NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
oT 8 okTs16pst 2018 r. N 1207

O BHECEHMU MU3MEHEHUI
B IIOCTAHOBJIEHUA ITPABUTEJIbCTBA
POCCUIICKOM ®EOEPALIAU
OT 29 OKTSIBPA 2010 T. N 865 1 OT 15 CEHTSBPAI
2015T.N 979

IIpaBuTenbcTBO Poccuiickoin ®enepannnu
IIOCTaHOBJISIET:

1. YTBepaAuTh npuiaraemMmbie MU3MeHEHNsI, KOTOpbIe
BHOCSITCS B [TOCTaHOBJIeHMe [IpaBuTenbCTBA
Poccuiickoit @emepannm ot 29 oktsopst 2010 r. N 865
"O rocygapCTBEHHOM peryJiMpOBaHNUM LIEH Ha
JIeKapCTBeHHbIe MpelapaThl, BKAIOUeHHbIE B
repeveHb JKM3HEHHO HeOOXOIMMBbIX U BasKHEMIINX
JeKapCcTBeHHbIX nperapatoB” (CobpaHne
3aKoHomarenbcTBa Poccuiickoit ®epepannn, 2010, N
45, ct. 5851; 2011, N 50, cT. 7390; 2012, N 37, cT.
5002; 2015, N 37, ct. 5153; N 38, cT. 5302) 1
rnocraHosyieHue IIpaBurtenbcTBa Poccniickon
®enepanyum ot 15 centsiopst 2015 1. N 979 "O
BHECEHUM M3MeHEeHMIi B IOCTaHOBJIeHN e
IIpaBuTenbcTBa Poccuiickoi @enepanyiu ot 29






okTs16pst 2010 r. N 865 1 06 yTBep>KIeHUM METOAUKHA
pacuera yCTaHaB/IMBaeMbIX [IPOU3BOAUTEISIMU
JIeKapCTBEHHBIX MIPernapaToB MpeIebHbIX
OTITYCKHBIX 1LIeH Ha JIeKapCTBEHHbIe IMpenaparsl,
BK/TIOUEHHbIE B ITIepevyeHb XM3HeHHO HE0OXOIMMBIX U
BayKHENIIMX JIeKapCTBEHHbBIX MpenapaToB, Ipu UX
rOCyLapCTBEHHO perucTpanuum u rnepeperucrpaumumn’
(Cobpanne 3akoHOmaTeAbCTBA Poccuiickoit
®enepanunu, 2015, N 38, cT. 5302).

2. Hacrosiiiee mocTaHOBIeHYE BCTYIIAET B CUITY CO
IHS ero o(pULMaJIbHOIO OITyOJIMKOBAHMSI.

[Mpencenatens [IpaBuTeIbCTBA
Poccuiickoit @engepannn
IO.MEJIBEJIEB

YTBepKaeHbl

MmocTaHoB/ieHMeM IIpaBuTenbCTBa
Poccuiickoin @epepann

ot 8 okTs16ps1 2018 r. N 1207

MN3MEHEHUS,
KOTOPBKIE BHOCSITCS B IIOCTAHOBJIEHNS
[TIPABUTEJIbCTBA
POCCHUVICKOU ®EOEPAIIVU OT 29 OKTSIBEPS 2010
I.N 865
M OT 15 CEHTSBPS 2015T. N 979






1. B nocranoBnenuu [IpaBuTenbcTBa Poccuiickoin
®eneparum ot 29 okTsi6pst 2010 . N 865 "O

roCcy1apCTBEHHOM PeryJiMpoBaHUM II€H Ha
JIeKapCTBEHHbIE TperaparThl, BKIIOUYEHHbIE B
repeyeHb XKM3HEHHO HeOOXOMMBbIX U BasKHEMIINX
JIeKapCTBEHHBIX TIpernaparoB”:

a) MyHKT 5 M3JIOKUTD B CIeAyIONIei peJakiyun:

"5. MMHMCTepCTBY 3[IipaBOOXpaHeHust Poccuiickoin
Oenepanyu 1 GemepasbHO aHTMMOHOIIOIbHOM
CJTy3k0e 1aBaTh MPY HEOOXOAVMOCTY Pa3bsICHEHUS 10
MPUMEeHEeHUIO ITPaBUJl, YTBEPKAEHHBIX HACTOSIIIUM
MOCTaHOB/JEHMEM.";

6) IIpaBuIa rocygapCcTBEHHOM PerucTpauum u
rnepeperucTpanum yCTaHaBJINBAEMBbIX
MIPOU3BOAUTEIISIMMU JIeKAPCTBEHHBIX IIPerapaToB
Npene/ibHbIX OTITYCKHbBIX LI€H Ha JIeKapCTBEHHbIE
rperaparhl, BKIIOUYEHHbIE B IIepevyeHb )KM3HEHHO
HEeOOXOAMMBIX ¥ BasKHEIIINX JIeKapCTBE HHBIX
MpernaparoB, YTBEPKIeHHbIe YKAa3aHHBIM
IOCTAHOBJIEHMEM, U3JIOKUTD B CJI€YIOLLEN
pemaKkuun:

"YTBepKOeHbl

rmoctaHoB/ieHMeM IIpaBuTenbCcTBa
Poccuiickoi ®epepaniun

oT 29 okTsi6pst 2010 T. N 865






(B pegakiuyy MOCTaHOBIEHUS
IIpaBuTenbcTBa Poccuiickoi @emepannmu

ot 8 okTs6pst 2018 r. N 1207)

[TPABUJIA
T'OCYIIAPCTBEHHOM PETUCTPALIVIM U
[TEPEPETICTPALIN
YCTAHABJIMBAEMBIX ITPON3BOJUTEISIMU
JIEKAPCTBEHHBIX ITPEITAPATOB
[TPEJEJIBHBIX OTITYCKHBIX LIEH HA
JIEKAPCTBEHHDBIE ITPEITAPATDI,
BKJ/IIOUEHHBIE B ITEPEYEHD )KU3HEHHO
HEOBXOIVMBIX
1 BAJXKHEMIIVX JIEKAPCTBEHHBIX ITPEITAPATOB

1. Hacrosmiue ITpaBuia ycTaHaBAMBAOT MOPSIAOK
OCYILeCTBI€HUS TOCYAApPCTBEHHON PerucTpanuum u
rnepeperucTpanum yCcTaHaBIMBaeMbIX
MIPOU3BOANUTEJISIMMU JIeKaPCTBEHHBIX ITPernapaToB
MpeebHbIX OTITYCKHBIX 1I€H Ha JIeKapCTBEHHbBIE
Mpenaparhbl, BK/IIOUeHHbIe B IlepedyeHb KM3HEeHHO
HEeOOXOIVMBIX ¥ BaXKHEMIIMX JIeKapCTBEHHBIX
Iperaparos, eXXerogHo yTBepKaeMblii
[TpaBuTtenbcTBOM Poccuiickoit ®@enepanm (manee -
JIeKapCTBeHHbIEe TIperapaTsl).

2. TocypgapcTBeHHas perncrpauus u
repeperucTpanus npefeabHbIX OTITYCKHbBIX LIEH






HpOI/I3BO,ELI/ITEJIeI‘/)I JIEKapCTBEHHBLIX IIpeIIapaTOB Ha
JIEKapCTBE€HHbIE IMMpeIrapaTbl OCYMIECTB/ISIIOTCSI B

pYOJISIX.

3. MuHMUCTEpPCTBO 3ApaBOOXpaHeHns1 Poccuiickoi
denepaniiy OCyIIeCTBIISIET PETUCTPALINIO
peeabHONM OTITYCKHOM IIeHbl MPOU3BOAUTES Ha
JIeKapCTBEHHBII TIperapar, ee rnepeperucTpanuio,
BHECEHMe YKa3aHHOV 3aperncTpupoOBaHHOM
(TIepeperncTpupoOBaHHON) TIpeieIbHON OTITyCKHOM
1IeHbI B TOCYJapCTBEHHBII peecTp Ipeae/ibHbIX
OTITYCKHBIX LIeH IIPOMU3BOAUTEIEN HA IeKapCTBEHHbIe
rperaparbl, BKIIOUEHHbIE B IIepeuyeHb KM3HEHHO
HEeOOXOAMMBIX ¥ BasKHEIIINX JIeKapCTBE HHBIX
MpernaparosB (Jiajiee - rOCyJapCTBEHHBIN peecTp),
BbIAUY JepsKaTesio WIN BlIafelblly
pPerucTpauoOHHOr0 YA0CTOBEPEHMS JIEKapCTBEHHOIO
npermnapara (yroJHOMOYEeHHOMY MM JIUITY) BBIITACKU
U3 TIpuKa3za MUHUCTEPCTBA 31 paBOOXpaHEHUS
Poccuiickoit @enepaiyiy 0 rocygapCTBEHHOM
peructpauuu (mepeperucTpanym) mpeaeabHon
OTITYCKHOJ LIeHbI IPOMU3BOAUTEISI Ha JIEKAPCTBEHHBI
nperapar.

4. ®enmepasnbHast aHTMMOHOIIOIbHAS CITy3KOa
OCYIIECTBJ/IIeT SKOHOMUYECKUI aHAJIU3 IIpeae/ibHOM
OTITYCKHOM 11€HbI IPOU3BOAUTES HA JIEKAPCTBEHHbIN
rperiapar Ipu ee rocygapCTBeHHON perucrpanumn






(riepepeructpanum).

5. JInst rocygapCTBEHHOM perucTpanmn
(mepepeructpauumn) rpeaeabHO OTITYCKHO LI€HbI
MIPOM3BOANUTEJIS HA JIeKapCTBEHHBIV ITpenapar B
MuHucTepcTBO 34paBooxpaHeH s Poccuiickoin
denepanyy aep>xkateaeM MIN BiaagenablleM
pPerucTpauMoOHHOr0 YA0CTOBEPEHMS JIEKapCTBEHHOIO
npermnapara (YroJHOMOYEHHBIM UM JIMLIOM)
MPeNCTaBISIOTCS C/IeAyIole JOKYMEHTHI (B 2
9K3eMIlIIpax Ha OyMaskHOM HOCHUTEJIe U B
3JIEKTPOHHOM BUJIE):

a) 3as1BJIEHME O TOCYIapCTBEHHON perucTpainmn
YCTaHaBJIMBaeMbIX IIPOU3BOAUTEISIMU
JIeKapCTBEHHBIX [IperapaToB Ipee/bHbIX
OTITyCKHBIX LIeH Ha JIeKapCTBEeHHbIe IIpernaparsl,
BK/IIOUEHHbIE B IIepeUyeHb KM3HEHHO He0OXOAMMBIX U
BaXKHEMIINX JIeKapCTBEHHBIX ITpernapaTos, 1o ¢opme
cornacHo npmiaoxkeHuto N 1 (manee - 3asiBJieHME O
roCy1apCTBEHHOW perucTpauumn) Uiam 3asiBjieHue o
repeperucTpanuy yCTaHaB/IMBaeMbIX
MIPOU3BOAUTEIISIMMU JIeKAaPCTBEHHBIX IIpPerapaToB
Npene/ibHbIX OTITYCKHbBIX LIeH Ha JIeKapCTBEHHbIe
Iperniaparhl, BKIOUEHHbIEe B IIepeyeHb JXM3HEHHO
HeOOXOJMMBIX M BasKHEMIIMX JIeKapCTBeHHbIX
rpenaparos, 1o ¢bopMe COTaCHO MPUI0KeHI0 N 2
(manee - 3asBlIeHMe O NlepeperucTpalunn);






0) cBeIeHMS O JINLIEH3UM Ha IIPOU3BOJICTBO
JIeKapCTBEHHBIX CPENICTB;

B) CBeOEeHN O perMCTpaiMOHHOM YAOCTOBEPEHUU
JIEKapCTBEHHOTO IIperiapara,

') JOKYMEHTbI, [IpeiCTaB/sieMble C yUeTOM
TpeboBaHMIT METOAVKY pacueTa yCTaHaBIMBAEMbIX
IIPOM3BOAUTENSIMU JIEKAPCTBEHHBIX IIPENapaToB
Mpeae/ibHbIX OTITYCKHbBIX 1I€H Ha JIeKapCTBeHHbIe
Mpenaparsbl, BKIIOUeHHbIe B ITlepedyeHb KM3HEeHHO
HEeOOXOIMMBIX M BaXKHEMIINX JIeKapCTBEHHBIX
rperapaToB, IPU UX rOCYAapCTBEHHON perncTpaumnmn
U TepeperucTpanum, yrBepxxaeHHOM
nocraHosysieHueMm IlpaBurtenbcTBa Poccniickoii
®enepanyum ot 15 centsiops 2015 . N 979 "O
BHECeHUM M3MeHeHU1 B TIOCTaHOBJIeH e
IIpaBuTenbcTBa Poccuiickoi ®enpepanyu ot 29
okTsi6pst 2010 r. N 865 1 00 yTBep>KIeHUM MeTOAUKNA
pacyeTa yCTaHaBJIMBaeMbIX IIPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IIpeIapaToB NpeaebHbIX
OTMYCKHBIX II€H Ha JIeKapCTBEeHHbIE IMperaparsl,
BKJIIOUEHHbIE B IlepeveHb KM3HEHHO He0OX0IMMbIX U
BaKHENMIIIMX JIeKapCTBEHHbBIX MpenapaToB, Ipu UX
rOCyIapCTBEHHOM perucTpauum u rnepeperucrpaunumn’
(mayee - MeTOAMKA), BKITIOYAIOIIME B CeOS:

CBedeHNAd 00 06beMax u HeHaX OTITyCKa






HaXOZSIIEerocs B 00pallieHuu Ha TeEPPUTOPUA
Poccuiickoit ®epepaiiu ieKapCTBEHHOTO MperaparTa

MIPOU3BOANUTEJIel TOCYIapCTB - YIeHOB EBpa3uiickoro
3KOHOMMYECKOI'0 COK03a ¥ MHOCTPAHHBIX
MIPOU3BOJNUTENIe, OCYLLECTBIISIOLNX B TOM UNCIIe
IIePBUYHYIO U (M) BTOPUYHYIO YIIAKOBKY
JIeKapCTBEHHOTO Tiperiaparta B Poccuiickoii
Oenepanymu;

pacyeT TpeiesbHOM OTITYCKHON 11€HbI
MMPOM3BOANTES HA JIEKAaPCTBEHHBII IIpernapar,
NpencTaBisieMOl Ha TOCYAapCTBEHHYIO PErUCTPaLMIO
(TlepeperncTpainmio);

cBeneHyus 06 o6beMax 1 IleHax BBO3a
JIeKapCTBEHHOTIO IperapaTa MHOCTPAHHOTO
MPOM3BOJICTBA, HAXOISIIEroCsI B 0OpalleHUM Ha
Tepputopuu Poccuiickoi ®@enepaniymn;

CBeIeHMS O HAIMUMIM 3aPeruCTPUPOBAHHBIX
MpeelbHbIX OTITYCKHBIX LI€H 3asIB/ISIEMOTO
JIeKapCTBEHHOTO TpernapaTa;

pacyer rpesiesbHOM OTITYCKHO 11eHbI Ha
BOCITPOM3BeIeHHbIN, 6110aHAIOTOBbI
(6MomomO06HbIN) JIeKapCTBEHHbIN IIpenapar,
MpeacTaBisieMOl Ha TOCYAapCTBEHHYIO
perucTpaumio;






pacuer rpeaeabHOM OTITYyCKHO IIeHbI Ha
JIeKapCTBEeHHbIN Ipernapar Ipou3BOUTe el
rOCyZapCTB - WieHOB EBpa3niickoro SKOHOMMUYECKOTO
CO103a, IIPe/ICTaB/IsIEMOJi Ha TOCYAaPCTBEHHYIO
perucTpanmio;

060CHOBaHMEe pacyeTa MpeeabHOI OTIYCKHOI I[eHbl
Ha JIEKapCTBEHHbII MTpernapar Mmpou3BoauTeei
rOCYyZapCTB - WieHOB EBpa3nuiickoro SKOHOMUYECKOTO
CO103a, IIpe/iCTaB/IsIeMOli Ha ITepeperucTpaiuio;

000CHOBaHMe pacueTa Mpeie/bHO OTITYCKHO I1eHbI
Ha JIeKapCTBEHHBII IIpernapaTr MHOCTPAHHbIX
MIPOU3BOLUTEJIeN, OCYILeCTBISIOIINX B TOM UnCie
IMePBUYHYIO U (MUJIU) BTOPUUHYIO YIIAKOBKY
JIeKapCTBEeHHOTO Iperapara B Poccuiickoii
depepauyin, mpeACcTaBAsSIEMOI Ha IepeperucTpaluio;

1) IOKYMEHT, ITOATBEPsKIAIOIIN I ITOJTHOMOYMS
YIIOJIHOMOYEHHOTO JIUIIA.

6. CBegeHMsI, cogepsKalecs B 3asiBJIeHUA O
rocyapCTBEHHOV perucTpauum u 3asiBJIeHUM O
rnepepermucTpalmm, 4OKHbI COOTBETCTBOBATD
CBelleHMSIM, YKa3aHHBIM B PerMCTpalMIOHHOM
YIOOCTOBEpEeHMM JIeKapCTBEHHOrO Mpernapara Ha JeHb
I0Ja4y TAKOTrO 3asIBJIEHMS.

7. llepskaTenb MU Biaaaesiel perucTpauiOHHOTO






yIIOCTOBEpeHMs IeKapCTBEHHOTO Mperapara
(YIIO;THOMOYEHHOE MM JIUII0) BITpaBe MpeJCcTaBUTh
KOTIMIO JIUI[EH3UY HA ITPOU3BOACTBO JIeKapCTBEHHbIX
CPeICTB ¥ KOMMIO PerYICTPALIMIOHHOTO
yIIOCTOBEpeHMs IeKapCTBEHHOTO ITpernapara o
COOCTBEHHOI MHUIMATHBE.

8. B ciryyae npencraBieHus gepkaTesieM Un
BJIaZ|€J/IbLIEM PETUCTPALIMOHHOTO YIOCTOBEPEHMS
JIeKapCTBEHHOTrO Mperapara (yIoJITHOMOYEHHbIM UM
JIULIOM) 3asBJIEHUS O TOCYLapCTBEHHO perncTpaunmn
IO UCTeueHUsd 3 JIeT CO SHS IPUHATUS
MuHUCTEpPCTBOM 3ApaBooXpaHeHnuss Poccuiickoii
depnepanuy perieHus 06 UCKITIOUEHUN U3
roCy1apCTBEHHOTO peecTpa Mpee/ibHOM OTITyCKHOM
LIeHbl Ha JIeKapCTBEHHBI IIperapar 3asiBJieHHast
npezneyibHas OTIYCKHAS LieHa IIPOU3BOAUTEIS He
MOXET IPEeBBIIATh PaHee UCKIIOUEHHYIO
npefebHYI0 OTITYCKHYIO 1IeHy Ipou3BoauTes (6e3
y4eTa MPOU3BOJACTBEHHO MIOMaAKIN) UCXOOS U3
CTOMMOCTM OJIHOJ JIeKapCTBEHHO (OpMBbI
COOTBETCTBYIOIEN JO3MPOBKYU JIEKAPCTBEHHOTO
rpernapara.

