BOANTEIE N, BhIpaskeHHbIE B MPOIIeHTaX U quddepeHIIIpoBaHHbIE B
3aBMCUMOCTM OT CTOMMOCTY JIEKAPCTBEHHBIX MPENapaTos,
yCTaHABJIMBAIOTCSI B OTHOIIEHMY OpraHM3alii ONITOBOY TOPTOBIN
JIeKapCTBEHHbIMM CpeJICTBAMMU ([lajiee - OpraHM3alyu OMTOBOI TOPTOBIIN),
aTlTeYHbIX OpraHU3aIui, UHOAUBUIYATbHbIX IIpeIIpUHMMATEIeN,
MMEeIMX JUIEeH3UI0 Ha OCYIIeCcTB/IeHNe hapMaleBTUUeCKOi

e TeIbHOCTH (ajiee - MHAVMBYUAYaTbHbIE ITPeIPUHIMATEIN),



MeIULMHCKUX OPraHn3aluii, MMeIMX TULIEeH3UN Ha OCYLeCTBIeHN e
dbapmalieBTIUeCKOi qesITelbHOCTH, U X 060CO6IeHHBIX MTOApa3ieeH i
(ambynaTopuit, enbamepckux u heabaiepcko-aKynepcKux MyHKTOB,
IIEHTPOB (OTHe/IeHIi) 00611eli BpaueOHO (CeMeltHO) MPaKTUKMA),
PacCIIONIOKEeHHBIX B CEJIbCKUX ITOCEIEHUSX, B KOTOPBIX OTCYTCTBYIOT
afTevyHble OpraHu3anuu (ganee - MeIULIMHCKYE OpraHu3alum),
OCYILeCTBIISIIOILUX peann3alnio JIeKapCTBEeHHbBIX IIperapaToB Ha
TeppuTOpUM cy6peKTOB Poccuiickoit ®emepanyin.

2. OpraHbl UCIIOJTHUTEIBHOM BacTu CyobeKToB Poccuiickoit @enmepariyum
YCTaHABJIMBAKOT MpeebHble Pa3Mepbl ONITOBBIX HAOABOK U IIpeie/ibHbIe
pasMepsbl PO3HUYHBIX HA0ABOK K GaKTUYECKMM OTITYCKHBIM IleHaM
MPOU3BOAUTEJIeN B COOTBETCTBUM C METOAUKONM, YTBEPKIAEeMO1
denepasibHOM aHTUMOHOIIOJBLHO CITY>K0071 (majiee - METOAMKA), UCXOIS U3
CIeayOIUX MPUHIIUTIOB:

a) Bo3MelleHye opraHu3alusiM OITOBO TOPTOBJIM, alITEUHBIM
OpraHM3alusIM, UHAUBUIYATbHBIM ITPeAITPUHUMATEISIM Y MeIUIIMHCKUM
OpraHM3alysIM 9KOHOMMUYECKY 0O0CHOBAHHBIX 3aTPAT, CBSI3aHHBIX C
3aKyIKO¥, XpaHEHMEM U peasn3alyei JIeKapCTBEHHbIX MTPerapaTos;

0) yueT pa3mepa IpubbLIM, HEOOXOAMMOI 1151 06ecrieueHns: OpraHu3aluin
OINITOBOJ TOPTOBJIM, alITEUHBIX OPTraHM3aALMIA, MHIUBUAYATbHbIX
npeanpuHUMaTeNei U MeIUIIMHCKUX OpraHus3alinii cpefcTBaMu Ha
06CTykKMBaHMe TIPUBJIEYEHHOTO KaIlnuTana U GMHAHCMPOBAHME TIPYTUX
000CHOBAHHBIX PACXO/0B;

B) yUeT B CTPYKType HaZ0aBOK BCeX HAJIOTOB M MHbBIX 00513aTe/IbHBIX
IiaTexxkei B COOTBETCTBUM C 3aKOHOAATeIbCTBOM Poccuiickoit dengepaniu.

3. OpraH UCIIOJTHUTEJIbHO BiacTu cyobekTa Poccuiickoit @emepaiinm
HaIpaBJIIeT MPOeKT pelieHust B PegepayibHYI0 aHTMMOHOTIOIbHYIO CITYKOY.

4. K mpoeKTy pelleHus: IpuiIaralTcs cjaeayollue JOKYMeHTbI, 3aBepeHHbIe
PYKOBOAUTEIEM UJIU 3aMeCTUTeIeM PYKOBOAUTENS OpraHa
MCIIOTHUTEJIbHOJ BJIaCTU CyobekTa Poccuiickoir @enmepanim:

a) MOSICHUTeJIbHAS 3aMMCKa, cofepykalliasi B TOM 4ucjie 060CHOBaHMe
HeOOXOAMMOCTHM YCTAHOBJIEHMS WM TTepeCMOTpa ITpe/iesIbHbIX pa3MepoB
OTITOBBIX HAa/IGABOK U MTpeIebHbIX pA3MEPOB PO3SHUYHBIX Ha/T6ABOK K
(bakTUUecKuM OTITYCKHBIM IleHaM MPOU3BOAMUTEIEN;



0) pacueTsl IIpeie/IbHBIX pa3MepOB ONTOBBIX HAZ0ABOK U Tpe/Ie/IbHbIX
pasMepoB PO3HUYHBIX HaI0ABOK K (PaKTUUYECKUM OTITYCKHBIM LIeHAM
MpOU3BOAUTENeN, OCYIeCTBJIEHHbIE OPTaHOM MCITIOJHUTENbHO BIACTU
cyobekTa Poccuiickoit @enmepaliiy B COOTBETCTBUM C METOIMKOI, 1O
dbopmam, yTBepKIeHHbIM METOAMKOI, B popMaTe 371eKTPOHHBIX IIa0JI0HOB
denepasibHOI rocygapcTBeHHOI MHGOPMAIIMOHHOM cucTeMbl "EguHas
MHbOpMaIMOHHO-aHAIUTUYeCKas cucTema".