9. 3agBiieHHas K TOCyAapCTBEHHO perucTpanumn
npefiesibHasi OTITYCKHAS 1leHa IPOU3BOAUTES Ha
pedepeHTHbII JieKapCTBEHHbIIi MperapaT He MOXeT
TpeBbIIATH 1IeHY, YKa3aHHYIO B MOJMYyHKTe 5.5.4






npuiokenust N 1 x ITpaBunam popmupoBaHust
repevHeli JIeKapCTBEHHBIX ITPerapaToB AJIst

MeJUIIMHCKOTO MPMMeHeHUs ¥ MUHMMaJIbHOTO
acCOpTMMEHTA JeKapCTBeHHBIX IIperapaTos,
HEeO0OXOIMMBIX JIJIST OKa3aHMsI MeIUIIMHCKOI
TOMOIII, YTBEPKAEeHHbIM ITOCTaHOBIEHEM
[TpaButenbcTBa Poccuiickoin @epepainum ot 28
asrycta 2014 r. N 871 "O6 yrBepxxaeHun [IpaBui
dbopmupoBaHMs TIepevHet IeKapCTBEHHBIX
IperapaToB JJIsI MeIUIIMHCKOTO IIPUMEHEeHUs U
MUHMMAaJIbHOI'O aCCOPTUMEHTA JIeKapCTBEeHHBIX
IpernaparoB, HeOOXOAMMBIX JJIsI OKa3aHUs
MeIUIIMHCKOM IToMOIIN .

10. MuHMCTEpPCTBO 3paBOOXpaHeHs Poccuiickom
®enepanyu B TeueHue 15 paboumx gHen co JHS
oOpalieHus gepskaTess Uiu Biaaesnbiia
PErucTpalMOHHOI0 YAOCTOBEPEHMS JIEKapCTBEHHOTO
npemnapara (yroJIJHOMOUYEHHOTO UM JIUIIA)
OCYILeCTBJISIET ITPOBEPKY MOJHOTHI MPeCTaBIe€HHBIX
B COOTBETCTBUM C MYHKTOM 5 HacTosmux [IpaBuii
IOKYMEHTOB ¥ HallpaBJ/seT OOUH K3EMILISIP
IOKyMeHTOB B ®efiepa/ibHYI0 aHTMMOHOIIOJIbHYIO
CJIY3KOY MIY IIPMHMMAET pellieHre 00 OTKase B
roCyIapCTBEHHOM perucTpanum (mepeperucrpaimmn)
NpenebHOM OTITYCKHO LIeHbI [IPOU3BOAUTES Ha
JIeKapCTBEHHbIN TIperapar.






11. OcHOBaHMSAMM IJ151 OTKa3a B rOCyAapCTBEHHOM
peructpauuu (mepepeructpauym) MUMHUCTEPCTBOM

3apaBooxpaHeHus Poccuiickoit @emepann
peeabHONM OTITYCKHOM IIeHbl IPOU3BOAUTENS Ha
JIeKapCTBEHHBIN Mpernapar SIBJSIOTCA:

a) OTCYTCTBME B IOKYMEHTAX, YKa3aHHbBIX B ITyHKTE 5
HacTosmux [TpaBui, cBegeHuit, IpeayCcMOTPEHHBIX
HactosmymMy [IpaBuiaMu M METOIUKOIA;

6) rpeBbIlIeHME 3asIBJIEHHOI [1J1sI TOCYIapCTBEHHOM
perucTpauuy rpeneabHOM OTIYCKHOM L eHbl
MPOU3BOJANUTESI HA JIEKAPCTBEHHBIN ITpernaparT Hafl
OTITYCKHOJ LIeHOH, OIlpeie/IeHHO C yYeTOM
TpeboBaHMit MyHKTOB 8 1 9 HacTosiux [IpaBu;

B) HellpeJCTaB/IeHVe CBeJeH, ITpefyCMOTPEeHHbBIX
MyHKTOM 12 HacTosiimux [IpaBui.

12. B ciryuae HeOOXOOMMOCTY YTOUHEHUST U (VIJIN)
IOTIOJTHEHUS CBeJeHWIA, COepsKalIuXcs B
IOKyMEHTax, yKa3aHHbIX B IyHKTe 5 HACTOSIIMUX
[IpaBui, nepskaTeab UK Blageser]
perucTpaluoOHHOTrO YA0CTOBEPEHMS 1IeKapCTBEHHOTO
npernapara (yIoJIHOMOYEeHHOe UM JIULI0)
MPeACTaBISIIOT 0 3arpocy MUHUCTEpPCTBA
3apaBooxpaHeHus Poccuiickoit @emepanun
COOTBETCTBYIOILYIO JOKYMEHTaJIbHO 0(hOpMIEHHYIO
MHbopMaIuio.






Cpok npefcTaBjaeHMsI OTBETa Ha 3aIpocC JepkaTenem
WJIN BIaJe/blieM PerucTPalyiOHHOrO YOO0CTOBepeHUS
JIeKapCTBEHHOTrO Iperapara (YIIOJTHOMOYeHHbIM UM
JUIIOM) He MOsKeT TpeBbIaTh 10 pabounx gHeii co
IHS TI0JTyYeHMs1 3arpoca MmuHucTepcTBa
3apaBooxpaHeHus Poccuiickoit @enepanmu.

[Tpu 3TOM 061N CPOK PACCMOTPEHMS JOKYMEHTOB,
YKa3aHHbIX B IMYHKTe 5 HacTosiuux [IpaBui,
MuHUCTEPCTBOM 3ipaBoOXpaHeHns Poccuitckoi
depepaliviy He MOXKeT MMPeBbILIATh CPOKH,
MpeaycMOTpeHHbIe ITyHKTOM 10 1 ab3aiieM BTOPBHIM
HACTOSIIEro IMyHKTa.

[Ipy HemoCTyIIIEHUM OT AepsKaTesist Uau Biaagenbla
perucTpaluoHHOrO YA0CTOBEPeHYS 1IeKapCTBEHHOTO
npernapara (YIIoJIJHOMOYEHHOI'0 UM JIMLA) B
YCTaHOBJIEHHBII CPOK 3aIIPOILIEHHO JOKYMEHTaJIbHO
obopmaeHHO MHpopMalu MUHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepaiiy B
TeueHue 5 pabouux JHeN CO THS MCTeUeHMs 001Iero
CpoKa MpUHUMAaeT penieHue 06 OTKase B
rOCyLapCTBEHHOM perucrpauuu (repeperncTpanyn)
peeabHOM OTITYCKHOM IIeHbl MPOU3BOAUTENS Ha
JIeKapCTBeHHBII IIperapar, 0 YeM B [IMCbMEHHO
dbopMe yBeoMiIsieT AepyKkaTess Uy Biaagenblia
perucTpauMoOHHOTO YAOCTOBEPEHMS TIEKaPCTBEHHOTO
rnpemnapara (yroJIHOMOYeHHOe UM JINLO).






13. ®enepanbHasi aHTMMOHOIIO/NIbHAS CJTykK0a B
TeyeHMe 15 paboumx qHe co AHS MOTyUeHUsT

IOKYMEHTOB, YKa3aHHbBIX B ITYHKTE 5 HACTOSIIINX
[TpaBwi1, MPOBOAUT B COOTBETCTBUM C HACTOSILIMMU
[IpaBunamMu ¥ MeTOOMKOM SKOHOMMUYECKUI aHaIN3
IpefenbHOM OTIIYCKHOM LleHbl [IPOMU3BOAUTES Ha
JIeKapCTBEHHBII IIperapar, a Takke [IpUMHUMaeT U
HarpasJsieT B MMHUCTEPCTBO 3IpaBOOXPAHEHNS
Poccuiickoit ®enepaiiyiu pelieHue O COrIaCoOBaHUM
YKa3aHHOJ ITpeIeJIbHOM OTITYCKHOI IIeHbI UM 00
OTKase B ee COIJIaCOBaHMM (C U3I0KeHMeM IIPUYUH
0TKa3a).

14. B cyryuae HeOOXOIMMOCTY YTOUHEHUS U (VIJTN)
JOTIOJTHEHUS CBeJeHWIA, COepsKalluXcs B
IOKyMEHTax, yKa3aHHbIX B yHKTe 5 HACTOSIIMUX
[IpaBwi, nepskaTesib UK Baagener]
PErucTpalMOHHOI0 YAOCTOBEPEHMS JIEKapCTBEHHOTO
npemnapara (yroJJHOMOUYeHHOE UM JIUIIO),
IOpUANYecKye InLa, OCyIeCTBISoLIe
IesiTeTbHOCTD ITPU 00pallleHMM JIeKapCTBEeHHbBIX
CpelCTB, OPTaHbl UCIIOJTHUTEIbHOV BIaCTU B
npenenax X KOMIEeTeHLUU [IPeCTaBISIOT 110
3arnpocy ®enepasbHOV aHTUMOHOIIOBHO CITY>KObI
COOTBETCTBYIONIYIO OKYyMEHTaIbHO 0pOpMIEHHYIO
MHOOpMAIHIO.

CpoK mpefcTaBjIeHUs AepyKaTesieM UM BaafelblleM






PErucTpaluMoOHHOrO0 YAOCTOBEPEHMS JIEKapPCTBEHHOTO
npenapara (yroJIJHOMOUYEHHBIM UM JIUIIOM),

IOPUANYECKUMMU JINLAMU, OCYILLECTBIISIIOIIVMU
IesTeIbHOCTb IIPU 0OpallleHNM JIeKapCTBEHHBIX
CpenCcTB, OpraHaMy UCIIOJIHUTEIbHO BIacTy B
rpenenax MX KOMIIETEeHLII) He MOXeT IIpeBbIlIaTh
25 pabouux AHe co AHS TOTyUYeHusI 3arpoca
denepasibHOM AaHTUMOHOIIOABHOM CITYXKOBI.

[Tpu 5TOM 061 MIT CPOK PACCMOTPEHMS JOKYMEHTOB
denepaibHOI aHTMMOHOIIOJIBHO CTY>K607i He
MOXKeT ITPeBBIIIaTh CPOK, PeTyCMOTPEHHBbII
MMyHKTOM 13 1 a63aiieM BTOPbIM HACTOSIIETrO ITyHKTA.

[Ipu HENOCTYIVIEHUY OT Aep>KaTesisl WM Baajesblia
pPerucTpauMoOHHOr0 yA0CTOBEPEHMS JIEKaPCTBEHHOIO
npermnapara (yroJHOMOYEHHOTO UM JIN1IA) B
YCTaHOBJIEHHBII CPOK 3aIIPOILIEHHO JOKYMEHTaJIbHO
odopmnenHoit naopmaruu demepanbHas
AHTMMOHOIIOJ/IbHAS CJIY)KOa B TeueHume 5 pabounx
IHe co THS MCTeueHMsI 00IIero cpoka MpMHUMaeT
pelieHye 06 OTKa3e B COTJIACOBAaHUM TPeeIbHOI
OTITYCKHOJ 1IeHbI IPOU3BOAUTEIS HA JIEKAPCTBEHHbIN
npenapar ¥ HampasJsieT ero B MMHUCTePCTBO
3apaBooxpaHeHMs Poccuiickoit ®emepannn, KOTOpoe
B TeueHMe 5 pabounx JHel CO HS MOTyUYeHUS ITOTO
peleHus: IPMHUMAET pellleHre 00 0TKase B
rOCyLapCTBEHHO perucTpauumn uin






rnepepermcrpaumnm YKaBHHHOﬁ IIeHbl, O YeM B
MNMUCbMEHHO d)opMe YBEOOMJISIET Oep>KaTesid WIn

BJIaZIeJIbLia PErCTPAaLMOHHOIO YA0CTOBEpEeHNS
JIeKapCTBEHHOrO Ipernapara (YIIoJTHOMOYeHHOe UM
JIUIILO0).

HepskaTenb iy Biagesiel, perucTpayoOHHOTO

YA, 0CTOBEpEeHMS JIEKAPCTBEHHOTO IIpernapara
(YTIOJITHOMOYEHHOE UM JINLO0) IPU PacCCMOTPEHUM
3arpoca PefepanbHOI aHTYMOHOIIOIBHOJ CITYKOBI
MOTYT HaIlpaBUTb B MUHUCTEPCTBO
3apaBooxpaHeHms Poccuiickoit ®emepann
COOTBETCTBYIOIME YTOUHSIOLJE JOKYMEHTHI (B 2
9K3eMIlIsIpax) B TeueHue 10 pabounx mHel co JHS
nosryuyeHust 3arpoca @enepanbHoOi
AHTMMOHOTIOIBHO CTY>KOBI.

MuHucTepcTBO 34paBooxpaHeH s Poccuiickoin
denepanyu B TeueHne 5 pabounx gHei co ITHS
TIOJTyYeH M1 COOTBETCTBYIOLIMX YTOUHAIOIIUX
IOKYMEHTOB OT JepykaTeJisl Iy Bilajenblia
perucTpauMoHHOTrO YA0CTOBEPEHMS IeKapCTBEHHOTO
nperapara (yroJTHOMOYeHHOTO UM JI111a)
HAIpaBJ/sieT OJUH 3K3eMIUISIP TaKMUX JOKYMEHTOB B
denepanbHYI0 AHTYMMOHOIIOIBHYIO CITYKOY.

15. MUHUCTEPCTBO 3IpaBOOXpaHeHMsT Poccuiickoi
denepaiuu B TeueHue 5 pabounx gHei co THS






nosiyueHust perrenust @emepanbHoii
AQHTUMOHOTIOJILHOJ CJTYKObI O COTJIACOBAHUM

IpenebHOM OTITYCKHOM LieHbl [IPOU3BOAUTES Ha
JIleKapCTBEeHHbIN Mpenapar i ob oTkase B ee
COIJIaCOBaHUM IIPUHMMaeT pellleHue O
roCyapCTBEHHOV perucTpaunm (repepeructTpanmumn)
NpenebHOM OTITYCKHOM LieHbl [IPOU3BOAUTES Ha
JleKapCTBEeHHbI Mpenapar uian 06 oTkase B
rocyIapCTBEHHO perucTpanuu (mepeperucrpaimmn)
YKa3aHHOV OTITyCKHOJ LIeHbl B 3aBUCUMOCTU OT
pelieHus, npuHATOro denepajibHOM
AHTMMOHOTIOJIBHO CITY>KO0JA.

16. B ciiyyae nmpuHSTHUS pelieHus O TOCYAapCTBEHHO
perucTpauuu (repeperucrpanyu) npeneabHom
OTITYCKHOJ LIeHbI TPOU3BOAUTES HA JIEKAPCTBEHHbIN
npernapat MMHUCTEPCTBO 34paBOOXpPaHEeHUS
Poccuiickoit @enepaiiit BHOCUT COOTBETCTBYIOLIIME
JIaHHbIE B TOCYAapCTBEHHbIN peecTp B CPOK,
IpenycMOTPEeHHbIN MYHKTOM 6 [IpaBuit BeeHUs
roCygapCTBEHHOTO peecTpa 3aperncTpupOBaHHbIX
NpenebHbIX OTITYCKHBIX LIeH IPOU3BOAUTENEN Ha
JIeKapCTBEHHbIE MperapaThl, BKIIOUEHHbIE B
repeyeHb KM3HEHHO HEOOXOAMMBbIX U BasKHEMIINUX
JIEKapCTBEHHBIX IIPeIapaToB, yTBEPXKAEHHBIX
rocrtaHoByieHueM IIpaBurtenbcTBa Poccuiickoi
@enpepanyu ot 29 okTs6pst 2010 r. N 865 "O
rocyapCTBEHHOM PeryjiMpoBaHUM IieH Ha






JIeKapCTBE€HHbIE ITperiapaThbl, BKJIIOUEHHbIE B
rnepedyeHb >KM3HEHHO HEO6XOI[I/IMBIX Y BasKHEMIIUX

JIeKapCTBEHHBIX IIperapaToB’, BbIIAeT JepyKaTeto
WJIU BJIaZie/IbIly PerCTPaLIOHHOTO YA0CTOBEpEeH s
JIeKapCTBEHHOTO IIperapara (yIIoJTHOMOYEHHOMY UM
JIM1LLY) BBITIMCKY U3 IIpMKa3a 0 TOCyAapCTBeHHO
perucTpauuu (rnepeperucrpanyiu) npeneabHom
OTITYCKHOJ LIeHbI [IPOM3BOAUTEISI Ha JIEKaPCTBEHHBI
rperniapar ¥ pa3melnaeT COOTBETCTBYIOLIYIO
mHpopmaIMio Ha CBoeM OpUIMATbHOM CaiiTe B
MHGOPMAIMOHHO-Te/IeKOMMYHUKALMOHHOJ CeTU
"nTepHer".

17. ®epepanbHast aHTMMOHOIIOJbHAS CJTY;K0a ITpu
MMpOBepKe JOKYMEHTOB MUCII0/Ib3yeT UCTOUHUKU
MHbopMaIMK, coaepKaliye eHbl Ha JTeKapCTBeHHbIe
rpernaparbl B MHOCTPAHHbBIX TOCYLapCTBaX,
YKa3aHHBIX B IpwioxkeHun N 2 K MeTOKe, U
COOTBETCTBYIOIIE CJIEAYIONIMM TPeOOBAHMSIM:

a) pasmeniaemas MHPoOpMaIMs JOKHA ObITh
0011 T0CTYITHOIA;

6) MCTOUHMK MHGOpMaLK (CaiiT B MHGOPMAaLIMOHHO-
TeJIeKOMMYHUKAIIMOHHOM ceTu "VIHTepHeT") N OJI)KeH
conepskaTh MHGOpPMAINIO 06 OpraHu3aIum,
OTBETCTBEHHOM 3a pa3MellleHe CBeIeHN O IieHax
Ha JIeKapCTBEHHbIe Ipernaparhl;






B) pasmeliaemMasi MHGOpMaIys J0/KHA TTO3BOJISITh
UIEHTUPULIMPOBATh HEOOXOIMMbIE XapaKTePUCTUKNU

JIEKApPCTBEHHBLIX IIpeIIapaToB B LeJ/IsIX COIIOCTABJIEHUA
JAaHHDbIX O 3adBJII€MOM JIEKapCTBEHHOM IIpelriapaTe u
JIEKapCTBEHHOM IIpeliapaTe, lieHa Ha KOTOprﬁ

COOEPXXUTCA B HaliIeHHOM MCTOYHMKE I/IH(I)OpMaLU/II/I;

r) pasmeiiiaemMasi MHGopMalus JO/KHA COAePXKaTh
CBeJleHMs O IleHe Ha JIeKapCTBEeHHbI Mpernapar u
BaJIIOTE, B KOTOPOIt OHA MpeCTaB/IeHa;

Il) UICTOUHMKOM He MOXeT SIBJSIThCSI MHpopMaIus,
coZiepskanias eHbl Ha JIeKapCTBEeHHbIE Mperaparhl,
MOCTaBJIsSIEMbIE 33 CUET MEXAYHAPOIHBIX
(uHaHCOBBIX OpraHM3anuii (GOHIOB) IO peleHNnI0
BcemupHOI1 opraumnsanum 34paBooOXpaHeHns B
paMKax r'yMaHUTApPHOV MTOMOIIU WU
6J1arOTBOPUTEIbHOCTM.

18. B cimyuae MpuHATHS pelieHnst 06 0TKase B
roCyapCTBEHHON perncTpanum uin
rnepeperucTpanum npeaeabHOi OTITYCKHONM 1€HbI
MIPOU3BOAUTEJIS HA JIeKapCTBEHHBIV Ipenapar
MuHMUCTEPCTBO 3ApaBOOXpaHeHMs Poccuiickorii
denepaliuy B CPOK, He TIPeBBIIIAIOIINIT 5 pabounx
IHel, yBeJOMJISIET AepyKaTesisl I Bllafesnblia
perucTpauyoOHHOTO YAOCTOBEPEHMS TIeKapCTBEHHOTO
npermnapara (yroJHOMOYEHHOe UM JI1I0) B






MCbMeHHOI (hopMe 0 IPUHSITOM peleHun (C
M3JI0’KeHMEM MPUUYMH 0TKa3a).

19. OcHOBaHMSAMM IJ1 OTKa3a B COTJIACOBAHUM
depnepanmbHOI aHTUMOHOIIOIBHO CITYsKO0TA
rOCyLapCTBEHHOM peructpauuu (epeperncTparmmn)
peeabHONM OTITYCKHOM IIeHbl MPOU3BOAUTENS Ha
JIeKapCTBEHHBII Tpernapar, 0TKasa B
roCyJapCTBEHHO perucTpaium (epepernctTpanyn)
MuHUCTEPCTBOM 3ipaBoOXpaHeHns Poccuitckoi
denepaniy npeeabHON OTITYCKHOT 1eHbI
MIPOU3BOAUTEIIS HA JIeKapCTBEHHBIV Ipenapar ¢
y4eToM pelieHu s, IpUHATOro denepaabHOii
AHTVMMOHOTIOJIbHOJ CITY5KOO0IA, SIBIISTIOTCS :

a) rnpeacraBeHe HeJOCTOBEPHBIX CBe,E[eHMI;'I;

6) mpezcTaB/ieHMe JOKYMEHTOB He B ITIOJTHOM 00beMe
" (MJIM) HETIOJTHOTA COAEPSKAIIMXCS B HUX CBeIeHUIA;

B) HelpeJCTaB/IeHMe CBeIeHU, TPeIyCMOTPEHHbIX
MYHKTOM 14 HacTosmux [1paBuin;

I') IpeBblIllIeHN e IPeICTaBAeHHOM 151
rOCyLapCTBEHHON perucTpauumn uin
repeperucTpanum rpeaeibHOM OTITYCKHOM L eHbl
MPOU3BOANUTEIS HA JIEKAPCTBEHHBINM MIpenapaT Haf,
11€HO, PaCCUYUTAHHON B COOTBETCTBUM C
Hacrosiyumu [IpaBmiamMmu M METOIUKOI.






20. Pemrenne 06 0TKa3e B rocyiapCTBEHHO
perucTpauuy Uiu rnepeperucTpany npeaeibHom
OTITYCKHOJ 11€HbI IPOU3BOAUTES HA JIEKAPCTBEHHbIN
rpenapar MoXeT ObITh 005Ka/0BaHO B CyZe6HOM
MOpsKe.

21. lis1 rocygapCTBEHHOM perncrpainumu npeaeabHon
OTITYCKHOJ LIeHbI [IPOMU3BOAUTEISI Ha JIEKAPCTBEHHBI
rperapar, KpoMe JOKYMEHTOB, YKa3aHHbIX B ITYHKTE
5 HacTostimx ITpaBus, MpeaCTaBSIIOTCS IJIst
MpoBeleHM ST 9KOHOMMYEeCKOTOo aHau3a (1o BbIOopy
JlepskaTessl WM BJafesblia PerMcTpaluOHHOTO

YO 0CTOBEpEHMS JIEKAPCTBEHHOIO Mpenapara,
YIIOJIHOMOYEHHOTO MM JIUIIA) CBedeHMsI Ha OYMaskHOM
HOCUTeJIe C IIepeBOAOM Ha PYCCKUIA A3bIK (B 2
9K3eMILIsIpax), MOATBePsKAA0IIie OTITyCKHbIE L[€HbI
MIPOU3BOANTEJIS HA JIeKapCTBEHHBIN Ipernapar B
MHOCTPaHHBIX TOCYAAapCTBax, YKa3aHHbIX B
npunoxxeHuu N 2 K MeTOOUKe.

22. JIns Tocy1apCTBEHHOM perucTpauyum rnpeneabHoin
OTITyCKHOJ LIeHbI IIPOU3BOLUTEIS Ha JIeKaPCTBEHHbBIN
rpenapar, HaxoASIIuiics B o6paleHnn Ha
Tepputopum Poccniickoin @enepaunm, Kpome
IIOKYMEHTOB, YKa3aHHbBIX B ITyHKTax 5 1 21
Hactosuux [IpaBui, o1 IpoBeeHUs
9KOHOMMYECKOTO aHaaM3a NpefCTaBIsSIOTCS
cjleylonie JOKyMeHTbl Ha 6yMaXHOM HOCUTesie B






OJHOM 3K3eMIlIApeE:

a) IIPOU3BOAUTEJISIMU FOCYLaPCTB - YIEHOB
EBpasuiickoro 3kKOHOMMYECKOro CO03a, a Takxke
MHOCTPAHHBIMU MIPOU3BOAUTENSIMMU,
OCYLLECTB/ISIOLI MY IIEPBUYHYIO U (MIU) BTOPUYHYIO
YIIaKOBKY JIEKapCTBEHHOTO Ipernapara B Poccniickorii
®enepauyn:

komnust popmbi N 2-JIEK (ipom) "CBeneHus 0
MIPOU3BOJCTBE, OTTPY3Ke U LieHaX Ha JIeKapCTBeHHbIe
cpencTBa” 3a OTUETHBIN Iepuo, Opeae/ieHHbIN B
COOTBETCTBUM C ITYHKTOM 23 HacTosiux [Ipasus;

KOITMM TOBAPHbIX HAK/IAAHBbIX HA KOHKPETHbIN
JIeKapCTBEHHBIN Tperapar, OTTPY>KeHHbIN 3a
OTYETHBIN Mepuo/, oTrpe e/ IeHHbIN B COOTBETCTBUM C
MYHKTOM 23 HacTosimux [IpaBun (TipeacTaBiieHue
BCeX TOBApPHbIX HAKIagHBIX HEOOXOIMMO, eC/IN
KOJIMYECTBO OTTPY30K M0 JIEKAPCTBEHHOMY
rpernapary He MpeBbIlIaeT 25 MITYK, a 1o
JIeKapCTBEHHBIM MpenapaTaM, M0 KOTOPbIM
KOJIMYeCTBO OTTPY30K MpeBbIiiaeT 25 MTYK,
MPeNCTaBIISIIOTCS KONMUM TOBAPHBIX HAKIAAHbBIX C
HauOOJIbIINM yI€JIbHOM BECOM B 06beME
peann3zanyuy KOHKPETHOTO JIeKapCTBEHHOTO
rpernapara, HoO He MeHee 25 HITYyK);

6) MHOCTPAHHBIMM ITPOU3BOAUTEISIMU - KOTIUA






TaMOKe€HHBIX JeKIapaluit Ha MTOCTaBKy KOHKPEeTHOTO
JIeKapCTBEHHOTO ITperapaTa 3a OTUEeTHBIN IepuoI,

ornpe/ie/ieHHbI B COOTBETCTBUM C ITYHKTOM 23
HacTtosux [TpaBui (TipeacTraBieHe BCeX
TaMOXXEHHBIX JeKaapaiuii Heo6X0IMO, eC/in
KOJIMYECTBO TAMOXXeHHbIX eKaapaiuii no
JleKapCTBEHHOMY IpernaparTy He MmpeBbiiiaeT 25 MTyK,
a 1o JJeKapCTBeHHBIM MpernapaTram, 10 KOTOPbIM
KONMMYeCTBO TaMOXXeHHbBIX JeKJapaluii mpeBbIlaeT
25 MITYK, TPeACTaBISIIOTCS KOMMY TaMOXKEHHbIX
IeKapauuit ¢ HambobIINM yAeTbHOM BECOM B
obbeme peann3aly KOHKPETHOI'O JIEKApCTBEHHOTO
rpernapara, HO He MeHee 25 IITYK).

23. Ilpu rocynapCTBeHHOM perucTpanum rnpenejibHon
OTITYCKHOJ LIeHbI [IPOM3BOAUTEISI Ha JIEKaPCTBEHHBI
rpernapar 3a OTYETHbIN ITepuoz, IPpUHMMAETCS
KaJleHapHbIN rof, npeleCTBYOLMI JHIO [10Ja4Yy B
MuHMUCTEPCTBO 34 paBOOXpaHeHMs PocCuiicKoi
®depnepauyiy 3a4BJIeHUS O FOCYLapCTBEHHOM
peructpauuy, a B cydyae rpefcTaBjaieHus Ha
roCyapCTBEHHYIO PerUCTPpaLyIo IpeaeabHoN
OTIIYCKHOJ LIeHbI Ha JIeKapCTBEHHDIN IIperapar B rof,
u3naHud akra [IpaBurenscrsa Poccuiickoii
denepaiy 06 yTBepXKIAeHUY TIepeyHs KM3HEHHO
HeOOXOJMMBIX U BasKHEIIMX JieKapCTBeHHbIX
rpernapaToB Ha CJIeAyOL Uil KaJleHOapHbI rof, - 3a
TeKYIIUI KaJIeHOapHbIN TO/I.






24. TIpu rocygapCTBEHHOM perucTpanumn
(TlepeperucTtpalum) rpeneabHOM OTITYCKHOM IeHbI Ha
pedepeHTHbIN JieKapCTBEHHbII Mpernapar Ijisi Bcex
YKa3aHHBIX B PErMCTPALMOHHOM YA0CTOBEPEHUN
JIeKapCTBEHHOTIO TperaparTa pou3BOgUTeIeNn
(TpOM3BOACTBEHHBIX IIJIOMAA0K TPOU3BOAUTEIS,
Y4aCTBYIOLIMX B IIpoLiecce Ipomu3BOLCTBA)
YCTaHaBJIMBAETCA eVHas Ipefe/ibHas OTITyCKHAs
1IeHa Ha JIeKapCTBEeHHBII IIpernapar aJisi Kakaoi
JeKapCTBEHHO (HOpMBbI, JO3UMPOBKY (KOHILIEHTPALIVN,
aKTMBHOCTY B e IMHUIIAX IEeCTBYUS) U OOIIEro
KOJIMYeCTBa BO BTOPUYHOI (TIOTPeOUTETbCKOIA)
yIlakoBKe 6e3 yueTta OpMbI BHIITYCKa, 3a
UCKJIIOUEeHMEM CJIydyaeB, IPeyCMOTPEHHBIX ITYHKTOM
25 Hacrosiniux I[IpaBuit.

[Ipu rocyzapcTBEHHO perucTpauumn
(TlepeperucTtpalum) rpeneabHO OTITYCKHOM [eHbI Ha
BOCIIPOM3BeIeHHbI, 6110aHaIOIOBbIA
(6MoMOmO0OHbIN) JIeKapCTBEHHbIN ITpernapaT
MMpOM3BOANUTENeN roCcyiapCcTBa - wieHa EBpasnuiickoro
3KOHOMMYECKOI'0 COI03a [IJISI BCeX YKa3aHHbIX B
perucTpalMoOHHOM YIOCTOBEPEHUM JIeKAPCTBEHHOTO
rnpernapara npousBoauTesei (Mpon3BoACTBEHHBIX
TUIOIIA/TOK ITPOM3BOAUTEJISI, Y4aCTBYIOIINX B
rpol1ecce Mpon3BOACTBA HA TEPPUTOPUM TOCYAAPCTB
- yj1eHOB EBpa3mnifickoro 5KOHOMUUYECKOT0 COK03a)
YCTaHABJIMBAETCS eAuHas IpeneabHast OTITYCKHAS






LleHa Ha JIeKapCTBEHHbIN IIpernapar IJIs KaKI0ii
JIeKapCTBEHHOI (hOpMbI, JO3UPOBKY (06'beMa, MaCChl,

KOJIMYECTBA 103 B IEPBUYHOI YITAKOBKE) 1 06IIEero
KOJIMYeCTBa BO BTOPUYHOI (TIOTPeOUTETHCKOIA)
yrnakoBke 6e3 yueTa (opMbl BbIITyCKa, 3a
UCKIIIOYEeHMeM ClIy4yaeB, IPefyCMOTPEeHHbIX ITYHKTOM
25 Hacrosimux [TpaBui.

[Ipu rocymapCcTBEHHO perucTpauumn
(TlepeperucTtpaium) rpeneabHOM OTITYCKHONM 11eHbl Ha
BOCITPOM3BeIeHHbIN, 6110aHAIOTOBbI
(6MoMOmO0HbIN) JIeKapCTBEHHbIN ITpernapaT
MHOCTPAHHOT'O IPOU3BOAUTES [IJIS1 BCEX YKAa3aHHBIX
B PErnCTPALMOHHOM Y10CTOBEPEHUN
JIeKapCTBEHHOrO Iperapara Ipou3BOoLUTeIen
(IpOM3BOACTBEHHBIX IIJIOLAL0K [IPOU3BOIUTEIS,
Y4aCTBYIOLIMX B IIpOLiecce Mpomn3BOACTBA 3a
npenenaMmu rocygapcTs - WieHoB EBpasuiickoro
SKOHOMMYECKOI'0 COI03a U OCYLIeCTBIISIOIIX WU
IUIAHUPYIOLIUX OCYLIECTBIATh [IePBUYHYIO U (UITN)
BTOPMYHYIO YIIaKOBKY JIEKAPCTBEHHOI'O IIpernapara B
Poccuiickoit @epepaunin) yCTaHABAMBAETCS eAMHAs
IpenebHas OTIIYCKHAS [1eHa Ha JIeKapCTBeHHBIN
npemnapar Jjisl Kask0i1 1eKapCTBeHHOI OpMbl,
I03MPOBKM (06beMa, MacChl, KOJMUECTBa /103 B
TepBUYHOI YITAaKOBKe) U O0IIIero KojamnyecTna BO
BTOPUYHOI (ITOTPeOUTEIbCKOIE) YIIaKOBKe 6e3 yueTa
(dopMbl BbIITyCKa, 38 UCK/IIOUEHMEM C/TyyaeB,






MpeyCMOTPEHHBIX MYHKTOM 25 HacTosmux [Tpasui.

25. B ciyyae ec/ii MMHMMaIbHBIV YPOBEHb 11eH
pedepeHTHOTO JIeKapCTBEHHOrO Mpernapara Ha
pasnauuHble GOPMbI BbIITyCKa (IITTPULL-PYUKH,
KapTpUIKy 1160 MHbIe (OPMBI BBIITYCKa,
COBMECTHMMBIE C YCTPOICTBAMU BBEIEHMUS
(mpMMeHeHMs) UK SIBJISIOIIMECs YCTPOCTBAMMU
BBeleHMS (IpUMeHeHMs) B MHOCTPaHHbIX
rocyIapcTBax, YKa3aHHbIX B Tabnuile 1 pasgena I1
npuiokeHust N 3 K MeToKe, pasindaeTcs 6osee
yeM Ha 10 MpoIeHTOB, JOITyCKAaeT s YCTaHABIMBATD
npeznesibHbIe OTITYCKHbIE LIeHbI Ha KaXAYI0 U3 TaKUX
(dopM BrINyCKa JIeKapCTBEHHOrO Mpenapara.
[IpenenbHas OTIyCKHAs lleHa Ha pedepeHTHbI
JleKapCTBEeHHbIN Mpenapar B Takux (opmax BbIITyCKa
YCTaHaBJIMBAETCS Ha OCHOBAHUYM MUHUMAaJbHBIX
OTITYCKHBIX IIeH TTpou3BoauUTeIs (6e3 yueTa
MPOU3BOJCTBEHHBIX IUIOIIAA0K, YUACTBYIOLIMX B
rpolecce MPOU3BOACTBA) HA COOTBETCTBYIOIIVE
(opMbl BbIITyCKa TaKOTO JieKapCTBEHHOTO Mpernapara
B MHOCTPAHHBIX TOCYJapCTBaX, YKa3aHHBIX B Tab/IMIle
1 paspena II npunoxenusa N 3 Kk meToauke (C yueTom
pacxolioB, CBSI3aHHBIX C TAMOXXEHHBbIM
odopmieHnEM).

[Tpu 3TOM MakCUMMaJIbHAsI pa3HULLA MEXIY
npeneabHbIMM OTITYCKHBIMM LIeHAMM Ha TaKoil






pedepeHTHbI JIeKapCTBEHHbIN MTpernapar B
pas3IMYHbIX (hOpMax BHIITYCKa, COMTOCTaBUMBbIX I10

JIeKapCTBEeHHO ¢opMe, T03UPOBKe (KOHIIEHTPAIIUN,
aKTUMBHOCTY B €IMHUIIAX OECTBUS) 1 00IIeMy
KOJIMYeCTBY BO BTOPUYHOI (TTOTPEeOUTETHCKOI)
YIIaKOBKe, He MOXKeT IpeBbIaTh 90 MPOIeHTOB.

B ciyyae eciiu mpefesibHast OTITyCKHAs 1ieHa Ha
pedepeHTHbIN JIeKapCTBEHHBIN Mpernapar
3aperucTpMpoBaHa B COOTBETCTBUM C HACTOSIIMM
IYHKTOM, pacyeT mpeeabHbIX OTITyCKHBIX I[eH Ha
BOCITPOM3BEeIeHHbIN, 6110aHAIOTOBbIN
(6MomomO0HbIN) JIeKapCTBEHHbIN ITpernapaT
OCYIIeCTBJISIETCS Ha KasKAy0 hopMy BbIITyCKa C
y4eTOM MpeJieIbHbIX OTITYCKHBIX I1eH
MIPOU3BOIUTEIeN HA COOTBETCTBYIOIINE (DOPMBI
BBIITyCKa pepepeHTHOTO JieKapCTBEHHOTIO Mperapara.

26. [lepskaTenb UK BAaAeel peruCTPaMOHHOTO
yIOCTOBEPEHMS JIEKAPCTBEHHOTO Mperapara
(YIIOJTHOMOYEHHOE MM JIUII0) BOCIIPOM3BEIEHHOTO,
610aHaI0roBOro (61oMoI06HOr0) T1eKapCTBEHHOTO
mperapara MnpeCTaB/IsIoT [JIsl FOCYapCTBEHHOI]
perucTpauym mpeaeabHyo OTITYCKHYIO LieHy Ha
JIeKapCTBEHHBIN MpernapaT, paCCUYMTaHHYIO 110
MeKAYHapOOHOMY HellaTeHTOBAHHOMY
HayMEeHOBaHMIO (IIPU €ro OTCYTCTBUM 10
XMMMUUYECKOMY MJIU TPYIIIIMPOBOYHOMY






HaMeHOBaHMIO), JIeKapCTBEHHO popme, JO3UPOBKE
(KOHIIEHTpaLVM, aKTUBHOCTY B eIMHUIIAX TEeCTBUS)

1 06IIIe MY KOJIMYECTBY BO BTOPUUHOI
(mMoTpebuTeIbLCKOI) YIIaKOBKE C MPUMEHEHEM
COOTBETCTBYIONIEro KoagduiineHTa 1o OTHOIIEHUIO K
3aperucTpPUPOBAHHOI MIpenebHOM OTITyCKHO 1leHe
MpOMU3BOANTENS HA ped)epeHTHbI JieKapCTBEeHHbIN
rperapaT B COOTBETCTBUM C METOLMUKOIA.

27. B ciydae eciiv B paMKax OJJHOTO
PEruCcTpalMOHHOTO YAOCTOBEPEeHMS JIeKapCTBEHHOTO
TpernapaTta BOCIPOM3BeIeHHbIN, 0110aHaIOTOBbIA
(61orom06HbIN) TeKapCTBEHHBIN ITperapar
MPOU3BOIANUTCS B TOCYHapCTBe - ujieHe EBpa3uiickoro
3KOHOMMYECKOT0 COH3a ¥ MHOCTPAaHHBIM
MIPOM3BOANUTEIEM, IIeHa JIJISI TAKOTO JIeKapCTBEHHOTO
rperapara paCCYMUThIBAETCS C COXPaHEHUEM ero
MIPUHAIJIEXXHOCTH K TOCYAApPCTBY - WIEHY
EBpa3niickoro 5KOHOMMUYECKOT'O COK03a U
MHOCTPAHHOMY MPOM3BOUTEINIO C YYETOM
COOTBETCTBYIOLIETO MTOHMKAIONEero Ko3dgduieHTa B
COOTBETCTBUM C METOLMKOM.