5. TIpoeKT pelieHusI ¢ MpuIaraeMbIMy K HEMY JOKYMeHTaMM, YKa3aHHbIMU
B yHKTe 4 HacTosmux [Ipasui, nipencrasisieTcs: B @enepaibHy0
AHTMMOHOTIONbHYIO CJTY>KOY B TMCbMEHHOM BUJIE WU B BUJIE 3JIEKTPOHHOTO
IIOKyMEeHTa, MTOAMCAaHHOTO YCUIEHHOM KBanuUIMPOBAHHO 3JIeKTPOHHOI
MOJANMCHIO, @ TAKXKE Ha aJipec 3JIeKTPOHHOI 1ouTsl PenepaibHOM
AHTMMOHOTIOJbHO CITYsKOBI.

[IpoekT pelnieHMs perucTpupyetcs B DemepasbHOI aHTMMOHOIIOIbHOM
CJTy’kOe B yCTaHOBJIEHHOM ITOpPSIIKE.

6. ®enmepanbHast aHTMMOHOIIObHAS CTy>K6a B TeueHne 30 paboumx qHel co
JIHS perucTpauuy IMpoeKTa pelieHus Halpas/seT B OpraH UCIIOJHUTEIbHO
BJIacTU cyobekTa Poccuiickoii @emepariuy MpUHSITOE €10 pellleHe o
COIJIACOBAHMM ITPOEKTA pelieHust MO0 06 OTKa3e B ero COriaCOBaHUM.

7. B cnyuae HEOOXOOMMOCTY YTOUHEHMS U (VJIN) OOTIOJTHEHUS CBEIeHWIA,
comepKalmxcs B JOKYMeHTaX, YKa3aHHbBIX B ITYHKTe 4 HacTosmux [IpaBui,
OpraH MCIIOJHUTEIbHOI BIacTu cybbekTa Poccuiickoit Pepepanym
TIpeICTaBIIsIeT 1Mo 3anpocy demepaabHOI aHTMMOHOIIOIBHOM CTYKObBI
COOTBETCTBYIOIIYIO JOKYMEHTaIbHO 0(pOpMIeHHYIO MH(POPMAIIIO.

CpOK Tpe/cTaB/ieHs OPTaHOM UCIIOTHUTEIbHOM BIACTU CyObeKTa
Poccuiickoit @emepanyy 3apoIieHHO MHGOpMALY He MOKET
MpeBbINaTh 15 pabounx mHel co JHS moydyeHus 3anpoca demepanbHO
AHTYMOHOTIIOJIbHO CITY3KOBI.

[Tpu 3TOM 061N CPOK paCCMOTpPEHMS JOKYMEHTOB defepanbHOIi
AHTMMOHOIIOJIbHO CTYk00Ji He MOKET ITPEeBBIIIATh CPOK,
IpeyCMOTPEHHbIN IMYHKTOM 6 HacTosmux [TpaBuit 1 a63aiem BTOPbIM
HACTOSIIero IMyHKTa.

[Ipy HETIOCTYIIJIEHUM OT OpPTaHa UCIIOTHUTEIbHOM BIACTY CYyObEKTA
Poccuiickoit ®enepaiiivt B yCTAaHOBJIEHHbBIM CPOK 3aITPOLIEHHO!



IOKyMeHTaJIbHO oopMiieHHOI nHpopmauyy denepaibHast
AHTMMOHOTIOJIbHAS CTY}K6a B TeUueHue 5 pabounx JHei CO THS MCTeUeHUS
06I1Iero cpoka MpUHMUMAET peleHre 06 0TKa3e B COrJIaCOBaHUM IMPOEKTa
pelIeHusl.

8. OcHOBaHMSIMM [J11 OTKa3a B COrJ1acOBaHUU IIPpOEKTa peneHnsd ABJIAI0TCA:

a) HeCOOTBETCTBME PACUeTOB Ipe/ie/IbHbIX PA3MepOB ONTOBbIX HAZIOABOK U
npe/iesIbHBIX pa3MepOB PO3HUYHBIX HAI0ABOK K (PAaKTUUECKUM OTITYCKHBIM
LleHaM IIpOMU3BOATe el pacueTaM, pefyCMOTPEHHbIM METOAUKOMN;

0) mpexacraBiieHe B DeepasbHYI0 aHTMMOHOTIIOIBHYIO CTY)KO0Y YKa3aHHBIX
B MyHKTe 4 HacToSAIMX [TpaBui JOKYMEHTOB, COAEPKAINX HeJOCTOBEPHBIE
CBedeHUS;

B) OTCYTCTBME B IIPeICTaBA€HHBIX JOKYMEHTAX CBeJIeHMIi, TpeOyeMbIX B
COOTBETCTBUM C METOIMNKOIA;

T) IpecTaB/JieHNe HeOJHOT0 KOMITJIEKTA JOKYMEHTOB, YKa3aHHbIX B
MyHKTe 4 HacTosmux [IpaBuit;

) HETIOCTYTJIEHE OT OpraHa UCIOTHUTEbHOM BIaCTU CyObeKTa
Poccuiickoit ®enepanyy B CpOK, YCTAHOBIEHHBII ab3aiieM BTOPBIM ITyHKTa
7 HacTosimux IIpaBu, 3ampoIIeHHOM JOKYMEHTAIbHO 0(OpMIIEHHOI
MHGOpMaLN.

9. UndopMmalius o coriacoBanmuu imbo 06 0TKase B COTJIaCOBaHUMU
denmepaabHON AHTMMOHOIIOIBHOM CTYKO007 ITPOEKTa pelleHNs He IM03THee
3 pabouux qHe co AHS MPUHSATHUS pelieHus: pasMelrnaetcs Cy:k00i1 Ha ee
obuianbHOM caiiTe B MHMOPMAaIMOHHO-TeJIeKOMMYHUKALIMOHHO ceTu
"MuTepHert”.

10. OpraH MCITOJTHUTEIBHOJ BiacTu cyobekTa Poccuiickoit @emepannm
MIPMHMMAET pellieHNe B CPOK, He MpeBbImatnimii 10 pabounx gHeii co gHS
npuHATUSI PenepasbHOM aHTUMOHOIIOABHO CTY>X007 perieHust o
COIJIACOBAHUM IIPOEKTa pelIeHns.

11. OpraH MCITOJIHUTEILHOM B1acTU cyobekTa Poccuiickoit ®enepaiinm B
TeueHue 3 paboumx JHEN CO THS IPUHSITUS peIleHns IIPeACcTaBsIeT B
denepaibHYI0 aHTMMOHOIIOIBHYIO CJTY’KOY KOTIMIO pelieHus], a TaKKe
HaIpasJ/sgeT KONuio pelieHust B PeepabHYI0 aHTMMOHOTIIOIbHYIO CITYKOY



Ha ee aapec BHEKTPOHHO];’I ITOYThI.

12. OpraH UCITOJIHUTEIbHO BIacTu cyobekTa Poccuiickoit ®emeparium He
MeHee yeM 3a 10 paboumx qHe 10 AHS BCTYIIEHUS B CUTY pellleHUsI
pasmemnaet MHOOPMAIMIO O IIPUHSITOM pellleHU! Ha ero opUIMaIbHOM
caiiTe B MHQOpMaI[MOHHO-TeJIeKOMMYHMKAIIMOHHO ceTu "VIHTepHeT".

13. 3a nipencrasienue B PegepaybHyI0 aHTMMOHOIIOIBHYIO CITYKOY
IOKYMEHTOB, COJepKalllX HeIOCTOBEPHbBIE CBeJleHNSI, PYKOBOJAUTEb
(3aMeCTUTeb PYKOBOIMUTEIS]) OPraHa MCITOJIHUTEIbHO BIaCTU CyObeKTa
Poccuiickoit ®enepaniiyt HeceT OTBETCTBEHHOCTD, ITPEIyCMOTPEHHYIO
3aKOHOaTeNbCTBOM Poccuiickoi ®enepaiivn.

YTBepKOeHbI

MMOoCTaHOBJ/IeHMeM [IpaBuTenbCTBA
Poccuiickoin @engepanin

oT 29 okTs16ps 2010 1. N 865

TIPABUJIA
®OPMUPOBAHNS OTITYCKHBIX IIEH HA JIEKAPCTBEHHBIE
[IPEITAPATHI,

BKJIIOUEHHGBIE B I[TEPEUEHD JKMU3HEHHO HEOBXOIUMBIX 1
BAKHEMIINX
JIEKAPCTBEHHBIX [TPEITAPATOB, OPTAHM3ALIMISIMU OITTOBOM
TOPT'OBJIU,
ATITEUHBIMU OPTAHU3ALIMSIMU, UHOVBUIYAJIbBHBIMU
TIPENIIPUHUMATEISIMU
Y MEIVILIMHCKUMU OPTAHU3ALIUSIMU

1. Opra"nm3sanum ONTOBONM TOPTOBJIM JIeKAaPpCTBEHHbIMM CpeliCTBaMM (Hasee -
opraHu3alum ONTOBOM TOPTOBJIN) OCYLIECTBIISIIOT Peain3aluio
JIeKapCTBEHHBIX TPernaparoB, BKIIOUYEHHBIX B lIepeUeHb XM3HEHHO
HEOOXOIMMBIX ¥ BasKHEMIIMX JIeKapCTBEeHHBIX IIperapaToB (manee -
JleKapcTBeHHbIe TTpernaparhl), 1o IjleHaM, YypOBeHb KOTOPBIX (6e3 yueTa
HaJioTa Ha J06aBI€HHYI0 CTOMMOCTD) He AO/IKEeH MPeBbIIaTh CyMMY
(dakTMuecKoii OTITYCKHOJ 1IeHbI IPOU3BOANUTEJIS TIeKapCTBEHHOTO
npemnapara (fazee - pakTuuyeckasi OTIyCKHas IleHa MPOU3BOAUTEIIS), He
TIpeBbIIIA0IIel 3apernCTPUPOBAHHON UM ITepeperncTpUpoOBaHHOM
rpefesibHOM OTITYCKHOM LIeHbI [TPOM3BOAUTEIS (Ha ATy peaan3auumn
JIeKapCTBEHHOTO Iperapara MpoMu3BOAUTENIEM), U pa3Mepa OITOBO



Ha0aBKM, He IIPeBbIIIAIoNIel pasMepa IpeaeabHOM ONITOBOM HambaBKH,
YCTaHOBJIEHHO B cyobeKTe Poccuiickoit ®emepanym. Opranusanum
OTITOBOJ TOPTOBJIM YUMUTHIBAIOT HAJIOT HA OOABJIEHHYIO CTOMMOCTD B IieHe
peanu3anyy JIeKapCTBEHHOTO ITperaparTa B IMopsiike, yCTAHOBJIEHHOM
3aKOHOaTeNbCTBOM Poccuiickoi ®@enepanmn.

2. CyMMapHblii pa3Mep ONMTOBBIX HaJ0AaBOK, MO/JIesKalUX MPUMeHEeHUI0
BCEMU OpraHM3alysIMU OIITOBOJ TOPrOBJIM, YUYACTBYIOIIMMMU B peannsaun
JIeKapCTBEHHOTO Tpernapara, pacCUMTaHHbIN MCXoas 13 HaKTUIecKo
OTITYCKHO IIeHbI TIPOU3BOAUTEIS, HE TOJIKEH TPEeBbINIATh
COOTBETCTBYIOIIMIA ITpeIe/IbHbII pa3Mep ONTOBOI HaJg0aBKM,
YCTAHOBJIEHHBIV OPraHOM MCIIOJIHUTE/IbHO BJIacTu cyobeKTa Poccuiickoii
®epepauiy, Ha TEPPUTOPUIO KOTOPOT'O OCYLIECTBJISIETCS [IOCTaBKa
JIeKapCTBEHHOTO Tperapara.