28. B cirydae OTCYTCTBMSI B paMKaX MeXIYHapOLHOrO
HeNaTeHTOBAHHOTIO Ha¥MEeHOBaHMS U JIeKapCTBEHHO
dbopmbl pedpepeHTHOTO JIeKapCTBEHHOTO TMpenapara
VIV B CJIy4dae, eciu IpeJiesibHasl OTITyCKHAs LieHa Ha
pedepeHTHbIIi IeKapCTBEHHBIN Mpernapar He






3aperucTpUpOBaHA, JepyKaTesb UK Biaagesel
PerucTpaloOHHOr0 YA0CTOBEePEeH M JIeKapCTBEHHOI'0
npernapara (yIoJIHOMOYEeHHOe UM JIULI0)
BOCIIPOM3BeeHHOTO WK 6110aHaIOTOBOTO

(610104 06HOT0) JIeKapCTBEHHOTO ITperapara
MPeACTaBIISIIOT IJ1s1 TOCYAapCTBEHHOM perucTpalun
(mepepeructpauumn) rpeseibHy0 OTIIYCKHYIO LIeHY
MIPOU3BOLUTEIIS HA JIeKapCTBEHHBIN IIpenapar,
PaCCUMTAHHYIO 110 MeXIYHapOAHOMY
HeIaTeHTOBAaHHOMY HaMEHOBaHUIO (TIPU ero
OTCYTCTBUU 10 XMMUYECKOMY UJIU TPYIIIMPOBOYHOMY
HaMeHOBaHMIO), IeKapCTBEeHHO opme, JO3UPOBKE
(KOHLIEHTpaLM, aKTUBHOCTU B € AMHUILIAX IeMICTBUSI)
1 00I1Ie MY KOJIMYECTBY BO BTOPUUHOI
(MOTpebuTeNbCKOI) YIIAKOBKE C IIPUMEHeHeM
COOTBETCTBYIOIIEro K03 uieHTa Mo OTHOIIEHUIO K
MaKCMMaJbHOI 3aperncTpMpOBaHHOMN ITpeae/bHOM
OTITYCKHOJ LieHe JIeKapCTBEHHOTr 0 Ipernapara,
COBITIAAAIONIErO MO MeXAYHAPOAHOMY
HeINaTeHTOBAHHOMY HaUMEeHOBaHMUIO (TIPU ero
OTCYTCTBUU 10 XMMUYECKOMY UJIU TPYIIIMPOBOUYHOMY
HauMeHOBaHMIO), iIeKapCTBEeHHO opme B
COOTBeTCTBUM C pasgenom VIII meToauku.

29. l'ocygapcTBeHHAsT perucTpaums rmpeaeibHon
OTITYCKHOJ I[eHbI HA UMMYHOOM OJIOTMYeCKUIA
JIeKapCTBEHHBIN Tpernapar (BaklMHY) B
COOTBETCTBUM C HALIMOHAJbHBIM KajJleHIapeM






HpO(bI/I]IaKTI/I‘{eCKI/IX IMPpUBUBOK, BK/IFOUEHHbIN B
rnepedyeHb >XKM3HEHHO HEO6XOI[I/IMBIX Y BasKHEMIIUX

JIeKapCTBEHHBIX IIPerapaToB, OCYIIECTB/ISIETCS B
COOTBETCTBUMU C TPEOOBAHMUSIMM, YCTAHOBJIEHHBIMU
17151 pedhepeHTHBIX JIeKapCTBeHHbIX MpernapaToB. [Tpu
9TOM Jiep>KaTe/lb WIN BIafesel] perucTpaluoHHOro
YIOCTOBEPEHMS JIEKAPCTBEHHOTO Mpernapara
(YTIIOJITHOMOYEHHOE MM JIUII0) IIPeICTABIISIOT AJIS
roCyJapCTBEHHO perucTpalu npeneibHyo
OTITYCKHYIO LIeHYy Ha JIeKapCTBEHHbII ITpernapar, He
MIPEBBINIAIOIIYI0 MAaKCUMaIbHYIO
3apPerucTPMPOBAHHYIO MTPeie/IbHYI0 OTITYCKHYIO IeHY
MIPOM3BOINUTEJIS HA JIeKapCTBEHHBIN IIpernapar,
COBITAIAIONINI 10 MEKIYHAPOIHOMY
HerNaTeHTOBAaHHOMY HaME@HOBAHMIO (TIPU €ro
OTCYTCTBUM I10 XMMUUECKOMY MJIU TPYIIITMPOBOYHOMY
HaMMEeHOBAaHMIO) U JIeKapCTBEHHOI1 popme,
orpefieJIeHHYI0 B COOTBETCTBUM C METOIMUKOIA.

30. 3apernctpupoBaHHas IpeeabHast OTITYCKHAS
LleHa TPOM3BOAMUTEJISI Ha JIeKapCTBEHHbIN IMpenapar
MOKET OBbITh ITIepeperucTPUPOBAHA B LIEISIX
yYBeJIMYEeHUS B CIIYYasiX, IPegyCMOTPEHHbIX
MMyHKTamu 32 u 34 Hactosmux ITpasui, Ha
OCHOBaHUM 3asIBJI€HUS O IepeperucTpalum u
IOKYMEHTOB, ITpeICTaB/IeHHbIX B MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepanym no 1
OKTSIOpSI Kaskaoro roja (He yaiie 1 pasa B






KaJIeHOapHOM I‘O,U,Y). Hpeneanaﬂ OTITYCKHAs IIe€Ha Ha
HeKapCTBeHHbIﬁ ImpernapaTt He MOXXeT OBITh

repeperucTpUpPOBaHa B TOM Ke KaJIeHIapHOM rojiy, B
KOTOPOM OHa 6Obl/Ia 3aperucTpupoBaHa.

31. 3agBieHHas K lepeperucTpanum rnpegeabHas
OTIIyCKHAas 1leHa BOCIIPOM3BELeHHOTO,
6110aHaI0roBOro (6MOMOI0OHOTO) TEeKAPCTBEHHOTO
Trpernapara rocje rnepeperucTpaunyum He MOKeT ObIThb
BBIIIIE 3aPETUCTPUPOBAHHOI TIpeieIbHOM OTITYCKHOM
LleHbI IPOU3BOAUTENSI Ha peepeHTHbI
JIeKapCTBEHHBIN IIperapar, onpeaeaeHHOM B
COOTBETCTBUM C METOLMUKOMN.

32. 3aperucTpupoOBaHHas MpeaeabHast OTITYCKHAS
LleHa Ha JIeKapCTBEHHbIN IpernaparT pou3BoAuTeleln
roCyZapcCTB - WieHOB EBpasuiickoro 3SKOHOMMUYECKOTO
CO103a MOXET OBITh IIepeperuMcTpupoBaHa B
COOTBETCTBUM C METOOUKOI:

a) IJ1s1 JIEKapCTBEHHBIX MPEIapaToB HIKHETO
1IeHOBOT0 cerMeHTa 10 50 pybJieit (BKIIOUUTENBHO) -
B CJTyyae M3MeHEeHMs LieH Ha CbIPbhe ¥ MaTepuabl, a
TaKKe B CIy4ae M3MeHEeHMsT HaKJIaJHbIX PacXo/loB, HO
He Bblllle YPOBHS (haKTMUeCKO MHPIISIIUYN B
MpeIIeCcTBYIOIEM KaJleHIJapHOM IOy C Y4eTOM
MIPOTHO3MPYEMOTO YPOBHS MHGJISIINNA,
YCTaHOBJIEHHOTO Ha TeKYIINii rof ¢heepaabHbIM






3aKOHOM 0O (eJlepasibHOM OIOKeTe Ha
COOTBETCTBYIOLI I GVMHAHCOBbBIN IO/ U TIJIAHOBbI

nepuon;

0) U1 TeKapCTBEHHBIX MTPerapaToB IEHOBOTO
cermenTa ot 50 py6sieii go 500 py6seit
(BKJIIOUMTEJIBHO) - B CJIy4yae yBeJIMUeHus [[eH Ha
CbIpbe U MaTepuaJbl, UCIIOJIb3yeMble TIPU
MPOU3BOACTBE KOHKPETHOIO JIEKaPCTBEHHOTO
npernapara, KOTOpble B PaBHOJ CTEIeHM BIUSIOT Ha
YpPOBEHb 3aperuCcTPUPOBAHHbBIX 1IeH Ha BCe
JIeKapCTBEHHbIE TIperapaThbl, OTHECEHHbIE K OLHOMY
MeXIYHapOAHOMY HellaTeHTOBAHHOMY
HaMEHOBAaHUIO U UMEIOIMe OJVMHAKOBbIN IMyTh
BBeZeHMs (KojiebaHMs BaJIOTHBIX KYpCoB, ¢hopc-
Ma)KOpHbIe 00CTOSATENbCTBA, BO3HUKIILINE Y
MOCTABUIMKOB ChIPbSl U MaTepUaJiOB), HO He BbILIE
ypoBHS haKkTUUeCcKoii MHMISLUA B
MpeliecTBYOLeM KaJleHAAPHOM IOy € y4eTOM
MPOTHO3UPYEMOT0 YPOBHS MHQIISINMA,
YCTaHOBJIEHHOTO Ha TeKyIIuii rof, dhemepaabHbIM
3aKOHOM O (defiepasbHOM OIOKeTe Ha
COOTBETCTBYIONI NI GUHAHCOBbBIN T'OJ U TIJIAHOBbI
Iepuon;

B) IJ151 IEKapCTBEHHBIX ITpernapaToB IeHOBOTO
cermenTa ot 50 py6sieii go 500 py6seit
(BKJIIOUMTE/IbHO) - B CJIy4yae M3MeHeHMs LieH Ha






CbIpbE€ M MAaTE€PpHaAJIbl, 4 TAKXKE B CJIydae MU3MEHEHMSI
HaKIagHbIX paCXod0B, HO He BbIIlIe

MPOTHO3UPYEMOT0 YPOBHS MHQIISAINMA,
YCTAHOBJIEHHOT'O Ha TeKYIIui rog demgepaysbHbIM
3aKOHOM O (deepasbHOM OI0/IKeTe Ha
COOTBETCTBYIOLIUI GMHAHCOBbBIN TOJ, U TIJIAHOBbI
epuon;

I) )11 JIEKAPCTBEHHBIX IIPeIapaToB 6e3 orpaHuYeHusT
IO ILIeHe - B cJTydae ecjiv CpeiHeB3BellleHHas
(akTMuecKkast OTITyCKHas IleHa Ha JIeKapCTBEHHbI
rpemnapar 3a nepuoj, MCTEKIINI CO JHS NPUHSTUS
pelleHus O roCyJapCTBEHHON perncTpanumn
(TIocieqHel iepeperucTpalnm) npeneibHoM
OTMYCKHOJ 1IeHbI 10 JHS MOAauM 3asiBJIeHMS O
repeperucTpaium, 6pl1a Huke 3apermcTpMpoOBaHHOM
Ha 9TOT IepUOJI, IIeHbI He 60jiee yeM Ha
MPOTHO3UPYeMblii ypOBeHb MHGJISIIINN,
YCTAHOBJIEHHBII Ha TeKyIui rof deaepasbHbIM
3aKOHOM O (eJiepaJibHOM OIOKeTe Ha
COOTBETCTBYIOMI NI GVMHAHCOBBIN IO M TIJIAHOBbI
Mepuo, HO He BhIllle BeJIMUMHBI, pACCYUTAHHOI B
COOTBETCTBUM C METOIMUKOIA.

33. [Ipu nepeperucTpauym rnpeaeibHbIX OTITYCKHBIX
LIeH IIPOU3BOAMUTe el TOCYyJapCTB - YWIEHOB
EBpasuifickoro 3kKOHOMMUYECKOro Cox3a JOKYMEeHTbI
Ha MHOCTPAaHHOM $I3bIKe MPeACTABISIIOTCS Ha






OYyMaskHOM HOCKTEJIe C 3aBepPEeHHBIM B
YCTaHOBJIEHHOM ITOpPsIIKE TTIepeBOAOM Ha PYCCKMiA

SI3BIK.

JIlaHHbIEe B OTHOILIEHMM BCeX (PaKTUUECKUX LIeH B
BAJIIOTE TOCYJapCTBa - wieHa EBpasuiickoro
SKOHOMMYECKOTO COK03a MPEeACTABIISIIOTCS C YUETOM
repecueTa Ha pyb/iu 1o Kypcy, YCTaHOBJIEHHOMY
LlenTpanbHbIM 6aHKOM Poccuiickoii ®egepaiym Ha
IleHb, KOT/Ia IPOM3BOAUTE/IeM ObljIa OCYIIeCTB/IeHA
(dakTMueckast peanusanys JeKapCTBEHHbIX
MpernapaToB OpraHu3anyuy ONTOBOM TOPTOBIN
JIeKapCTBEHHBIMMU CpeICTBaMM, U (MJIM) allTeYHOM
OpraHmusanuu, u (M) UHAUBUIAYAILHOMY
MpeaIpUMHUMATEIII0, UMEIOIIUM JUITEH3UI0 Ha
dbapmalieBTMUECKYIO IeSITETbHOCTD.

34. 3aperncTpupoBaHHas rpeeabHas OTIYCKHAS
1I€Ha Ha JIeKapCTBEHHBI IperapaT MHOCTPAHHOTO
MIPOU3BOANUTEISI, OCYLIECTBIISIONIEr0 B TOM YMCIIe
MEPBUYHYIO U (M) BTOPUYHYIO YIIAKOBKY
JIeKapCTBEHHOTrO mnperapara B Poccuiickoii
denepalyiy, MOXeT ObITH ITepepermcTpupoBaHa B
COOTBETCTBUM C METOAMKOI, eC/IN POCT Kypca
HAUMOHAJIbHO BAJIIOTHI rOCYAapCTBa -
MIPOM3BOUTEJS K PYOJTIO CO THS TIPUHSITUS PeIlleHUsT
0 TOCYZIapCTBEHHOV peructpanuu (rmocjiemHen
rnepeperucTpanun) npeaeabHOM OTITYCKHOM I[€HbI






IIPOU3BOAUTEIIA HA HEKapCTBEHHbIﬁ nmperapar I10
JEeHb I10Ja4YM 3asdBJIE€HHU O ITepeperucrpaumnm

TIpeBbIIIAeT MIPOrHO3MPYEMbIN YPOBEHb MHQIISLINMA,
YCTAHOBJIEHHBII Ha TEeKYIIN roj deaepasbHbIM
3aKOHOM O (deepaJbHOM OI0/IKeTe Ha
COOTBETCTBYIOLIUI GMHAHCOBbBIN TOJ, U TIJIAHOBbI
repuo.

[TepeperucTpanusi npeneabHOi OTITYCKHOM LI€HbI Ha
JIeKapCTBEHHBIN TperapaT UHOCTPAHHOTO
MMPOU3BOANTES, OCYILLECTBJSIIOIIEr0 B TOM UMCIIe
IePBUYHYIO U (MJIM) BTOPUYHYIO YIIAKOBKY
JIeKapCTBEHHOTO Iperapara B Poccuiickoii
®enepaniu, OCyIeCTBISETCS C YYETOM
MPOTHO3UPYEMOT'0 YPOBHS MHQISAINMA,
YCTAHOBJIEHHOTO Ha TeKYILIui rog demgepaysbHbIM
3aKOHOM 0 defiepasibHOM OI0OKeTe Ha
COOTBETCTBYIOLI I GMHAHCOBbBIN TOJ, U TIJIAHOBbI
Tepuo/l, HO He BhIIle BeJIMUMHBI YBEJIUUEHNUS,
pPacCYUTAHHON B COOTBETCTBUU C METOIUKOM, C
YU4EeTOM MMUHMMAJIbHOI OTITYCKHOJ LI€HbI
npousBoauTess (6e3 yueta HaMMeHOBAHMS
MMPOM3BOACTBEHHBIX IJIOIIAA0K, YUYACTBYIOIINX B
poliecce MPOMU3BOACTBA) HA TaKO JJeKapCTBEHHBIN
npernapar B MHOCTPAHHBIX FTOCyAapCTBaX, YKa3aHHBIX
B Tabnuile 1 paspena Il mpunoskenus N 3 K
MeTOVKe.






35. [Ins1 iepeperucTpaiuy mpeaeabHO OTITyCKHOMA
LIeHbI TTPOM3BOAUTEISI HA JIEKapPCTBEHHBIN Tperapar,

KpOMe JIOKYMEeHTOB, yKa3aHHbIX B ITyHKTe 5
HacTosmux [IpaBui, mpeaCcTaBaSIOTCS CIeAyIolue
IOKYMEHTBI JIJI1 9KOHOMMYECKOTO aHa/M3a Ha
OYMaskHOM HocKTejIe (B 2 9K3eMILISIpax):

a) IPOU3BOAUTEISIMU U3 TOCYHAPCTB - YIEHOB
EBpa3uniickoro 5KOHOMMYeCKOro Cor3a IIpu
repeperucTpanuy B Cydasx, pesycMOTPeHHbIX
MOAIIYHKTaMM "a" U "B" IIyHKTA 32 HACTOSAILIUX
[IpaBwui:

pacyeT BeJIMUMHBI YIOPOXKAHUS CTOMMOCTY ChIPbS U
MaTepuayoB B CTPYKTYpe 3aTpaT Ha MPOU3BOACTBO U
peanu3aluio JieKapCTBEHHOTO Mperapara;

KOTIMM KOHTPAKTOB, IMOITBEPKIAIONINX YBETMUEHME
CTOMMOCTMU ChIPbSI U MaTepUaioB, CO CPOKAMMU
IeiCTBMS, 3aBepIIaAIMMICS He paHee yeM uepes 3
Mecsiia co IHS OAAUYM 3as1BIeHMUS O
repeperucTpaiyi, a Takske Konuu crneumdurammiz u
BCEX MPUIOKeHUH K KOHTPaKTaM, KOTOpbIe SIBJISTIOTCS
MX HEOT'heMJIEMOJ YaCThIo;

IOKyMeHTaJbHOe MOoATBepXKaeHMe (PaKTUueCKuX
3aTpaT Ha CbIpbe ¥ MaTepuasbl Ha JeHb IPUHITUS
pelieHus 0 TOCYyJapCTBEHHO peTUCTpaLun
(mocnenHei nepeperucTpanyin) npeneabHoM






OTHYCKHOVI LHEeHbI Ha HEKapCTBEHHbIﬁ nperapar,

pacueT BeJIMUMHDbI M3MEHEHM HaK/IaJHbIX paCcXoJ0B
B CJIyuae yBeJIMUEeHU S TapI/I(l)OB Ha 3JIEKTPUYECKYIO
JHepruio, TEHJ'IOCHa6)K€HI/Ie, BOILOCHa6)KeHI/Ie M 1neH
Ha TOIVIMBO, a TAKXKe pacueT yBeJIMUeHNA
dAMOPTHU3aIIMOHHBIX OTYMCJIeHMI IO OCHOBHBIM
cpeacCTBaM, MCITOJIb3yeMbIM HEIMOCPEACTBEHHO OJId
IIPON3BOACTBA JIEKAPCTBEHHDbIX IIPEIIapaTOB;

OJOKYMEHTaJ/JIbHOE IMoATBep>XXIeHIe YBeJIMUYeHUAd
HaKJ/IaAHbIX paCX0O40B, a TAK)Ke KOIIMM JOKYMEHTOB,
MOATBEPXKXOAIIIMX BBOJ COOTBETCTBYIOIMINX
OCHOBHBIX CpeaCTB B 3KCITYaTaLIUIO;

pacyeT YpOBHSI peHTa0eIbHOCTM Ha KOHKPETHBIN
JIeKapCTBEHHBIN TIperapaT B COOTBETCTBUM C
MEeTOIMKOIA;

6) MPOM3BOAUTEJISIMU U3 TOCYIAPCTB - UJIEHOB
EBpasuiickoro 3kKOHOMMYECKOro Cox3a npu
repeperucTpanum B CIyvyasx, pegycMOTPEeHHbIX
MOAITYHKTOM "6" ITyHKTa 32 HacTosmuX [IpaBu:

pacueT BeJIMUYMHDBI YIOPOKaHMSI CTOMMOCTHM CbIPpbS U
MaTepnaioB B CTPYKTYPE 3aTpaT Ha IIPOU3BOACTBO U
peain3annio JiIieKapCTBEHHOI'O IIperiapara;

KOITMM KOHTPAKTOB, IIOATBEPKAAIOIINX YBEJIMYEHIE






CTOMMOCTM ChIPbSI M MaTepUajaoB, CO CPOKAMMU
IeJiCTBUSI, 3aBEPIIAIIIMMICS He paHee ueM uepes 3

Mecs1a O JHS MoJa4Yy 3asiBJIeHUS O
repeperucTpanyin, a Takske Konum creummrkammin u
BCeX MPWIOKEHMI K KOHTPaKTaM, KOTOPbIE SIBJISIIOTCS
X HEOTbeMJIEMOI1 YaCTbIO;

IOKyMeHTaJbHOe MOoATBepXKaeHMe (PaKTUUeCKUX
3aTpaT Ha CbIpbe U MaTepuasbl Ha JEHb IPUHSATUS
peleHus 0 TOCyAapCTBEHHOM perucrpauumn
(mocnenHei nepeperucTpanyin) npeneabHoM
OTITYCKHOJ I1eHbl Ha JIeKapCTBEHHBIN Mperapar;

pacyeT YPOBHSI peHTa0beIbHOCTM Ha KOHKPETHBIN
JIeKapCTBEHHBI IMperapaT B COOTBETCTBUM C
MEeTOOMKOIA;

B) IIPOU3BOLUTEJISIMU F'OCYLAPCTB - UJIEHOB
EBpasuiickoro 3kKOHOMMYECKOro COox3a npu
repeperucTpanum B Caydasx, peaycMOTPEHHBIX
MOAIIYHKTOM T IIyHKTA 32 HacTosmux IIpasui, -
KOTIMM TOBAPHbIX HAK/IAJHbIX HA KOHKPETHbIN
JIeKapCTBEHHBIN IIperapar, OTTPY>KeHHbIN B afipec
MOKYyIIaTeel B COOTBETCTBYIOLIMIA OTUETHBIA
1epuoz, onpeeIeHHbI B COOTBETCTBUM C ITyHKTOM
37 HacTosmux [IpaBun (ipencraBieHne BCex
TOBapHBIX HAK/IaJHbIX HEOOXOAMMO, eCIIn
KOJIMYECTBO OTTPY30K I10 JIEKAPCTBEHHOMY






rpernapary He IpeBbIIaeT 25 MITYK, a 1o
JIeKapCTBEHHBIM ITperapaTaM, 110 KOTOPbIM

KOJIMYeCTBO OTTPY30K MpeBbIliaeT 25 MTYK,
HeOoOXOAMMO TMPeCTaBUTh KON TOBAPHBIX
HaKJIaJHBIX C HAaMOOJBIINM Y/IeJIbHOM BECOM B
o6beMe peanu3alyy KOHKPETHOTO JIeKapCTBEHHOTO
rpernapara, HO He MeHee 25 IITYyK);

') MHOCTPAaHHBIMU IIPOU3BOAUTEIISIMH,
OCYLLECTB/ISIOU MY IIEPBUYHYIO U (MIU) BTOPUYHYIO
YIIAaKOBKY JIEKapCTBEHHOTO Ipernapara B Poccuiickoii
@enepauyy, nepskaTeaeM UM BilagenblieM
perucTpauoHHOrO YA0CTOBEPEHYS 1IeKapCTBEHHOTO
npenapara (yIoJJHOMOYE€HHbIM UM JIULOM) IIpU
repeperucTpauumn B CIyvasix, NpegyCMOTPEHHbIX
MYHKTOM 34 HacTosmux [IpaBuit:

KOTIMM TOBAPHbIX HAK/IAJHbIX HA KOHKPETHbIN
JIEKapCTBEHHBIN IIperapar, 3a COOTBETCTBYIOIIN A
OTYeTHBIN MMepuo, onpeeaeHHbI B COOTBETCTBUM C
MYHKTOM 37 HacTosiux [Ipasui (TipencraBiieHue
BCeX TOBApPHbIX HAKJIAJHBIX HEOOXOMMO, eC/IN
KOJIMYECTBO OTT'PY30K IO JIEKAPCTBEHHOMY
rpenapary He MpeBbIlIaeT 25 MITYK, a 1Mo
JIeKapCTBEHHBIM IIpernaparam, [0 KOTOPbIM
KOJIMYECTBO OTTPY30K MpEBbINIaeT 25 MTYK,
HeOOXOAMMO MPeACTaBUTh KO TOBAPHBIX
HaKJIagHbIX C HAaXOOIbIIUM YIeIbHOM BECOM B






o6beMe peanyu3alyy KOHKPETHOTO JIeKapCTBEHHOTO
npernapara, HO He MeHee 25 LITYyK);

cBeneHMsI (110 BbIOOPY AepskaTess UM BiiaJlenblia
PerucTpanoOHHOr0 yA0CTOBEePEeH M JIeKapCTBEHHOI'0
nperapara (yIoJTHOMOYeHHOI'O UM JIU1IA),
MOATBepsKIaloll e OTITYCKHbIe [1eHbI IIPOU3BOAUTEIS
Ha JIeKapCTBEHHbII IIpernapar B MHOCTPAHHbBIX
rocynapCTBax, yKa3aHHbIX B puioxkeHnu N 2 K
MeTo/MKe (Ha 6yMaskHOM HOCUTeJIe C IepeBOIOM Ha
PYCCKUIA SI3BIK);

II) UHOCTPAHHBIMU ITPOU3BOAUTESIMU TIPU
repeperucTpalum B CIyvasix, pesyCMOTPEHHBIX
MYHKTOM 34 HacTosmux [IpaBui:

KOIMM TaMOKEHHBIX JeKIapalyii Ha IIOCTaBKY
KOHKPETHOTO JIeKapCTBEHHOTIO Ipenapara 3a
COOTBETCTBYIOIIUIT OTYETHBIN MTEPUOT,
omnpeneneHHblil B COOTBETCTBUU C ITYHKTOM 37
Hacrosmux [IpaBui (ripeacTaBiieHne BCex
TaMOKE€HHBIX JIeK/Iapaluii He06X0IMMO, eI
KOJMMYeCTBO TAMOXXEHHbIX JeKaapannuii no
JeKapCTBEHHOMY IperapaTy He IpeBbliiaeT 25 mTyK,
a 110 JIeKapCTBeHHBIM IpernapaTram, [0 KOTOPbIM
KOJMMYECTBO TAMOXXEHHbIX IeKIapaluii MpeBbIlIaeT
25 mMTYK, HEO6XOIMMO TIPEICTABUTH KOIIUA
TaMOKeHHBIX JeKIapaluii ¢ HaMOOIbIINM yIeTbHOM






BECOM B 00beMe peann3alyy KOHKPeTHOTO
JleKapCTBEHHOTrO MpelriapaTra, HO He MeHee 25 IITYK);

cBeneHMsI (110 BbIOOPY AepskaTess UM BiiaJienblia
PerucTpanuoOHHOr0 yA0CTOBEepEeH M JIeKapCTBEHHOI'0
nperapara (yIoJHOMOYeHHOIO UM JIU1A),
MOATBepsKIalollie OTITYCKHbIe [1eHbl IPOU3BOAUTEIS
Ha JIeKapCTBEHHbII IIpernapar B MHOCTPAHHbBIX
rocynapCTBax, yKa3aHHbIX B IpuiaoxkeHnu N 2 K
MeTo/MKe (Ha 6yMaskHOM HOCUTeJIe C IepeBOIOM Ha
PYCCKUIA SI3BIK).

36. IIpu niepeperucTpaniy npeaeabHbIX OTITYCKHbBIX
IIeH Ha JIeKapCTBEHHbIE TIpenapaTsl IPOU3BOAUTEIEN
rOCyZapcCTB - WieHOB EBpasuiickoro 3KOHOMUY€eCKOro
COI03a B CJIyYasiX, peayCMOTPEHHbBIX ITOAITYHKTaMU
"a" - "B" myHKTa 32 Hactosiux [IpaBui, nipenenbHbIi
YpOBEHb PEHTA0ETbHOCTY He MOKET ITpeBbIaTh 30

MPOLIEHTOB.

37. Ilpu niepeperucTpanumu npeaeibHOM OTITYCKHOM
LIeHbI ITPOM3BOANUTEIS HA JIEKapPCTBEHHBIN IIpernapar
B KaueCTBe OTYETHOTO Mepuoaa MPUHUMAETCS
Mepuo, UCTEKIINI CO MHS IPUHSITUS PellleHUs O
rocyapCTBEHHOM peructpanuu (mociaesHen
rnepeperucTpanmmn) npeaeabHO OTIYCKHON IIeHbI Ha
JleHb rogauy B MMHUCTEPCTBO 3/1IpaBOOXPaHEHNS
Poccuiickoit ®enepaiiiy 3asiBIeHUS O






repeperucTpaum.

38. Ha ocHOBaHMM 3as1BJIeHUS O IlepeperucTpalnm,
MpeaCTaBJIeHHOTO AepsKaTesieM U BilafellbleM
PErUCTPalMOHHOIO YAOCTOBEPEHMS JIEKAapCTBEHHOTO
npenapara (YIIOJJHOMOYEHHOIO UM JIMLA) B LeJIsIX
CHIDKEHMSI LIeHbl Ha JIeKapCTBEHHBI Ipenapar,
MuHMUCTEPCTBO 3ApaBOOXpaHeHMs Poccuiickorii
depepaliiy pacCMaTpMUBaeT BOIIPOC O IPUHATUN
pelleHNs O CHUKeHUM 3aperucTpMpOBaHHOM
NpenebHOM OTITYCKHO LieHbl [IPOU3BOAUTES Ha
JIeKapCTBEHHBIN Iperapar. 3asiBJieHue O
repeperucTpanum B LeassX CHUKeHMS LieHbl Ha
JIeKapCTBEHHBIN TperapaTr MOXeT ObITh
IpenCcTaBlIeHO COBMECTHO C 3asBJIeHMeM O BHECEHUN
M3MEHEeHMI1 B peeCTPOBYIO 3aIMCh O
rOCygapCTBEHHOM perucTpanum rnpeneibHon
OTIYCKHOJ LIeHbI IPOM3BOAUTEISI Ha JIEKAPCTBEHHBbI
rpernapar B COOTBETCTBUM TyHKTOM 7 IIpaBuit
BeZleHMsI TOCYyIapCTBEHHOI'O peecTpa Ipele/ibHbIX
OTITYCKHBIX LIeH IIPOMU3BOAUTEIEN HA IeKapCTBEHHbIE
rperaparbl, BKIIOUYEHHbIE B IIepevyeHb )KU3HEHHO
HEeOOXOAMMBIX ¥ BasKHEIIINX JIeKapCTBE HHBIX
MperapaToB, YTBEePKAEHHbIX [TOCTaHOBIEHVEM
[TpaBuTtenbcTBa Poccniickoii ®epepanyu ot 29
okTs16pst 2010 r. N 865 "O rocymapcTBeHHOM
peryJimpoBaHUM 1IeH Ha JIeKapCTBEHHbIe MTpenaparhl,
BK/TIOUEHHbIE B ITepevYeHb JKM3HEHHO HEOOXOIVIMBIX U






Ba)KHENIIMX JIeKapCTBEHHBIX IIpeIapaToB”.

39. T'ocypapcTBeHHAs peructTpauus u
repeperucTpanus npefeabHbIX OTITYCKHbBIX LIeH
MIPOU3BOJNTE e Ha JIeKapCTBEHHbIe ITperapaThl
OCYIIeCTBJISIeTCsI 6eCIUIaTHO.

40. ®epepanbHast aHTMMOHOTIO/NbHAS CTY>K0a B
MMCcbMeHHOV opMe yBeOMIISIET AepsKaTesst Uan
BJIaZIeJIbLia PErMCTPALMOHHOIO YA0CTOBEpEeHMS
JleKapCTBEHHOTO ITperapaTa 0 Heo0X0aMMOCTH
M3MEHEHMS 3aperuCTPUPOBAHHON Ipefe/ibHOI
OTITYCKHOM 11€HbI IPOU3BOAUTES HA JIEKAPCTBEHHbIN
rperapar, eciau nocjie rocygapcTBeHHOMN
peructpauuu (mepeperucTpauymm) mpeaeabHon
OTITYCKHOJ LIeHbI [IPOMU3BOAUTEISI Ha JIEKAPCTBEHHBIN
rpernapar yCTaHOBJIEHO, UTO JiepsKaTejieM Uin
BJIaJie/IbLIeM PerucTpanMOHHOTO YI0CTOBepeHNSs
JIEKapCTBEHHOTO Tperapara (YIIoJTHOMOYEHHbIM UM
JIUIIOM) OBLIM TIpeICTaBIeHbl HeJIOCTOBEPHbIE
CBelleHMsI, IOBINSBILNE HA Pe3y/bTaT paHee
TIPUHSITOTO PEIIeHus O COTJIACOBaHUMU MpeebHO I
OTITYCKHOJ IIeHbI IPOU3BOAUTEIS HA JIEKAPCTBEHHbIN
npenapar 1 (i) He ObLIM TIpeICTaBlIeHbl CBeIeHUS,
MOBMSIBIIVE HA PE3YJIbTAT TAKOTO PelieHusl, C
TpeocTaB/IeHieM 000CHOBAHMS TAKOTO BHIBOJIA.

,Z[epmaTenb WJIN BJIaaejen permcTpaiuMoOHHOTO






yIOCTOBEpeHMs IeKapCTBEHHOTO Mperapara
(YTIO;THOMOYEHHOE UM JIUII0) IPUBOISIT

3apPerMcTpPUPOBAHHYIO MIPeebHYI0 OTITYCKHYIO IIE€HY
B COOTBETCTBME C II€HOI, paCCYNTAHHOI B
COOTBETCTBUM C HacTtosmumu [IpaBunamn u
MeTOAMKOI, C yueToM MHMOpMaIK, yKa3aHHO B
yBemoMmieHnn @eepanbHOM aHTUMOHOIOJIbHOM
CITY>KOBI, MU TTPEACTaB/ISIOT MOTMBMPOBAHHOE
IOKyMeHTa/lbHOe MOATBEPKIeHMe pacyeTa
YKa3aHHOM LIEHBI.

denepasibHass aHTMMOHOIIOIbHAS CITy’k0a OTMeHsIeT
pellieHye O COTJIaCOBAaHUM MpeaebHO OTITYCKHOM
LIeHbI TPOMU3BOAUTEISI HA JIeKapCTBEHHbIN ITperapart
B Clydae HelpyuBeLeHMs JepskaTesieM Win
BJIaZieJ/IbLIEM PErUCTPALMOHHOTO YIOCTOBEpEeHMS
JIeKapCTBEHHOTrO Iperapara (YIioJTHOMOYEeHHbIM UM
JINTLIOM) 3aperUCTPUPOBAHHOM TpesiebHON
OTIYCKHOJA IIeHbI B COOTBETCTBME C HACTOSIIMMM
[IpaBmIaMu 1 METOIMKOM C yueTOM MHPOpMAINH,
yKa3aHHOJ B yBegomaeHun OegepanibHOM
AHTVMMOHOTIOJIBHO¥ CITYKObI, VIV HelpeACTaBIeHUS
MOTUBMPOBAHHOTO AOKYMEHTaJIbHOIO
MOATBEPKIEHMUS pacueTa YKa3aHHOM 1ieHbl B TeUeHue
OLHOTO Mecslia CO JHS IOyYeHUs YBeLOMJIeHUS
®enepabHOI aHTUMOHOIIOJIBHO CTYKOO0IA.

41. MMHUCTEpPCTBO 3paBooxXpaHeHus Poccuiickoii






@enepaunm OTMEHAET pelieHmne o I‘OCY)I&I)CTBEHHOVI
permcTpaumm mjin nmepeperncrpaumnmn npeneanoVI

OTITYCKHOJ 11€HbI IPOU3BOAUTES HA JIEKAPCTBEHHbIN
rperapar B ¢jiy4dae, ecjiy mocjie INpUHATUS TaKOro
pelleHy s YCTaHOBJIEHO, UTO JepKaTeaeM U
BJIaZie/IbLieM PercTpanMOHHOrO yIOCTOBepeHMs
JIeKapCTBEHHOTrO Ipernapara (YIIOJTHOMOYeHHbIM UM
JIULIOM) OBLIU TIpeICTaBIeHbl HeJIOCTOBEPHbIE
CBeJleHMs], [IOB/IVSBILINE Ha pe3yl1bTaT IPUHATOTO
MuHMCTEpPCTBOM pelleHMs, a TaKXKe B cilydae, eciiu
depnepanbHast aHTMMOHOTIONbHAS CTY)K0a OTMeHM/Ia
pellieHye O COTJIaCOBAaHUMU MpeeibHO OTITYCKHOM
LIeHbI [IPOMU3BOAUTEISI HA JIeKapCTBEHHBI IIperapar
Ha ocHOBaHuM nyHKTa 40 HacTosmux [Ipasui, u
UCKJII0YaeT B YKa3aHHbIX CJIy4asix
3aperuCTPUPOBAHHYIO (TIepepervcTPUPOBAHHYIO)
NpenebHYI0 OTIIYCKHYIO LIeHY [IPOU3BOAUTES Ha
JIeKapCTBEHHBII IIperapar U3 rocyLapCTBeHHOr 0
peecTtpa.

[Tpunoxenne N 1

K [IpaBuaM rocyapCTBeHHO peructpanmum
U MepeperucTpanum yCTaHaBIMBaeMbIX
MIPOU3BOAUTEISIMMU JIeKaPCTBEHHBIX
MpernapaToB MpefeabHbIX OTITYCKHBIX LI€H

Ha JleKapCTBeHHbIe Mperaparhl,
BKJIIOUEHHbBIE B ITepeUeHb XM3HEHHO
HEeOOXOAMMBIX Y BasKHEIIINX






JleKapCTBEHHBIX MPerapaToB
(bopma)

3AABJIEHUE
0 roCcyfapCTBEHHOW perncrtpaumm ycT
NPOU3BOANTENSIMUN IEKAPCTBEHHbIX Mpe
OTMNYCKHbIX LileH Ha NIeKapCTBEHHbIe nper
B NepeyvyeHb XXN3HEHHO HEOHBX0ANMbIX
JIeKapCTBEHHbIX NpenapaTos

3aaBUTENb

(HanmeHoBaHMeE; NOYTOBLIN afgpec, ag
HepxaTens wnm Bnageney perucTtpaymnoHHO
npenapaTa

(HanmeHoBaHWe; agpec 3IEKTPOHHO

CBepeHunas 0 peructpauumn pepxatensa wun
yO0OCTOBEpPEHNs JieKapCTBEHHOro rnpenapaTa
CBejleHNUss 0 peruvcTpaununm npoussoauTens
MeONLUWNHCKOro MpUMeHeHUs B KadyecTBe HaJsol
(ANa POCCUNCKNX LOPUANYECKUX NNL, - U OAEHTUG
(MHH), oNA MHOCTPaHHbLIX LPUANYECKNX UL, -
perncTpupytoLlero opraHa, perncTpauuoHHbIL
CTpaHe perucrtpauymm (MHKoprnopauum) wnu er

CBepeHusa o pernctpaunn npomssoanNTenA






MeAULVHCKOro MNpPpUMMEHEHNSA B Ka4vecTBe Hasol
(4N8 POCCUNCKUX IOPUANYECKUX NNL, - UAEHTUD
(MHH), ona nHOCTPaHHbLIX PUANYECKUX NUL, -
perncTpupytoLlero opraHa, peruncTpauuoHHbIL
CTpaHe perucTpaunn (MHKoprnopayun) nin ero

N | Cragus ITponssogutens | Aapec | Ctp:
I/T | IPOU3BOACTBA | (HAMMEHOBaHUeE)
N | Homep MexknyHaponHoe | Toprc
T/T | peTUCTPAMOHHOTO | HeMaTeHTOBAaHHOe, | HAUM
YA,0CTOBEPEHMS 178)0/1
TPYIIPOBOYHOE,
WIN XUMMUUECKoe
HalMeHOBaHMe
<*>
1 2 3 4

YnonHoMo4yeHHoe






nnuo

(h.n.o.) (BONIKHOCTB)
KOHTaKTHble ALpec a3neKTpot
TenedoHsbl MmoYThbl

<*> B ¢yy4yae OTCyTCTBUSI MeKAYHApPOIHOTO
HeINaTeHTOBAHHOTO HAaXMEHOBAaHMS B
pPerucTpauoOHHOM YIOCTOBEPEHUM JIEKaPCTBEHHOTO
rperapara yKa3blBaeTCsl HAMMeHOBaHMe
JIeKapCTBEHHOTrO Mperapara, IpeLyCMOTPEHHOTO
repevyHeM KM3HEeHHO HeOOXOAVMbBIX M BasKHEeMIINX
JIeKapCTBEHHBIX MPernaparoB, eXXerogHo
yTBepxaaembiM I[IpaBuTenbcTBoM Poccuiickoit
®denepaln.