3. Opranusauuy ONTOBOV TOPTOBJIU, UMEIOILYE CTPYKTYPHbIE
roApasaeeHus POSHUYHOM TOPTOB/IM, MOTYT G OPMUPOBATh PO3HUUHbBIE
LIeHbl Ha JIeKapCTBeHHbIe IIpernaparsl C IpYMeHeHeM OLHOBPEMEeHHO
OTITOBOJi ¥ PO3HUYHOI HaJI0aBOK K (DaKTUUECKOIi OTITYCKHOV I[eHe
npousBoauTest (6e3 Hajora Ha J006aBIeHHYIO CTOMMOCTb), CYMMAapHBbI
pa3Mep KOTOPBIX He NOJIKEH MPeBbIlIaTh [IpeAebHbIi pa3Mep OITOBON U
PO3HMYHOI Ha0aBOK COOTBETCTBEHHO, YCTAHOBJIEHHBIX B CYyObEKTE
Poccuiickoit ®enepanyiu, pu yCI0BUU BeeHUS pa3ebHOr0 yJyerTa
OIITOBO¥ ¥ PO3HUYHOM TOPTOBJIN.

4. OpraHusanuu OITOBOW TOPrOBJIN, peanU3yoIlINe JTeKapCTBEHHbIE
rpernapaTbl IOTPEeOUTEISIM T10 OTOBOPY KOMUCCUY (KOMUTEHTHI) OT MUMEHU
OpraHm3aiuii pO3HNMYIHONM TOPTOBIU (KOMUCCMOHEPOB), MOTYT
dbopMupoBaTh OTITYCKHYIO IIeHY Ha JIeKapCTBEHHbII ITpernapar ¢
MIpMMeHeHeM OJHOBPEMEHHO OITOBOI ¥ PO3HUYHO HaA0aBOK K
(dakTMUecKoi OTITYCKHOJ lleHe ITPOM3BOAUTEISI, CYMMAapHbIii pa3smep
KOTOPBIX He IOJKEH MPEBBINIATh MpeAeabHbIil pasMep ONTOBON U
PO3HMYHOI Ha0aBOK COOTBETCTBEHHO, YCTAHOBJIEHHBIX B CYyObEKTE
Poccuiickoin ®epgepauyn.

5. A'TeuHble OpraHMU3aLyu, MUHOVBYUAYaTbHbIE TPEIITPUHUMATEIN,
MMeII /e TUIeH3UI0 Ha (hapMalleBTUUECKYIO AesITeJIbHOCTD (Iajee -
MHIVBUAYAIbHbBIE TIPeIPUHUMATENN ), MEAUIIMHCKE OPTaHM3aLN,
MMeIoIIJe JTUIeH3MI0 Ha (papMalleBTUUECKYIO AesSTeJIbHOCTD, U UX
0060co6ieHHbBIE TTOApa3aeneHust (amoynaTopun, Ghenbaiepckue u



(denbalepcKo-aKyliepcKue MyHKThI, eHTPbI (OTAeaeHNsT) 0011eit
Bpaue6GHOIi (CeMeitHOI) TPaKTUKM), PACIIOOKeHHbIE B CETbCKUX
HacCeJIeHHBIX TYHKTAaX, B KOTOPbIX OTCYTCTBYIOT aliTeUHbIe OPraHu3aumn
(manee - MegUIIMHCKME OpraHM3aLK), OCYILECTBISIOT peaan3annio
JleKapCTBEeHHBIX MpernapaToB 110 IleHaM, YpOBeHb KOTOPBIX (0e3 yueTa
HaJIoTa Ha J00aBIEeHHYIO0 CTOMMOCTD) He JO/KEeH MPEeBbIIIAaTh CYMMY
(dakTMuecKoii OTITYCKHOJ 1IeHbI IPOU3BONTEJIS, He TIpeBbIlIaolei
3aperucTpUpPOBAHHON WM IlepeperncTpUPOBAHHOI IIpee/bHOMI
OTITYCKHOJ LIeHbl ITPOM3BOANUTES (HA ATy peain3anum JeKapCTBeHHOro
Trperapara Ipou3BoUTeIeM), M pa3Mep ONITOBOI HamO0aBKY U (MJTN)
pasMep pO3HUYHOI HaJO0aBKM, He MPeBBIIIAIIINX COOTBETCTBEHHO pasMep
TIpe/iesIbHOI ONITOBOM HAO0AaBKM 1 pa3Mep MpeAesbHOV PO3SHUYHOA
Ha/0aBKM, YCTAHOBJIEHHBIX B CyObeKTe Poccuiickoit ®emepanuy. ATiTedHbie
opraHmu3sauumn, UHAMBUAYAIbHbIE TIPEAIIPUHUMATENN U MeIULMHCKIE
OpraHM3alUy YUYUTHIBAIOT HAJIOT HA JO0OABIEHHYIO CTOMMOCTD B IleHe
peanu3anyiy ieKapCTBEHHOIO ITpernapara B IOpsKe, YCTaHOBJI€HHOM
3aKOHOaTebCTBOM Poccuiickoi @enepann.

6. Paszmep po3HMYHOI HagOaBKM, paCCUUTAHHBIN UCXOAS U3 (PaKTUUeCKOit
OTITYCKHO II€HbI ITPOMU3BOANUTEIS, MOJIEKAI NI TPUMEHEHNIO alTTeYHbIMU
OpraHM3anusIMy, MHANBUAYATbHBIMY PeAIIPYUHUMATENSIMMU U
MeIVUMHCKMMMU OPraHn3alusIMy, OCYLIECTBIISIOIMMY peain3alnio
JIeKapCTBEHHBIX MPerapaToB Ha TePpUTOPUM CyobeKTa Poccuitckoii
®demepaliiy, He AOJIKEH MPEBbIIIATbL COOTBETCTBYIOIIUIT TIpeebHbIN
pasmep pO3HUYHOI HaJ0aBKM, YCTAHOBJIIEHHbBI OPraHOM MUCIIOJTHUTETbHOM
BJIACTM 3TOro cyobekTa Poccuiickoit ®epepanymn.

7. IIpu hopMypoBaHUM OpraHU3aLMSIMM OTITOBOJ TOPTOBJIN, AlITEYHBIMU
OpraHmM3anusIMy, MHANBUAYAIbHBIMY MPeAIIPUHUMATENSIMU U
MeIVUMHCKMMMU OPraHU3alusIMM OTITYCKHBIX 1[€H Ha JIEKapCTBEHHbIE
TMperapaTsl ¢ IpMMeHEeHNMEeM Ipeie/IbHbIX Pa3MepOB OITOBBIX HAZ0ABOK U
(Mnu) mpeneabHbIX pa3MepOB POSHMUYHBIX HAaI0ABOK TaKyue OTITyCKHbIE
LI€HbI OKPYTJISIIOTCS [0 MaTEMaTUYECKMM PaBUIaM OKPYTJAEHUS A0 COThIX
yacTeit py6ss. [Ipu pacueTe mpMMeHeHHbIX TaKMMM OPTaHU3aLUSIMU U
VHIVBUAYATbHBIMY IIPeIIIPUHMMATEISIMY HaJ0aBOK IOITyCKaeTCsI
TOTPENTHOCTD, HEe MMPEBbIIIANIAs pa3Mep OKPYTJIEHUS.

8. ITox akTMuecKot OTITYCKHO 11eHO MPOM3BOAUTES Ha JIeKapCTBEHHbIN
mpernapar rocyapcTaa - wieHa EBpa3uiickoro 5KoHOMMUUeCKOro co3a



MOHMMAaeTcs IleHa (6e3 Hajora Ha A00aBJIeHHYIO CTOMMOCTD), YKa3biBaemas
TIPOU3BOAMUTENIEM B COIIPOBOAMUTENBHONM JOKYMEHTALMM HAa TOBApP U He
MpeBbINIAIAs 3aperMCTPUPOBAHHYIO WM TIepeperucTpUpoOBaHHYIO
NpeebHYI0 OTIIYCKHYIO LIeHy TPOM3BOAUTEISI HA JIEKapPCTBEHHbIN
npenapar Ha AaTy nepefauu poCCUIICKOMY MTOKYyTaTe o
(yTIIoJTHOMOYeHHOMY UM Jjiuity). ITpu aToM pakTHMUyeckast OTITycKHas IeHa
MPOU3BOANTENISI, YKa3aHHAsl B MHOCTPAHHOJ BajloTe, IepecUnuThIBAeTCS B
py6sn o Kypcy LlenTpanbHoro 6anka Poccuiickoit @emepaliy Ha 1aTy
repefauy JeKapCTBEHHOTO Mpenapara pomu3BOAUTeIeM roCygapCcTBa -
yieHa EBpasuiickoro SKOHOMMUUYECKOTO COl03a POCCUIICKOMY MTOKYIIaTe o
(YIIOTHOMOYEHHOMY UM JINILY) 10 IlepeaTOYHOMY aKTy W UHOMY
QHAJOTMYHOMY JOKYMEHTY.

[Ton pakTMUECKOI OTITYCKHOI 11eHOI MHOCTPAaHHOTO Ipou3BoAuTeNs (3a
UCKJIIOUEHUEM TIPOU3BOAUTEJIEN TOCYIAPCTB - UleHOB EBpa3uiickoro
3KOHOMMYECKOI'0 COI03a) Ha JIeKapCTBEHHBII IIperapaT IOHMMAaeT s 1jeHa
(6e3 Hasora Ha 106aBIeHHYIO CTOMMOCTbD), YKa3biBaeMasi MHOCTPaHHbIM
MIPOU3BOAUTENIEM JIEKAaPCTBEHHOTO TpernapaTa B COPOBOAUTENbHON
IOKyMEeHTalli Ha TOBap, Ha OCHOBaHMUM KOTOPOI1 ohopmiisieTcst
TaMOXXeHHas JeKiapanus, C y4eTOM pacxoL0B, CBS3aHHbIX C TAMOXXE€HHbIM
odopmiieHreM rpysa (ymiaToi TaMOKeHHBIX TOILIMH U CO0pOB 3a
TaMOkeHHOe oopMJIeHIe), He MTpeBbIIIalolias 3aperMcCTPUPOBAHHYIO WU
repeperucTpMPOBAHHYIO TIPeebHYI0 OTIIYCKHYIO LIeHY ITPOU3BOAUTENS Ha
3TOT JIeKapCTBEHHbIN ITpernapar Ha ATy BbIIIyCKa TOBApa, YKa3aHHYIO B
TaMOXXeHHOI Aexnapaiuu. [Ipy aTom dbakTuueckast OTIyCKHas 1ieHa
IIPOU3BOAUTEIS, 3a[leKIapPOBAaHHAs B MHOCTPAHHOM BajoTe,
repecuMThIBaeTCs B py6su mo kypcy LleHTpanbHoro 6aHka Poccuiickoii
depnepanyu Ha 1aTy oopMIeHMSI TAMOKEHHO IeKIapalyu.