<**> B cirydasix, MpegycMOTPeHHBIX ITYHKTOM 25
[IpaBu1 rocygapCTBEHHO pernucTpauum u
repeperucTpalu yCTaHaBAMBaeMbIX
MIPOM3BOANUTEISIMU JIeKaPCTBEHHBIX ITPenapaToB
NpeebHbIX OTITYCKHBIX LIeH Ha JIeKapCTBEHHbIE
rpenaparhl, BKIIOUeHHbIe B IepeueHb JXM3HEHHO
HEeOOXOAMMBIX ¥ BasKHEIINX JIeKapCTBE HHBIX
TpernapaToB, YTBEPKIEHHBIX TTOCTAHOBIEHMEM
[TpaBuTtenbcTBa Poccniickoii ®epepanyu ot 29
okTs16pst 2010 1. N 865 "O rocymapcTBeHHOM






peryjiMmpoBaHM Li€H Ha JIeKapCTBEHHbIE IIpeliapaThl,
BK/IIOYE€HHbIE B [TIepeyeHb )KM3HEHHO HEO6XOILI/IMBIX n

Ba’KHEMIIMX JIEKAPCTBEHHBIX IIPenapaToB”,
IOTIOJIHUTE/IbHO yKa3biBaeTcst opma BbIITycKa
JIeKapCTBEHHOTrO Tperapara, ¢ y4yeToM KOTOPO
pacCUMTBIBAETCS MpefesibHas OTITyCKHAs LieHa
MIPOU3BOAUTEIS 32 TOTPEOUTENIBCKYIO YITAKOBKY
JIeKapCTBEHHOTO TIperapara.”.

[Mpunoxkenne N 2

K [IpaBuiam rocygapCTBeHHON perucTpanumn
U IlepeperucTpanyum yCcTaHaBIMBaeMbIX
IIPOU3BOLUTENSIMU JIEKaPCTBEHHbIX
IperapaToB MIpeeabHbIX OTITYCKHBIX [1eH
Ha JIeKapCTBEeHHbIe Ipernaparhl,
BK/IIOUEHHDbIE B [IepevyeHb XM3HEHHO
HeOOXOMMBIX U BaKHEMIINX
JIeKapCTBEeHHBIX IIpernapaToB

(bopma)

3AABJIEHUNE
0 nepeperncTpaunmn yctaHaBIMBaeMbix
JIeKapCTBEHHbIX NMpenapaToB Npeaenbk
Ha SleKapCTBEeHHble NpenapaThbl, BKIOYeHF
HeobX0AMMBbIX N Ba)KHENLLNX JIeKapCTB

3asaBuTeNb







(HauMeHoBaHWe; MNOYTOBLIN aapec, af
lepxaTens WX Brageney peruncTpaLnoHHO
npenapaTa

(HaMMeHoBaHWe; agpec 3/IeKTPOHH
CBefeHna O perucTpaumm pgepxxatensa wuiv
YyOOCTOBEPEHUSA NEKAPCTBEHHOro npenapaTa
CBeJeHUs O pervcTpauum npoussoauTens
MeANLMHCKOrOo NPUMEHEHNS B KavecTBe Hasol
(ONa pOCCUNCKNX IOPULANYECKUX UL, - UOAEHTNG
(MHH), ona MHOCTPaHHbIX KPUANYECKUX NNL, -
perncTpupyowero opraHa, peructpaunoHHbIb
CTpaHe pernctpaumm (MHKopnopaunm) nin ero

CBegeHua o perucTtpaumm npoumssoauTens J
MeOVUUNHCKOro MNMpUMMEHEHUs B Ka4decTBe Hasiol
(NS POCCUNCKUX IOPUONYECKUX UL, - UOEHTUD
(MHH), oNa WMHOCTPaHHbLIX KPUANYECKUX NNL -
PeErncTpupylolLero opraHa, perucTtpaumnoHHblL
CTpaHe perucTpaumn (MHKopnopauun) nan ero

N | Cragus [Tpoussoautens | Axapec | Ctp:
I/T1 | TIPOU3BOACTBA | (HAMMEHOBaHUE)







N | Homep MexayHapoaHoe | Toprc
II/1 | pEeTUCTPALIMOHHOTO | HellaTeHTOBAaHHOe, | HauM
YAOCTOBEPEHMS WU
IPYIMPOBOYHOE,
NI XxMmmueckoe
HaMeHOBaHIe
<F*>
1 2 3 4
YnonHoMmo4yeHHoe
nnuo
(¢p.n.0.) (LOJHKHOCTB)

KOHTaKTHbIe
TenepoHsbl

ApQpec a3n1eKTpot
rnoYyThbl

<*> B ciy4yae OTCYTCTBUSI MeXIyHAPOJHOTO
HernaTeHTOBaHHOTO Ha¥IMeHOBaHUSI B
pPEruCTPaLIOHHOM YIOCTOBEPEHUY JIEKAPCTBEHHOTO
mpernapara yKa3blBaeTcs HaMMeHOBaHMe






JIEKaAapCTBEHHOTI'O IIpelrapara, Ipe1yCMOTPpEHHOIO
InepeyHemM >KM3HEeHHO HEO6XO,H,I/IMbIX U BaXKHEMIINX

JIeKapCTBEHHBIX IIperapaToB, eXXerogHo
yTBepXaaeMbIM IIpaBuTenbcTBOM Poccniickoii
®enepainn.

<**> B cyiydasix, IpeLyCMOTPeHHBIX TYHKTOM 25
[IpaBu rocygapCTBEHHO perucTpanum u
repeperucTpanym yCcTaHaBAMBae MbIX
MPOU3BOANUTEISIMMU JIeKapCTBEHHbBIX ITPernapaToB
Mpeae/ibHbIX OTITYCKHBIX 1I€H Ha JIeKapCTBEHHbIe
npenaparhl, BKIIOUEeHHbIe B IepeueHb XXM3HEHHO
HEeOOXOAMMBIX U BasKHEMIINX JIeKapCTBEHHBIX
TpernapaToB, yTBEPXKIEeHHbIX ITOCTaHOBJIEH/EM
IIpaBuTenbcTBa Poccuiickoi @epepanyu ot 29
okTsi6pst 2010 r. N 865 "O rocymapcTBeHHOM
peryaMpoBaHuy 1ieH Ha JieKapCTBeHHbIe Tpernaparhl,
BK/TIOUEHHbIE B ITepevyeHb KM3HEHHO HEOOXOIVIMbIX U
Ba)KHENIIMX JIeKapCTBEHHBIX ITpeIiapaToB”,
IIOTIOJTHMUTEIbHO YKa3biBaeTcst hopma BbITyCKa
JIeKapCTBEHHOrO Mmpernapara, C yueToM KOTOPO¥
paccuMThIBAeTCS Mpeae/ibHasi OTIyCKHAs 1ieHa
MIPOM3BOIUTEJS 3a TIOTPEOUTETHCKYIO YIIAKOBKY
JIeKapCTBEHHOTO TIpernapara.”.

B) [IpaBuia BeeHMS roCcy1apCTBEHHOTO peecTpa
MpeebHbIX OTITYCKHBIX I1€H ITPOU3BOIUTEIIE Ha
JleKapCTBeHHbIe TIpernapaThl, BKIIOUeHHbIe B






repeyeHb JKU3HEHHO HeOOXOAMMBIX Y BasKHEMIINX
JIeKapCTBEHHBIX IperapaToB, yTBepKIeHHbIe
YKa3aHHbIM MTOCTAaHOBJIEHMEM, U3JIOKUTD B
caenywolnein pegakium:

"VTBepXKIeHbl

MMOCTaHOBJIeHMeM IIpaBuTenbCTBA
Poccuiickoit ®enepaiin

oT 29 okTs6psg 2010 1. N 865

(B penaxkiiuy moCTaHOBIEHUS
ITpaBuTtenbcTBa Poccuiickoin @epepannum
oT 8 okTs16pst 2018 r. N 1207)

[IPABUJIA
BEOEHUS TOCYIAPCTBEHHOI'O PEECTPA
[IPEJIEJIbHBIX OTITYCKHBIX LIEH
[IPOVI3BOIUTEJIEN HA TEKAPCTBEHHBIE
TIPEITIAPATHI, BKJIOUEHHBIE
B I[NEPEYEHbB JKM3HEHHO HEOBXOOUMBIX 1
BAJKHEMIINX
JIEKAPCTBEHHBIX [TPEITAPATOB

1. Hacrosmiue ITpaBuiaa yCTaHaBAMBAKOT MOPSIAOK
BeZleHMsI TOCYyIapCTBEHHOTO peecTpa IpeaesibHbIX
OTITYCKHBIX 1I€H MPOMU3BOAUTEIEI Ha JIeKAPCTBEHHbIE
rpernaparsl, BKIIOUEHHbIE B IIepeYeHb KM3HEHHO
HEeOOXOIMMBIX M BaXKHEMIINX JTeKapCTBEHHBIX
rperiapaTosB (Hajee - peecTp).






2. PeecTp saBnsieTcst hepepanbHOii MHPOPMALIMOHHO!
CUCTEeMOIA, cofepkallei CBeIeHUs O

roCyJapCTBEHHO perucTpaluu rnpeaeabHbIX
OTITYCKHBIX IIeH TTPOU3BOAMTE/Ie Ha JieKapCTBEeHHbIE
rpernaparsl, BKIOUeHHbIe B [lepeveHb KM3HeHHO
HeOOXOJMMBIX M BasKHEMIIMX JIeKapCTBeHHbIX
rpenaparos (Jlajiee - 1eKapCTBeHHbIe Mpernaparhl).

3. PeecTp BemeTcss MMHMUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @emepanum B
3JIEKTPOHHOM BU/ie C IIPMMEHEeHVEeM
aBTOMAaTU3MPOBAHHOM CUCTEMBbI ITyTEM BHECEHUS B
peecTp peecTpOBBIX 3aIMCe.

4. BemeHue peecTpa OCyIIEeCTBISIETCS B COOTBETCTBUMA
C eIVHBIMM OpraHM3alMOHHBIMH,
MeTOA0JIOTMYEeCKMMU U MTPOrpaMMHO-TEXHUYECKUMU
MIPUHIIUIIAMY, 06eCIIeurBaOIIIMY COBMECTUMOCTD U
B3aMMO/IeiiCTBME peecTpa C MHbIMMU (eiepaTbHbIMU
MHGOPMAIMOHHBIMM CUCTEMaMMU U CETSIMMU.

5. PeecTpoBasi 3annch 0 roCyqapCTBeHHOI
peructpauyu (mepeperucTpanymm) rnpeaeabHOn
OTITYCKHOJ LIeHbI IPOU3BOAUTEISI Ha JIEKaPCTBEHHbIi
rperiapar (Jauee - peecTpoBas 3alyiCb) COOEPXKUT
Clenyrolye CBeleHus:

a) HaMMEHOBaHMe Jep>XaTeyisd UJIN Baagejblia
pPermcTpaiunMOHHOr0O YoOCTOBEPEHM A JIEKAPCTBEHHOI'O






IIperapaTta, HaMMeHOBaHIe IIPOM3BOAUTEIISA
JIEKapCTBEHHOTO IIperiapara, CBegeHusd O

perucTpauuy Aepsxares Uau Bilagesnblia
perucTpaluoOHHOrO YA0CTOBEPeHM S JIEKAPCTBEHHOI' 0
Iperiapara B KauecTBe HaJI0roIviaTesblliyKa,
CBeLleHMs O perucTpauuy Mpou3BOIUTEI
JIeKapCTBEHHOTIO Iperapara s MegULMHCKOTO
IIpYMEHEeH)s B KaueCTBe HaJoroIiaTeblKa B
CTpaHe perucTpauuu (IJis1 pOCCUMCKUX I0PUINYECKUX
L, - uAeHTUDUKAIMOHHBI HOMep
Hanoromnnarensuvka (MHH), o MHOCTpaHHBIX
IOPUIANYECKUX UL - CTPaHa PerucTpanum,
HaMIMeHOBaHMe PerucTpMUpyroLero opraHa,
perucTpaluOHHbBIN HOMep, KOJ, HaJIoroIllaTe/bluKa
B CTpaHe perucrpauuy (MHKOPIIOpaLuyun) Uiy ero
aHaJIor), MeCTO HaXOXOeHUs [IPOM3BOCTBEHHBIX
IIJIONIAJ 0K, YYaCTBYOIIMX B IIpoLiecce MPOU3BOACTBA
JIeKapCTBEHHOIO IIperapara, ¢ ykasaHueM CTaun
rporecca pou3BOJCTBA;

0) HaMMeHOBaHMe JIeKapCTBEHHOTO Mpernapara
(MeXXIyHapogHOe HelaTeHTOBaHHOe, WK
TPYIIIMPOBOYHOE, MY XMMUYECKOE U TOPTOBOE
Ha¥MeHOBaHMs), a B CJIy4ae OTCYTCTBUS
MeKIYHApOJHOI0 HelaTe HTOBAHHOTO
HayMEHOBaHMS - HAMMEHOBaHME, B COOTBETCTBUM C
KOTOPBIM JIEKapCTBEHHBI IIperapar BKIUYEH B
repeveHb JKM3HEHHO HeOOXOIMMbIX M BasKHEMIIX






JIEKapCTBEHHBIX ITPEIIapaTOB,

B) HOMED PErUCTPALIOHHOTO YIOCTOBEPEH NS
JIleKapCTBEHHOTO Iperapara;

r) JlekapcTBeHHas opMa C ykazaHueM J03UPOBKHU
JIeKapCTBEHHOTO Iperapara 1 ero KojimyecTsa BO
BTOPUUHOI (ITOTPeOUTENHCKOI) YIIAKOBKE, a TAKKe
KOMIUIEKTHOCTb

1) 3aperMcTPMpPOBaHHAas ITpeesibHast OTITYCKHAsT
1[€Ha TIPOM3BOAMUTEIS Ha JIEKApCTBEHHBIN Mpernapar B
pyonsix;

e) mara 1 HoMep Ipukasa MmuHucrepcrsa
3apaBooxpaHeHus Poccurickoit @emepanm o
rOCyLapCTBEHHOM perucrpauuu (rmepepeructTpalmn)
IpefieqIbHOM OTIIYCKHOM LleHbl [IPOM3BOAUTEIS Ha
JIeKapCTBeHHbII IIperapar;

K) LUTPUXOBOI KOJ, HAHECEHHBI1 Ha BTOPUYHYIO
(MOTpe6UTETBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
rpernapara;

3) KOJI JIeKapCTBEHHOTO I1perapara 10 aHaTOMO-
TepaneBTUYeCKO-XMMUYeCKOo Kinaccudukanum,
peKOMeHI0BaHHOM BceMupHOI opranmusanmein
3paBOOXpaHeHNs.

6. BHeceHMe B peecTp peeCTpOBOI1 3aIUCH






OCYIIEeCTBJIAETCA Hda OCHOBAHUU CBG}IGHI/IV[,
IIOJIY4Y€HHBIX IIPU FOCYI[apCTBEHHOVI permctpaumnmn

(TlepeperucTpanumn) rpeeabHON OTITYCKHOM 1I€HbI
MIPOU3BOANTEJIS HA JIeKapCTBEHHbIN ITpenapar, B
TeueHue 1 pabouero JHS CO AHS:

TIPUHSITUS pellieHNsI O TOCYIapCTBEHHOM
perucTpauum npeaeabHOi OTITyCKHO 1eHbI
MPOM3BOAUTEJISI HA JIeKapCTBEHHbIN ITperapar;

TIPUHSITHS pellieHNsI O TiepeperucTpaluy npeaeabHO
OTITYCKHOJ IIeHbI IPOU3BOAUTEIS Ha JIeKAPCTBEHHbIA
rpemnapar.

[Ipu rocymapCTBEHHOI IepeperucTpauy peecTpoBas
3aMMCh O rOCYapCTBEHHOM perncTpauun
3apernMcTpPUPOBAHHON TIpee/IbHOM OTITYCKHOM 11€HbI
MIPOM3BOLNUTEJISI HA JIeKapCTBEHHbII Ipernapar
JOTIOJTHSIETCSI HOMEPOM U IaTOV pelieHus O
repeperucTpanum rpeneibHOM OTITYCKHOM 1IeHbI
MIPOU3BOANTES HA JIEKAPCTBEHHBI TIpernapar.

[Tpu ipuHATUM MUHUCTEPCTBOM 34 pPaBOOXPaHEHMUS
Poccuiickoit @enepatiin penieHus o
rnepeperucTpanum npeaeabHOi OTITYCKHOM 1€HbI
MIPOU3BOANUTEJISI HA JIeKapCTBEHHbII IIpernapar
COOTBETCTBYIONIAs MHGOpMAaLNsI BHOCUTCS B
peecTpOBYIO 3alMCh C YKa3aHMEM HOMepa U JaTbl
pellieHus O repeperucTpanum.