9. Peanusanys 1eKapCTBEHHbIX IPENapaToB OpraHMU3alusIMy OTOBOM
TOPTOBJIM, AITEYHBIMY OPraHMU3ALUSIMU, UHAVUBULYAIbHBIMU
MpeanpUHUMATENSIMU U MeIULIMHCKMMY OPraHU3al UMM OCYILECTBIISIeTCS
IIpY HAJIMYUY IIPOTOKOJIA COT/IaCOBAHMS 11€H ITOCTaBKM JIEKAPCTBEHHBIX
IpernaparoB, COCTaBAeHHOro Mo (opMe coriacCHO MPUIOKEHUIO, 3a
UCKJTIOUeHMeM JIeKapCTBEHHBIX ITperapaToB, KOTOpbie He OblIM BK/IIOUEHbI B
repevyeHb KM3HEHHO HeOOXOAMMBbIX Y BaXKHEMIINX JIeKapCTBEHHbBIX
rpernapaToB Ha JaTy UX IpUoOpeTeHNs] yKa3aHHbIMM OpraHU3aIUSIMU U
VIHIVBUAYAJIbHBIMY IIPENIPYHYMATEISIMMU.



10. IIpoTOKOA cOryIacOBaHMS LieH ITOCTaBKU JIEKAPCTBEHHBIX IIpeIapaToB
MOKET ObITh CO3/IaH B BUJIE 9JIEKTPOHHOTO JOKYMEHTA, ITOAIIMCAHHOTO
YCUIEHHOV KBaIMUILIMPOBAHHO 3JIEKTPOHHO MOAINCHIO
YIIOJTHOMOYEHHBIX JIUII TTOCTABIIMKA M TOKYTIATesl.

[Ipunoxenne
K [TpaBuaam b opMMUPOBAHUS OTITYCKHBIX
IIeH Ha JIeKapCTBEHHbIE ITpenaparsl,
BK/IIOUEHHbIE B IlepeuyeHb JKU3HEHHO

HEeO0OXOIVMMBIX ¥ BasKHEMIINX

JIeKapCTBEHHbIX IIperapaTos,
OpraHMU3alysIMy OIITOBOV TOPTOBJIN,

arnTeyHbIMM OPTaHU3aALUSIMU,
MHIOVBUIYAIbHBIMU MIPEeATIPUHUMATESIMU
U MeIULMHCKMMM OpraHU3alusIMu

[TPOTOKOJI

rperapaToB

COIJIaCOBaHMA I1€H ITOCTAaBKM JIEKAPCTBEHHbBIX ITPpeIlapaToOB, BKIIIOUEHHbIX
B I1I€epedyeHb JKM3HEHHO HEO6XO,HI/IMI:;IX U BaKHEMIIMX JIEKapCTBEHHbIX

MOCTABIIMK (OpraHu3aI s OITOBOI TOPTOBJIN)

roJiyqaTtesb (OpraHu3anus OITOBOM TOPTOBIYM MJIM OpPraHU3anus
PO3HUYHOI TOPTrOBIu <1>)

HIITPUXOBOI KOJ,

MexnyHaponHoe |Toprosoe Cepus |[IpomusBoauTens | 3aperuct
HeIlaTeHTOBAaHHOe | HaMMeHOBaHue, rnpezneinb
HaMMeHOBaHue JIeKapCTBeHHas OTITYCKH.
(xuMu4ueckoe unu | dopma, MPOU3BO
IPYNIIMPOBOYHOE) | HO3UPOBKA, (py6mneit)

KOJINYeCTBO B

MOTPEeOUTENTbCKOI

YIIaKOBKe,




1 2 3 4 5
(oA mmnch d.n.0. | | (mommuch d.n.o.
YIIOJTHOMOYEHHOTO YIIOJTHOMOYEHHOTO InLia
JI11a TTOCTaBLIMKaA - rojsyyaress - OpraHu3salnuu
OpraHmsalumn OIITOBO TOPTOBJIN U
OIITOBO¥ TOPTOBJIN) OpraHu3alum poO3HUYHOMN
TOProBJM <1> - yKa3arb
HYKHOE)
! ! 20 r.|" ! 20_r.
M.IL. M.IL.

<1> AnTeuHble OpraHM3aluy, UHAMBUIYAIbHbIE TIPeANIPUHUMATENN,
MMelolIe TUlleH3MI0 Ha (papMalleBTUUeCKYIO AesATebHOCTb, MeIUIMHCKIE
opraHM3aluy, MMelole JUIeH3MI0 Ha (hapMaleBTUUeCKYIO 1esITe/IbHOCTD,
" X 060cobIeHHbIe TIoipa3aeneHus (aMmbynaTopun, dbenbaiiepckue u
denpaIIepCcKo-aKyIIepcKme MyHKThI, eHTPbI (OTAeTeHNs) 0011
BpavyebHOIi (CeMeifHOI) IMTPAKTUKM), PACIIONOKEHHbBIE B CETbCKUX
HaceJIeHHBIX ITyHKTAaX, B KOTOPBIX OTCYTCTBYIOT allTeUHble OPraHU3al V.

<2> 3aperucTpupoBaHHas MMpejebHas OTITyCKHAs LleHa ITPOMU3BOUTENS Ha
JleKapCTBEeHHbI Tpernapar Ha JaTy peaan3saiuy JjeKapCTBeHHOro
TrperapaTa Ipou3BoauTeaeM Ha TeppuTopun Poccuiickoit ®epepanym.

<3> [Ipu ycTaHOBIEHUY LIeHbl MHOCTPAHHBIM IIPOMU3BOLUTEIEM
daxTuyeckas OTITyCKHas lleHa Ha JleKapCTBeHHbIl ImpenapaT yKa3blBaeTcs ¢
yYeToOM TaMOyKeHHOJ MONUUIMHBI 1 CO0POB 3a TaMOXXeHHOe obopMIeHNe.

<4> [laTta peanu3aluyiy JIeKapCTBEHHOTIO Mpernapara Ipou3BOAUTEIeM Ha
TepputTopum Poccuiickoit ®emepanmn.