7. BHeceHMe U3MeHeHUI B peeCTPOBYIO 3aIUCh
OCYIIIECTBJ/ISIETCS B YACTU:

M3MEHEHMS HaMeHOBaH M JIeKapCTBEHHOTO
npermnapara (MeXIyHapogHOTO HeIlaTeHTOBAHHOTO,
VIV TPYIIIIMPOBOYHOTO, UJIU XUMUUYECKOTO U
TOPrOBOTO HAMMEHOBAHMIA);

HamMCaHMs JeKapCTBEHHO (OpPMBbI;
HamnMcaHus O3V POBKY JIeKapCTBEHHOTO ITperapara;

M3MeHeHMs KOJia JieKapCTBEHHOTO Mpenapara 1o
aHATOMO-TepareBTUUYEeCKO-XMMINUeCKOA
Ki1accudukamnmm;

M3MeHeHMs iepskaTesisi Ui Biajenblia
PEeruCTPaLOHHOTO YI0CTOBEPEeHMsI JIeKapCTBEHHOT O
rperapara, ero OpraHmM3anyoHHO-TTPaBOBOI (DOPMBI;

M3MeHEeHMs TPOU3BOAUTEIS], eT0 OPraHM3aIMOHHO-
MpaBoOBOJi (hOPMBI, aipeca MPOMU3BOIUTEIST
JIeKapCTBEHHOTO IpernaparTa mpu yCaoBUM
COXpaHeHMsI ero MPUHAIJIEKHOCTU K TOCyIapCTBY -
yeHy EBpa3uitckoro 5KOHOMMYECKOT0 CO03a WK
MHOCTPAHHOMY IPOU3BOIUTEIIO;

M3MeHeHMS HaiMeHOBaHMI1 IIPON3BOACTBEHHBIX
IJIOMIad0K, YU4aCTBYIOIIMX B ITponecce rIpomn3BoaCcTBa
JIEKAPpCTBEHHOTIO ITperapara, MX MeCTOHaAXOXIEeHMS






MIpY YCJIOBUM COXPAHEHMS UX TIPUHAIJIEXKHOCTU K
rocyapcCTBy - wieHy EBpasuitckoro 3SKOHOMMY€eCKOTO

CO103a MJI UHOCTPAHHOMY TPOM3BOIUTEITIO;

M3MEHEeHMs] HOMepa PerucTpauoOHHOro
yIOCTOBEPEHMS JIEKapCTBEHHOTO Iperapara;

M3MeHEeHMS HITPUXOBOI0 KOJia, HAHECEHHOTO Ha
BTOPUYHYIO (TOTPEGUTETHCKYIO) YIIAKOBKY
JIeKapCTBEHHOTO Mperapara;

M3MeHeHMsI KOMIUIEKTHOCTH JIeKapCTBEHHOIO
npenapara (IIpu yCJIOBUM OTCYTCTBUS U3MEHEHMUSI ero
KOJIMYeCTBa BO BTOPUYHOI (TIOTPeObUTEeTbCKOI)
YIIaKOBKe);

u3MeHeHMs GOPMbI BBIITYCKa JIEKAPCTBEHHOTO
pernapara, COIoCTaBMMOI I10 JIeKapCTBEHHO
(hopme, 1o3upoBKe (KOHIIEHTPALIMY, aKTUBHOCTH B
eIMHUIIAX AeCTBIUS) U 06IeMy KOJIMYECTBY BO
BTOPUUHOI (MTOTPe6UTENbCKOI) yITaKoBKe (3a
UCK/IIOUeHMEeM CTyd4aeB, IpeayCMOTPEeHHBIX TYHKTOM
25 IMpaBwI rocyaapCTBEHHOM perncTpaum u
rnepeperucTpalum yCTaHaBINMBAE MbIX
MMPOU3BOAUTENSIMU JIEKAPCTBEHHBIX ITPEIapaToB
Mpee/bHbIX OTITYCKHBIX II€H Ha JIEKAPCTBEHHbIE
penaparhbl, BKIIOUeHHbIe B IIepedeHb KM3HEHHO
HeOOXOIVMMBIX U BaXKHEMIIMX JIeKapCTBEHHBIX
MpernaparoB, YTBEPKIEHHbBIX [TOCTAHOBJIEHEM






[TpaBuTenbcTBa Poccuiickoii ®enmepanym ot 29
okTs16ps 2010 r. N 865 "O rocymapCTBEHHOM

peryaMpoBaHNM 1I€H Ha JIeKapCTBEHHbIE Mperaparhl,
BKJIIOUEHHBIE B IIepeveHb KM3HEHHO HeOOXOIVIMbIX U
BaKHEMIIMX JIeKapCTBEHHBIX IIpernapaTroB”).

BHeceHMe yKa3aHHBIX M3MEHEHW OCYIIEeCTBIISIETCS
Ha OCHOBAHUM 3asIBJIEHUS JlepsKaTesisl Win Biaagesblia
PErucTpalMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOT O
npermnapara (YroJTHOMOYE€HHOTO UM JIUIIA),
MpeICTaB/IsIEMOro Ha 6yMaskHOM HocuTese (B 1
9K3EMILISIPE) U B 2JIEKTPOHHOM BUE 110 hopme
COTJIaCHO NPWIOXKEeHUI0, MMHUCTEPCTBOM
3apaBooxpaHeHust Poccuiickoit @eneparvu 6e3
cornacoBaHus ¢ DemepasbHON aHTUMOHOIIOJIbHOM
CTY>K0071 ¢ coXpaHeHMeM IoCIeIHe
3aperuMcTpPMpPOBAHHON LIeHbl Ha JTeKapCTBEHHBINM
mnpenapar.

MuHUCTEPCTBO 3ApaBoOOXpaHeHns Poccuiickon
@enepainyy Mo pe3yabTaTaM BHECeHUS U3MeHeHUI B
peecTpOBYIO 3aIIUCh BbIAAET AepyKaTelr UIn
BJIa[I€JIb1lY PETUCTPALMOHHOIO YIOCTOBEPEeHMS
JIeKapCTBEHHOrO mpermnapara (yroJJHOMOYeHHOMY UM
JIUITY) BBITIMCKY U3 peecTpa.

JlomyckaeTcsl BHECeHMe M3MeHeH i B peecTp 6e3
cornacoBauus ¢ deepanbHOi aHTMMOHOIIOIbHOM






CJTY3K0071 ¢ coOXpaHeHMeM Toc/IeIHel
3aperuCcTpPUPOBAHHOM 1IeHbl Ha JIeKapPCTBEHHbIN

rpenapar MHOCTPAaHHOI'O ITPOM3BO/ICTBA MPU
BHECEHUM M3MEHEHMSI B peeCTPOBYIO 3aMMCh B YaCTU
M3MeHeHMs TIPOU3BOAUTEIS JIeKapCTBEHHOTO
rpernapara rocyaapcTsa - wieHa EBpasuiickoro
9KOHOMMYECKOTO COH03a.

CoOTBeTCTBYIOIVIE U3MEHEHMSI BHOCSTCS B
peecTpOBYIO 3aIIUCh C YKa3aHMEM HOMepA U 1aThl
BHECEeHUS U3MEeHEeHUI.

8. IIpu BHeCeHUU U3SMEHEHUI B PeeCTPOBYIO 3aIUCh B
COOTBETCTBUM C MyHKTOM 7 HacTtosawux [Ipasun B
ciaydae, ecJi B paMKax OIHOTO PerncTpaniOHHOTO
YA 0CTOBEpEHMS JIEKAPCTBEHHOTO Ipernapara
3aperucTPUPOBAHO HECKOJIBKO MPeaeIbHbIX
OTITYCKHBIX II€H MPOMU3BOAUTEIEI HA OTOT
JIEKapCTBEHHBIN IIperapar ¢ TaKUMU Ke
JIeKapCTBEHHOI (OPMOI1, JO3MPOBKOI U
KOJINYECTBOM BO BTOPUYHOI (IIOTPEOUTETHCKOI)
YIIaKOBKe, TO IOCJIeHSIS 3aperucTpUpPOBAHHAS 11eHa
ornpeesnsieTcs C yueTOM KOMILJIEKTHOCTU
JIeKapCTBEHHOTIO Mmperapara, GOpMbI BbIITyCKa
JIEKapCTBEHHOTO Tperapara U CTpaHbl-
MMPOU3BOANUTEJIS JIEKAPCTBEHHOIO Mpernapara
(TIpOU3BO/ICTBEHHBIX TUIONIA/IOK, YUACTBYIOIIUX B
rpo1ecce MIPOU3BOACTBA JIEKAPCTBEHHOT'O






rperiapara).

9. CBegeHMs O TOCYIapCTBEHHON permcTpanummn
(mepeperucTpanum) rnpeneabHOi OTITyCKHOJ 1IeHbI
MMPOM3BOANUTES Ha JIeKapCTBEHHbBIN IIpernapar
MO/JieXXaT UCK/IIYEeHUIO U3 peecTpa B caydae:

a) MpenCcTaBlIeHus IepRaTeemM Uan BaagelbliemM
PEeruCTpPaIliMOHHOTO YAOCTOBEPEHM S JIEKAPCTBEHHOTO
nperapara (YIIOJJHOMOYEHHOTO UM JINLA) 3asIBJIeHUS
00 MCKITIOUeHUM CBEJIEHNI U3 peecTpa B CBSI3MU C
OTCYTCTBMEM JIEKAPCTBEHHOIO IIpernapara B
obpaieHuu Ha TeppuTopun Poccuiickoii
OQenepanymy;

0) MCKTIOUeHMS JIeKapCTBEHHOTO TperapaTa u3
rOCyIapCTBEHHOTO PeecTpa JieKapCTBEeHHBIX CPECTB
IUISI MeIMIIMHCKOTO IIPYMEeHEeHMS

B) MICKJTIOUEHMSI JIEKAPCTBEHHOTO IperapaTa us3
TepevHsI JXM3HEeHHO HeOOXOIMMBbIX U BasKHEM X
JIeKapCTBEHHBIX ITPeIaparTos;

) UICTeUEeHMSI CpOKa TOOHOCTU 3apeTUCTPUPOBAHHOTO
B Poccuiickoii @epepaiiyiv 1eKapCTBEHHOT O
rperapara, CpoK AeiCTBUSI perUCTPallMOHHOTO
YAOCTOBEPEHMS KOTOPOTO UCTEK;

Il) OTMEHBI pellleHNsI 0 TOCYIapCTBEHHOI






perucTpauuy Uiam nepepermcTpann rnpeaeabHoi
OTITYCKHOJ IIeHbI IPOU3BOAMUTEIS Ha JIEKAPCTBEHHbIA

mperapar.

10. YrioJT1HOMOYEeHHOE JINIIO JAepsKaTes Ui
BJIaJIe/IbIIa PETUCTPAIMOHHOTO YI0CTOBEPEHMS
JIeKapCTBEHHOTO Iperapara IpecTaBjsieT
JOKYMEHT, IOATBEPKAAIOLIMIA €er0 IOJTHOMOYMS.

11. ITpu npuHATUM MUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @emepaiiny pemeHus
00 MCKITIOUeHU CBeJIeHMT 0 TOCYAapCTBEHHOI
perucTpauuu rnpeaeabHOM OTITYCKHOM L eHbl
MPOU3BOANTESI HA JIEKAPCTBEHHbIN ITpenapar
COOTBETCTBYIOLIAs 3aMMCh TPOU3BOJUTCS B peecTpe B
TeueHue 1 pabouero JHS CO THS MIPUHSTUSI TAKOTO
pellieHus C yKa3aHMeM OCHOBAHMS U JaThbl €ro
MIPUHSITUS.

12. PeecTp ny6siMKyeTcst Ha 0OQUIIMATBHOM CaiiTe
MuHMCTEpCTBA 3IpaBOOXpaHeHusT POCCUiiCKOI
@enepaiyy B MHQOpMAaIMOHHO-
TeJIeKOMMYHUKAIIMOHHOM ceTu "VIHTepHeT" u
OOHOBJISIETCSI €5KeTHEBHO C COXpaHeHMeM Ha caiiTe
BCeX MpenbIAyIIUX pefaKluil peecTpa.

13. IndopMmaiys o 3aperucTpupoBaHHbIX
Tpeie/IbHBbIX OTITYCKHBIX I[eHaX MPOM3BOAMUTENEN Ha
JIeKapCTBEHHbIE ITperapaThl pa3sMenaeTcs B






AlITEUYHbIX OpraHM3alsiax B ,ELOCTYHHOVI JJIS1 BCEX
3alMHTepeCOBAaHHDbIX JINI] d)opMe C yueToOM

TPYIIIMPOBKU 110 MEXIYHAPOAHBIM
HernaTeHTOBaHHBIM HaMeHOBAaHMSIM JiIeKapCTBEHHbIX
rpenaparos.

14. CBegeHus, comepsRalecs B peecTpe, SIBISHOTCS
OTKPBITBIMM M 00IIeIOCTYITHBIMM U TTPEICTABISTIOTCS
3aMHTePeCOBAHHBIM JIMIIAM 6eCIIaTHO I10 UX
MMMCbMEHHBIM 3aIIpOCaM B BUJIe BBIIMUCOK U3 peecTpa
B TeueHMe 5 qHe co MHS MOCTYIIeHMs 3aIpoca.

[Mpunoxenne

K [IpaBuiam BegeHus
roCyZapCTBEHHOTO peecTpa
3apercTpUpPOBAHHbBIX IIPe/leIbHbIX
OTITYCKHBIX LIeH [IPOM3BOAUTEIeN
Ha JIeKapCTBEeHHbIe IIperaparsl,
BKJIIOUEHHbIE B IIepeueHb )XU3HEHHO
HeOOXOMMBIX ¥ BaKHEMIINX
JIeKapCTBEeHHbIX IIperapaToB

(bopma)

3AABJIEHNE
0 BHECEHUN N3MEHEHNI B PEECTPOBYIO 3ar
perncTpaunm npeaesibHom oTANYCKHON U
Ha NeKapCTBEHHbIN NpenapaT, BKJIIOYEHH!
HeobXoAMMbIX N Ba)KHENLLNX NIeKapCTB






3aaBuUTeNb

(HanMeHoBaHWe; NOYTOBLIN agpec, aaf
HdepxaTens wan Bnageneuy perncTpaunoHHoOr
npenapaTa

(HanMmeHoBaHMWe; afpec 3JIeKTPOH
CeBefeHna o perucTpauum pgepxatensa wuav
yOOCTOBEPEHUS JIeKapCTBEHHOro npenapaTa
CTpaHe perunctpaymm (ons pPOCCUUCKUX tOpup
HOMep Hanoronnatenswmka (MHH), ona mnMHo
perncrpaunm, HamMeHoBaHUe pPerncTpupytoL
KOL HaforonnaTesblynKa B CTpaHe perncrpadl

CBefieHna o perucTpaumm npomsBoguTens
MeAVNLVHCKOrO MNPUMEHEHUS B KayeCcTBe Haslol
(ONa POCCUNCKNX IOPULANYECKUX UL - UOAEHTUD
(MHH), ona WMHOCTPaAHHbLIX PUANYECKNX NUL, -
perncTpupyowero opraHa, pernctpaunoHHbIL
CTpaHe pernctpaumu (MHKopnopauuun) nin ero

N |Cragus [TponsBoautens |Axpec | CTpe
I1/T1 | IPOM3BOACTBA | (HaMMeHOBaHNe)







N | Homep MexayHaponHoe | Toprc
II/1 | peTUCTPALIMOHHOTO | HellaTeHTOBaHHOe, | HauM
YAOCTOBEPEHMS WU

IPYIMPOBOYHOE,
WIN XYMUYECKoe

HaMMeHOBaHIe
<E>

1 2 3 4

YnonHoMo4YeHHoOe AunLLo
(h.n.o.) (BO/MKHOCTD)

KOHTaKTHble TesieOoHbl Ang

<*> B ciryyae OTCYTCTBUSI MeXIyHAPOJHOTO
HelaTeHTOBAaHHOTO HaVMeHOBAaHUSI B
PErUCTPALIOHHOM YIOCTOBEPEHMY JIEKAPCTBEHHOTO
mpernapara yka3blBaeTcsl HaMeHOBaHMe
JIeKapCTBEHHOTO Mpernapara, peLyCMOTPeHHOTO
repeyHeM XM3HEeHHO HeOOXOOMMBIX U BasKHEMIITUX
JIeKapCTBEHHBIX ITPerapaTos.






<**> B cirydasix, mpelyCMOTPEHHbBIX ITyHKTOM 25
[TpaBuJ1 rocygapCTBEHHOV perucTpalun u
rnepeperucTpanum yCTaHaBIMBae MbIX
MPOU3BOANUTESIMY JIEKaPCTBEHHBIX ITpenapaToB
NpeebHbIX OTITYCKHBIX 1IeH Ha JleKapCTBEeHHbIe
rpenaparbl, BKIIOUEeHHbIe B lepeueHb )XM3HEHHO
HEeOOXOAMMBIX ¥ BasKHEIINX JIEKapCTBEHHBIX
MpernapaToB, yTBEPXKIEHHBIX ITIOCTAHOBJIEHMEM
[TpaBuTtenbcTBa Poccuiickoit ®enmepanym ot 29
okTsiopst 2010 r. N 865 "O rocymapcTBeHHOM
peryaMpoBaHuM LieH Ha JIeKapCTBEHHbIe Ipernaparhl,
BK/TIOUEHHbIE B ITepevyeHb KM3HEHHO HeOOXOIVIMbIX U
Ba’KHEMIIIMX JIEKapCTBEHHBIX IIperapaToB”,
IOTIOTHUTENIbHO yKa3biBaeTcs (popma BbITycKa
JleKapCTBEHHOTrO mperapara, C yueToM KOTOpOit
pacCYMTBIBAETCS Mpefe/ibHas OTIYCKHAs LjeHa
MIPOM3BOIUTEJIS 38 IOTPEOUTETHCKYIO YITaKOBKY
JIEKapCTBEHHOTIO Mperapara.”.

2. B mocranosnenuu [IpaBurenbcTBa Poccniickorii
®enepanyum ot 15 cenrsiops 2015 1. N 979 "O
BHECEeHMM M3MeHeHUIi B TIOCTaHOBJIeHNe
IIpaBuTenbcTBa Poccuiickoi @epepanyu ot 29
okTs16pst 2010 . N 865 1 06 yTBEPXKIAEHUN METOAVKNA
pacuera yCTaHaBIMBAE€MbIX TPOU3BOAUTEISIMU
JIeKapCTBEHHBIX MPpernapaToB Mpeie/bHbIX
OTITYCKHBIX 1IeH Ha JieKapCTBeHHbIe Mperaparsl,
BK/TIOUEHHbIE B ITepevYeHb KM3HEHHO HEOOXOIVIMbIX U






BaKHENIINX JIeKapCTBEHHBIX ITpernapaToB, Mpu UX
roCyJapCTBEHHOM perucTpaIum u

rnepeperucrpauumn”:

a) IONOoJHUTD TyHKTOM 1(1) cienyrouero
cofepKaHus:

"1(1). MuHMUCTEpPCTBY 34 paBooXpaHeHus Poccuiickoi
Oenepauyuu 1 PegepanbHONM aHTMMOHOIIOIbHOM
CIy:k0e TaBaTh PY HEOOXOAMMOCTY Pa3bsICHEHMS 110
NPMMEHEeHNI0 MEeTOAVKM pacueTa yCTaHaBAMBAEMbIX
MIPOU3BOANUTEISIMMU JIEKAaPCTBEHHbBIX MPErapaToB
MpenebHbIX OTITYCKHBIX 1[€H Ha JIEKAPCTBEHHbIE
rpernaparsl, BKIIOUeHHbIE B IIepeYeHb KM3HEHHO
HEeOOXOIMMBIX M BaXKHEMIINX JIeKapCTBEHHBIX
Iperaparos, IPU UX rOCyIapCTBEHHON perucTpauun
U TepeperucTpauum, yrBepkaeHHOM HaCTOS UM
IIOCTAaHOBJIEHUEM.";

0) METOIMKY pacueTa yCTaHABIMBAEMbIX
MPOM3BOINTESIMY JIeKapCTBEHHbBIX IIperapaToB
TpeiebHbIX OTITYCKHBIX II€H Ha JIeKapCTBEHHbIE
npenaparhl, BKIIOUEeHHbIE B IepeueHb XXM3HEHHO
HEeOOXOAMMBIX ¥ BasKHEMIINMX JIeKapCTBEHHBIX
Mpernaparos, IMPY UX roCyJapCTBEHHO perucTpamnumn
U TiepeperucTpanym, yTBepsKaIeHHYI0 YKa3aHHbIM
IMOCTAHOBJIEHUEM, U3JIOKUTD B CJIeyIOlIel
pemaKuum:






"YTBepkaeHa
TOCTaHOBJIeHMeM IIpaBUTeNbCTBA

Poccuiickoit ®@enepann

ot 15 centsi6pst 2015 1. N 979

(B pefaKuuu MIOCTAaHOBJIEHUS
[IpaBuTtennbcTBa Poccuiickoin @epepanum
ot 8 okTs6pst 2018 1. N 1207)

METOJVKA
PACYETA YCTAHABJIMBAEMbIX

[TPOM3BOJUTEJIAMU JIEKAPCTBEHHBIX

[TPETTAPATOB IIPEJEJIbHBIX OTITYCKHBIX LIEH HA
JIEKAPCTBEHHBIE
[TPEITAPATDBI, BKJTIOYEHHBIE B TIEPEYEHD
JKU3HEHHO HEOBXOJIIMbIX
1 BAJKHEMIINX JIEKAPCTBEHHBIX ITPEITIAPATOB,
[TPN X
TOCYJIAPCTBEHHOW PETUCTPAIIVIN U
[TEPEPETMICTPALIN

I. Ob1e 1oIoKeHU

1. Hacrosiass MeToIMKa yCTaHABIMBAET MO PSITOK
pacyeTa IpeJie/IbHbIX OTITYCKHBIX I[€H
MIPOM3BOANUTE e JIeKapCTBEHHbIX IIperapaToB
(majee - MMPOM3BOAUTEIN) HA JIEKAPCTBEHHbIE
Tpernaparhl, BK/IIOUeHHbIE B IlepeueHb KM3HEHHO
HEeOOXOIVMMBIX M BaXKHEMIINX JIeKapCTBEHHBIX






rpernaparos (Jajee - JeKapCTBeHHbIe ITpernaparhl),
TIPU UX TOCYIAPCTBEHHOM PerucTpauum u
repeperucTpammn.