<5> [Ipu 3amosHeHMM OpraHu3aIyei ONTOBO TOPTOBJINM, KOTOpast
MpMobpesia JeKapCTBeHHbIN IpernapaT y IPpoU3BOIUTES, YKa3bIBAeTCSI
LleHa peaJn3aly JIeKapCTBEHHOTO IIpernapara opraHm3salneii OrnToBO
TOPTOBJIN.



<6> [Ipu 3amoaHeHMUM OpraHu3alei OToBO TOProBIU, KOTOpas
Mprobpesia JeKapCTBeHHbIN ITpenapar y APyroii OpraHm3anyy ONTOBOIA
TOPTOBJIM, YKA3bIBAETCS IIeHa IPMOOpeTEeHMSI JIEKAPCTBEHHOTO IIperapara.

<7> 3amnoyHsgeTcs KaKI0i opraHmsaliyeil oliToOBOM TOProB/IM, KOTOpast
peanu3yeT JieKapCTBEHHbIN Ipernapar.

<8> 3amoHsaeTCcs opraHu3aliei ONToBO¥ TOProBjIM, KOTOpas puobpena
JIeKapCTBEHHbIN Mpernapar y APYyroil opraHu3anuy OrTOBOI TOPTOBJIN.

<9> B ciryuae peanu3saiiuy opraHu3saiueit onToBoi TOPTOBIN
JIeKapCTBEHHOTO IIperapara Io IileHe HUKe IeHbI ero MproopeTeHusI
YKa3bIBAETCS ITPOYEPK.

<10> B ciiyuae peasim3zanum opraHmsaliiesi OrToBOi TOProBIn
JleKapCTBEHHOT0 Iperiapara 1o 1eHe Hiske PakTUUecKoil OTITYCKHO 1eHbl
IIPOM3BOANTEIISI YKA3bIBAETCS ITPOYEPK.

<11> VpouieHHas cucTeMa HaJIOTrO00IOKEHMSI.
<12> EguHbIii HAJIOT Ha BMEeHEeHHbIN J0X0/I.

[Tpumeuanue. I'padni 1 - 8 3aM0NHSAIOTCS OpraHKu3aieit OToBOI TOPTOBIN,
KOTOpasi mpuobpesia jeKapCTBeHHbIN pernapar y Mpou3BOAUTESI.

Wudopmanus, ykazanHas B rpadax 1 - 8 opraHusaiiueit onToBOi TOPTOBIIN,
KOTOpasi mpuobpesia jeKapCTBeHHbI MpernapaT y Mpou3BOAUTENS,
yKa3biBaeTcs: 6e3 M3MeHeHMt BCeMU OITOBbIMYM OpraHU3alUsIMMU,
YyUaCTBYOILMMHU B peanusaly JeKapCTBEHHOTrO Mpenapara, B
00s13aTebHOM IMOPSIAKeE.

YTBepKaeHbl

[ToctanoBnenueMm [IpaBurtenncTBa
Poccuiickoit @enepaiyn

oT 29 okTs16ps 2010 1. N 865

N3MEHEHU{,

KOTOPBIE BHOCATCA B IOCTAHOBJIEHISA
TTIPABUTEJIbCTBA POCCUICKOW ®EJEPAILIMU 110 BOIIPOCAM,
CBA3AHHBIM
C COBEPIIEHCTBOBAHMEM I'OCYOIAPCTBEHHOT'O PEI'VJINPOBAHNMS
LIEH



HA XM3HEHHO HEOBXOJVIMBIE Y BAXKHEMIIIE
JIEKAPCTBEHHBIE CPENICTBA

1. B IloctanoBnenuu [IpaButenbcrBa Poccuiickoit ®egepaiium ot 7 mapra
1995 r. N 239 "O Mepax I10 YIIOPSIIOYEHNIO TOCYAapCTBEHHOTO
perynupoBanus 1ieH (tTapugos)” (CobpaHme 3akKoHOmaTeabCTBa Poccuiickoii
®enepanyn, 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, cTt. 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,
N1,cr.3;N7,ct.597; N 17, ct. 1887; 2009, N 33, cT. 4086; 2010, N 30, cT.
4096):

a) ab3all JeBsITHAILIATBIN MepeyuHs MPOIYKLIM ITPOM3BOICTBEHHO-
TeXHNYECKOT0 Ha3HAuUeHMsI, TOBApOB HAPOJHOTO IMOTPeOIeHNS U YCIYT, Ha
KOTOpbIE TOCYIapCTBEHHOE peryanpoBaHie 1eH (Tapu@oB) Ha BHYTPEHHEM
pbiHKe Poccuiickoit @emepatiyy oCyuecTBASIOT [IpaBUTEbCTBO
Poccuiickoit ®egepauyu u dhegepaabHble OpraHbl MCIIOTHUTEILHON BIACTH,
YTBEPKJIeHHOTO yKa3aHHbIM [TocTaHOBIeHMEM, U3IOKUTD B CJIeAYOIIeit
penaKkiuun:

"JlekapCcTBeHHbIe IIpernaparTsl, BKIIOYeHHbIE B [IepeuyeHb JXU3HEHHO
HEeOOXOAMMbIX U BaXKHEMIINX JTIeKapCTBEeHHbBIX MperapaToB”;

0) ab3all IeBATHIN MepeyHs MPOIYKLMM ITPOM3BOICTBE HHO-TEXHUYUECKOTO
Ha3HaYeHMsI, TOBAPOB HAPOJHOIO ITOTPe6IeHMS U YCIIYT, Ha KOTOPbIE
roCyapCTBEHHOE pPeryiMpoBaHme 1eH (TapudoB) Ha BHyTPEHHEM PhIHKE
Poccuiickoit @enmepaniym OCyieCTBASIOT OPTaHbl MCITOJHUTE/IbHO BJIaCTU
cyobekToB Poccuiickoit demepalivin, yTBEpKIEHHOTO YKa3aHHbIM
ITocTaHOBNIEHMEM, U3IOXKUTD B CJIEAYIOIIEN PeIaKIun:

"I[IpemenbHbIEe Pa3Mepbl ONITOBBIX U MTpeIe/IbHbIe pa3Mepbl PO3SHUYHbIX
HaJ0aBOK K (haKTUUYECKMM OTITyCKHBIM I[€HaM ITPOMU3BOIMUTEIIe Ha
JleKapcTBeHHbIe MpenapaThl, BK/IIOUeHHbIe B TlepeueHb KM3HEeHHO
HEOOXOAMMbIX U BayKHEMIINX JIeKapCTBEHHbBIX MperapaToB”.

2. Homonuuts [TonoskeHne o @enmepaabHOI CiTyskOe 110 Haa30py B chepe

30 paBOOXpPaHEeHMS U COLMAIbLHOTO Pa3BUTHSI, YTBEPKIEHHOE
ITocranoBnenuem IIpaBuTtenbcTBa Poccuiickoit @egepannmu oT 30 UIOHS
2004 r. N 323 (Cobpanue 3akoHOmaTenbcTBa Poccuiickoit @epepanym, 2004,



N 28, ct. 2900; 2009, N 2, cT. 244; 2010, N 35, cT. 4574) IOAITyHKTOM
5.1.3.10 cienyomiero comepskaHms:

"5.1.3.10. mpuMeHeHNeEM IIeH Ha JIeKapCTBEHHbBIE TTpernapaThl, BKIIOYEHHbIE
B IlepeueHb KM3HEHHO HeOOXOAMMbIX M BasKHEMIIINX JIeKapCTBEHHBIX
rpenaparos;".

3. Yrpatun cuiy. - [Toctanosnenue [IpaButenbcrBa PO ot 04.09.2015 N
941.

4. B Iloctanosnenun [IpaBurtenbcrBa Poccuiickoii @engepanym oT 8 aBrycra
2009 . N 654 "O coBepIlIeHCTBOBAHMM T'OCYIapCTBEHHOTO PEryIMPOBaHMUS
IIeH Ha KM3HEHHO HeoOXOAMMbIe ¥ BaXKHeJIe JeKapCTBEeHHbIe CpeCcTBa"
(Cobpanmue 3akoHOmaTenbcTBa Poccuiickoit ®emepannm, 2009, N 33, cT.
4086; 2010, N 2, cT. 179):

a) B HaMeHOBaHMM 1 ab3a1iax BTOPOM U TpeTheM MyHKTa 1 cjioBa
">KMU3HEHHO HeOOX0IMMbIe M BaskKHelIye JJeKapCTBeHHbIe CPe/iCTBA" B
COOTBETCTBYIOILEM ITafieKe 3aMEeHUTD CJI0BaMU "JIeKapCTBEHHbIE
rpenaparhl, BKIIOUEHHbIE B IIepeUeHb JKM3HEHHO HeOOXOMMBbIX U
BaKHeNMILNX JIeKapCTBEHHDIX IIPernapaToB’ B COOTBETCTBYIOILEM ITa/leKe;

0) B MyHKTe 2:

B a63a1le BTOPOM CJIOBa ">KM3HEHHO HeOOXOMMble U BaskKHeIe
JIeKapCTBEeHHbBIE CPeJICTBA" 3aMEHUTD CJI0OBAMMU "JIeKapCTBEHHbBIE
TperapaThl, BKJIIOUEHHbIE B IIepeUeHb KM3HEHHO HeOOXOIMMbIX U
BaKHEMIINX JIEKAPCTBEHHBIX ITPenapaTosB (manee - JXKM3HEHHO
HeoOXOIMMbIE ¥ BasKHEIINe JIeKapCTBeHHbIEe ITperaparhl)”;

B ab3alle TpeTbeM CJI0Ba "JIeKApPCTBEHHbBIE CPeNCTBA" B COOTBETCTBYIOIIEM
rajiesxke 3aMeHUTh CJIOBaMU "JieKapCTBEHHbIE IpernapaThl” B
COOTBETCTBYIOILEM ITafieXe;

a63al] YeTBepThIi MPU3HATH YTPATUBILIUM CUITY;

B) B ITYHKTAaX 3 - 9 CJIOBA "JleKapCTBEHHbIE CPeACTBA" B COOTBETCTBYIOIEM
rnajexke 3aMEHUTD CJIOBAMM "JIeKapCTBEHHbIE MperapaThl’ B
COOTBETCTBYIOIEM ITa/IexKe;

r) IyHKT 10 npM3HaTh YTPATUBILUM CUTTY;



)1) ITYHKT 2 I/IBMEHQHI/H;'I, YTBEPXKIOECHHBIX YKa3aHHbIM HOCTaHOBHeHI/IEM,
IMPpU3HAThb YTPATUBIINM CUITY,

e) B hopme mpoToKOIIa, yTBEPKAEHHO yKa3aHHbIM [locTaHOB/IEHMEM :

B HAaMMEHOBAHMM C/I0BA "KM3HEHHO HeOOXOAMMbIX M BasKHEIIMX
JIeKapCTBEHHBIX CPeICTB" 3aMEHUTD CJIOBAMM "JIeKapCTBEHHLIX IIpernapaTos,
BK/IIOUEHHBIX B ITepevyeHb XM3HEeHHO HeOOXOAMMbIX U BaXKHEMIIINUX
JIeKapCTBEHHBIX TIperapaToB”;

B CHOCKaXx IepBOJi 1 BTOPOJi CJIOBa ">KM3HEHHO He0OXOAMMOoe 1 BakHeli1ee
JIeKapCTBEeHHOE CPeJICTBO" 3aMEeHUTh CJIOBAMU "JIeKapCTBEHHbIN MTpernapar,
BK/TFOUEHHBIIi B IepeveHb JKM3HEHHO HeOOXOIMMBbIX U BaXKHEM X
JIEKapCTBEHHBIX IIperaparos,”.