II. PacueT nipenesibHOM OTITYCKHOM LI€HBI Ha
pedepeHTHbI
JIeKapCTBEHHBII perapar Ipy ee rocyLapCTBeHHOM
peructpauun

2. IlpenenbHas OTITyCKHas IleHa Ha pedepeHTHbI
JleKapCTBEeHHbII IpernapaT yCTaHaBIMBAETCS IJIsI
Ka)kI0TO MTPOM3BOAUTESI B paMKax
perncTpaluMoHHOrO YA0CTOBepeHus: pepepeHTHOTO
JIeKapCTBEHHOrO Mperapara B COOTBETCTBUHA C
TpeboBaHUAMM ITYHKTOB 24 1 25 IIpaBun
roCcyapCTBEHHOV perucTpauum 1 rnepeperucTpaumn
yCTaHaBJIMBAaeMbIX ITPOU3BOAUTENSIMU
JIeKapCTBEHHBIX IIPerapaToB Mpee/bHbIX
OTITYyCKHBIX LIeH Ha JIeKapCTBEHHbIE Mpernaparsl,
BK/TIOUEHHbIe B IIepevyeHb XM3HEHHO HeOOXOIVIMbIX U
Ba)KHEJIINX JIeKapCTBEHHbIX MpernapaTos,
YTBEPXKIEHHBIX [TOCTAHOBIeHVeM [IpaBuTenbCTBA
Poccuiickoit @enmepaunn ot 29 oktsi6pst 2010 r. N 865
"O rocygapCTBEHHOM peryJInpOBaHNMU IIeH Ha
JleKapCTBeHHbIe MperapaThl, BKIIOUeHHbIe B
repeveHb XXM3HEHHO HEOOXOIMMBIX M BasKHEMIIIX
JIeKapCTBEHHBIX IperapaToB” (manee - [Ipasuia), Ha
OCHOBAHUM JAaHHBIX, PACCUMTAHHBIX B COOTBETCTBUMU






C HACTOSIIIei MeTOIVUKOI.

3. [Ipenyiaraemasi K roCyapCTBEHHO perucrpauumn
npefenbHas OTIIYCKHAS LleHa IPOU3BOAUTeIeN
roCyLapcCTB - WieHOB EBpa3uiickoro 3KOHOMMYECKOTr 0
coo3a Ha pedepeHTHbII IeKapCTBEHHbI Mpenapar
He MOXXeT IIPeBbIIIaTh:

a) cpeHeB3BelIeHHYI0 (PaKTUUECKYI0 OTITYCKHYIO
1leHy Ha pedepeHTHbII JIeKapCTBEHHbI Mpernapar 3a
OTYEeTHBIN [IepUOoJ, PAaCCUNTAHHYIO B COOTBETCTBUM C
paspenom IV HacTosIel MeTOAMKM Ha OCHOBAaHUM
cBeneHMt 06 06beMax U OTITyCKHBIX IIeHaX
HaXOISIIMXCS B o6palieHu B Poccuitickoit
®depnepaliviy JieKapCTBEHHBIX IIperapaToB
MIPOU3BOANUTEJIeN TOCYAapCTB - WieHOB EBpa3uiickoro
SKOHOMMYECKOT'0 CO03a ¥ MHOCTPAHHBIX
IIPOU3BOLUTEIIEeN, OCYILEeCTB/SIOLMX [IePBUYHYIO U
(MM) BTOPMYHYIO YIIAKOBKY JIEKapCTBEHHOT'O
npenapara B Poccuiickoit @egepaiinm, COTJIaCHO
npuioxenuio N 1;

0) B cyTyuae ec/iu JIeKapCTBEHHBIN ITpernapar,
MPOU3BENEHHbIN ITPOU3BOAUTENIEM r'OCYJaPCTB -
WieHOB EBpa3uiickoro 3SKOHOMMY€eCKOro cor3sa
peann3yeTcs B MHOCTPAHHbBIX rOCYAApPCTBAX, B
OTHOILIEHUY KOTOPBIX ITPeACTaB/ISIeTCS MHGOpMaII s
00 YpOoBHEe MMHMMAaJIbHbIX OTITYCKHBIX IIeH Ha






JleKapCTBEeHHbIE TIperapaThl, 1o ITepevHIo COrJIacHO
puIoKeHM0 N 2, - MUHMMAJIbHYIO OTITYCKHYIO LIEHY

IIPOU3BOLUTEIIS TOCYHapCTBa - uieHa EBpa3uiickoro
9KOHOMMYECKOTO Coio3a (be3 yuyeTa
MPOM3BOJICTBEHHBIX IUIOLIAI0K) HA JIeKapCTBEHHBIN
rpenapar B yKa3aHHBIX TOCYHapCTBaX, PAaCCUMTAHHYIO
B COOTBETCTBUMU C pasaenom VII HacTosIe
METOAMKM Ha OCHOBAaHUM pacueTa IpeaeabHOi
OTITyCKHOVA LIeHbl IPOU3BOAVTEISI Ha JIeKapCTBEHHbI
npemnapar, pecTaB/isieMOli Ha TOCYJapCTBEHHYIO
peructTpaiuio (rmepeperucTpaluio), CorjiacHoO
npunoxkeHuo N 3 ¢ yueToM pacxoi0B, CBSI3AHHBIX C
TaMOKeHHbIM 0(OpMJIEHMEM.

4. Ilpepnaraemas K rocyapCTBEHHOM perucTpaunmn
npefenbHas OTITYCKHAS 1eHa MHOCTPaHHbIX
npousBoauTeneit Ha pedepeHTHbI 1eKapCTBEHHbI
rpenapar He MOKeT IIPeBbILIATh:

a) cpeHeB3BellleHHYI0 (akTUUeCKylo IleHy BBO3a
pedepeHTHOTrO JTJeKapCTBEHHOTro Ipernapara 3a
OTYETHBIN Mepuo, C y4eTOM PacxXoi0B, CBSI3aHHbIX C
TaMOXeHHbIM 0pOpMJIeHEM, PACCUMTAHHYIO B
COOTBETCTBUM C pa3nenom VI HacTosIein MeTOOUKN
Ha OCHOBaHMM CBeJieHMiT 06 06beMax 1 0 IeHax
BB03a JIEKapPCTBEHHOTO Mpernapara MHOCTPAHHOTO
MPOM3BO/ICTBA, HAXOISIIErocst B 00palleHnu Ha
Tepputopuu Poccuiickoi @enepanyu, 3a OTYETHBIN






Tepuo/i COTIaCHO MpuaoskeHuio N 4;

6) MMHMMAaJIbHYIO OTITYCKHYIO IIeHY MHOCTPaHHOT'O
npousBoauTess (6e3 yueTa Mpon3BOICTBE HHBIX
TJIONIAZI0K) Ha pedepeHTHbI JieKapCTBeHHbI
rpernapar B MHOCTPAHHbBIX rOCYAapCTBaX, YKa3aHHBIX
B nipuoskeHun N 2 K HaCTOsIIIein MeTOaMKe,
omnpeneeHHYI0 B COOTBETCTBUM C pasneyiom VII
HaCTOsIell METOAVKM Ha OCHOBAaHUM pacyeTa,
penyCMOTPEHHOTO npuiokeHmnem N 3 K HacTosIein
MEeTOIMKE, C y4eTOM PacXod0B, CBSI3aHHBIX C
TaMOKeHHbIM 0(OpMJIEHMEM.

5. IIpegnaraemasi K rocyJlapCTBEHHOI perucTpanumn
npeznesibHas OTIYCKHAS LleHa MHOCTPAHHbIX
npousBoauTeneit Ha pedepeHTHbI 1IeKapCTBEHHbI
rpenapar, OCyILeCTBIISIOIINX UV IUVIaHUPYIOIINX
OCYILEeCTB/IATD NePBUUHYIO U (M) BTOPUYHYIO
YIIAaKOBKY JIeKapCTBEHHOTO IIpernapara Ha
Tepputopuu Poccuiickoi ®enepanyu, He MOKET
IpeBbIIATh:

a) cpefHEeB3BeIIeHHYI0 (aKTUUECKYIO OTITYCKHYIO
1IeHYy Ha pedepeHTHbI TIeKapCTBEHHbII Ipernapar 3a
OTUYEeTHBIV MepUOoJ, PACCUNTAHHYIO B COOTBETCTBUM C
pasgenom IV HacTosIEein MEeTOOUKNM Ha OCHOBAHUM
CBeJleHM, MpeayCMOTPeHHBIX nNpuaoxkeneMm N 1 K
HacTosIell METOIMKE;






6) MMHMMAaJIbHYI0 OTITYCKHYIO LIeHY MHOCTPaHHOTO
npousBoauTes (6e3 yueTa Ipou3BOICTBEHHBIX

TJIONIAI0K) Ha pedepeHTHbI JieKapCTBEeHHbIN
rnpemnapar, paCCYMTaHHYIO0 B COOTBETCTBUM C
pasgenom VII HacTosIIei1 MeTOAMKM Ha OCHOBAaHUN
pacuerta, mpeayCcMOTpPeHHOro npunaoxkenuemM N 3 K
HAaCTOsIIell MeTOIMKe, U CBeleHIit 00 ypOBHE
MUHMMAaJbHBIX II€H JIEKAPCTBEHHOTO IIpernapara B
MHOCTPaAHHBIX FOCYAapCTBaX, YKa3aHHbBIX B
npunoxkeHuu N 2 K HaCTosI1Lel MeTOAUKE, C YYETOM
pacxoioB, CBSI3aHHBIX C TAMOKEHHBIM
odbopmieHnEeM.

6. IIpu rocyapCTBEHHO perucTpauum npeneinbHas
OTITyCKHas IleHa Ha pe(epeHTHbIi JIeKapCTBeHHbI
rperapar 4j1s1 BcexX IIpOu3BOAUTE el B paMKax
pPerucTpauMoOHHOr0 YA0CTOBEPEHMS JIEKAPCTBEHHOT O
rperapara ¢ yueTom TpeboBaHuit myHKTa 24 [TpaBui
He MOJKeT IIPeBbIIIaTh YPOBEHb MUHMMAIbHOM U3
1IeH, paCCUMTAHHBIX C yUI€TOM TPeOOBaHMII ITYHKTOB 3
- 5 HacTOM1MIe MeTOOVKIA.

7. Ilpeniaraemasi K rocy1apCTBEHHOI perncrpanumn
npefebHast OTIYCKHAs 11eHa Ha pedepeHTHbI
JIeKapCTBEHHBIN NTpenapar AJis BCeX MPOU3BOAUTENeN
JIeKapCTBEHHOTO IpernapaTa 6e3 yueta GopMbl
BBIITYCKA JIEKaPCTBEHHOTO IIperiapara, 3a
UCK/IIOYEeHMEM CTy4yaeB, IPegyCMOTPEHHBIX ITYHKTOM






25 IMpaBwI, He MOSKET ITPEBBIIIATD:

a) B cIydae ecjiy B paMKax OgHOTO
perucTpaluoHHOrO YA0CTOBEPEHMS JIEKaPCTBEHHOr' 0
rperiapara 3aperMcTpMpoBaHbl IIpefie/ibHbIe
OTITyCKHbIE 1[eHbl Ha pepepeHTHbII JieKapCTBEeHHbBIN
rpernapar ¢ Takoyi e JijeKapcTBeHHO hopmoit u
JIIO3MPOBKOI (KOHIIeHTpalye, akTUBHOCTBIO B
eIMHULaX NeViCTBUS), - IIPelle/IbHYI0 OTITYCKHYIO
1leHy Ha pedepeHTHbI JieKapCTBEHHbI ITpernapar,
PacCUMTAHHYIO UCXOLS U3 CpeJHEro
apudmMeTnyecKoro 3HaueHus CTOMMOCTY OJJHOM
JeKapCTBeHHO (GOopMbI JIeKapCTBEHHBIX MPernapaTos,
MMeIII X GVsKaiiie cMeskHbie KOJTMYecTBa BO
BTOPUYHO (ITOTPeOUTENIbCKOIE) yIIaKOBKe, Ha
OCHOBaHMM CBeeHMI 0 HaInumum
3aperMcTpUpPOBAHHBIX IIPeie/IbHbIX OTITYCKHBIX 1leH
3asBJISIEMOr0 JIEKapCTBEHHOI0 IIpeliapara COrJIacCHO
npuioskeHuio N 5.

6) B cilydae eciv He 3aperucTpUpoOBaHbl IpeebHbie
OTITyCKHbIE 1]eHbl Ha pepepeHTHbI JieKapCTBEHHBIN
rperiapar ¢ Takoy e J03UPOBKO (KOHLeHTpaLuei,
aKTVMBHOCTBIO B IIHULIAX [Ie/ICTBUS), - Ipefe/IbHYI0
OTIYCKHYIO LieHYy Ha pepepeHTHbI JieKapCTBEeHHbI
rperiapar, paCCUMTAHHYIO UCXOAS U3 CpeilHero
apu@MeTnUeCcKoTo 3HaUeHUSI CTOMMOCTHU € IMHUIIbI
Jle/ICTBYIOILETO BellleCTBa JIeKapCTBeHHBIX






MpernapaToB, UMEIOIIMX OJIVsKaiIIe CMesKHbIe
JO3MPOBKM, Ha OCHOBAHUM CBeIEeHUIA,

MpeayCMOTPeHHBIX MpuaokeHneM N 5 K HacTosIIeif
MeTOJIMKe.

8. B ciryyae eciin 110 COCTOSIHMIO Ha ATy
MpeACTaBIeHNs 3asIBJIeHMSI O TOCYHapCTBEHHOM
perncTpauuy npefeabHON OTITYCKHO LieHbI
Mpou3BoAUTeNS Ha pedpepeHTHbDI JieKapCTBEeHHbI
npenapaTr B MMHUCTEPCTBO 34paBOOXPaHEHMS
Poccniickoit @epepauny B paMKax MeXIYHapOIHOTO
HeNaTeHTOBAaHHOTO HayMeHOBaHMS U JIeKapCTBEHHOM
(bopMbI 3aperucTpupoBaHsbl MpejiebHble OTITYyCKHbIe
LIeHbI IIPOU3BOAMUTENIel HAa COOTBETCTBYIOLI /e
BOCITPOM3BeIeHHbIe, 6110aHAIOTOBbIE (6MOITOJ0OHbIE)
JleKapCTBEeHHbIe Mpernaparsl, Ipy 3TOM MpefeabHast
OTIYCKHasI leHa MPou3BoAUTeNS Ha pedepeHTHbIN
JIleKapCTBEHHBIN Mpenapar He 3aperucTpUpoBaHa, To
npejjiaraeMas K rocy1apCTBEHHOM perucTpaunumn
npejiesibHast OTITyCKHAs 1leHa Ha pedepeHTHbI
JIeKapCTBEHHBI ITpernapaTr He MOXKeT IIPEeBbIIATh
MaKCUMaJIbHYIO 3aperMCTPUPOBAHHYIO MIPEENbHYI0
OTITyCKHYIO LIeHY Ha COOTBETCTBYIOLINIA
BOCITPOM3BeIeHHbIN, 6110aHAIOTOBbI
(6MomomO06HbIN) JIeKapCTBEHHbIN ITpernapar.

III. PacueT npeneibHOM OTITYCKHO 1T€HbI
Ha BOCIPOM3BeIEeHHbIN, 6110aHAIOTOBbIA






(610110100HBI)
JIeKapCTBEHHBIN TIpernapar Ipy ee rocyaapCTBEHHOM
perucTpauumn

9. IlpenenbHast OTITyCKHAsI IleHa Ha
BOCITPOM3BEeIeHHbIN, 6110aHAIOTOBbI
(61orom06HbIN) TeKapCTBeHHbIN Mpernapar (nasee -
BOCITPOM3BEIE€HHbIN JIEKAPCTBEHHbIN ITpernapar)
yCTaHaBIMBAETCS IJIS1 KasKIOTO IIPOU3BOAUTEIS B
paMKax perMCTpaluyoHHOIO YI0CTOBePeHM S
JIeKapCTBEHHOTrO Mperapara B COOTBETCTBUM C
TpeboBaHMSIMM MYHKTOB 24 1 25 IIpaBui, Ha
OCHOBAHMM JAHHBIX, PACCUMTAHHBIX B COOTBETCTBUU
C HACTOSAIIE MeTOANKOM A1 KaXKO 0 TPYIIITbI
MPOM3BOIUTEIe JIeKapCTBEHHBIX ITpernapaToB.

10. IIpepsiaraemas K roCyAapCTBEHHO perucTpauumn
npeeyibHas OTITYCKHAs lleHa IMPOM3BOAUTeel
roCyIapCTB - 4IeHOB EBpa3niickoro SKOHOMMUYECKOT O
C0103a Ha BOCIPOU3BeAeHHbI JIeKapCTBEHHbIN
rperapaT He MOKeT [IPeBbIIIATD:

a) OTIYCKHYIO 1[eHY, pPaCCUMTAHHYIO C yUeTOM
TpeboBaHMT MyHKTOB 26 - 28 [IpaBui 1 B
CcoOoTBeTCTBUM C pasaenom VIII HacTosIIel MeTOOUKA
Ha OCHOBAaHMM JAHHbBIX pacueTa npeaeabHOil
OTIYCKHOJ4 1leHbl Ha BOCIIPOU3BeeHHbI,
6110aHaI0rOBbIN (6MMOIOL0OHBIN) TeKapPCTBEHHbIN






IIperapar, Hpe,HCTaBHHEMOﬁ Ha rocyanapCTBEHHYIO
perncrpaunumnio, COrJiaCHO ITPpUJIOKEHUNIO N 6;

0) cpenHeB3BeNIeHHYI0 (aKTUUYECKYIO OTITYCKHYIO
LIeHy Ha BOCIIPOM3BeAeHHbI JIeKapCTBEHHbIil
rperapar 3a OTUYETHbIN [epuo, paCCUUTAHHYIO B
COOTBETCTBUM C pa3nenom IV HacTosIein MeTOOUKN
Ha OCHOBaHUM CBeIeHUl, MpeyCMOTPEHHbIX
npunoxkenueM N 1 K HacTosIIelt MEeTOIMKE;

B) B C/Iy4ae ec/iM JIeKapCTBEHHBII IIperapaT
MPOU3BOANUTEJIEeN TOCYIapCTB - WieHOB EBpa3uiickoro
9KOHOMMYECKOI'0 COI03a peann3yeTcs B MHOCTPAHHBIX
rocyapCTBax, yKa3aHHbIX B IpuaoskeHun N 2 K
HaCTosII el MeTOMKE, - MUMHUMAaJIbHYIO OTITYCKHYIO
LIeHY IIPOU3BOAUTENIS TOCYAAapCTBa - YleHa
EBpasuiickoro 5SKOHOMMYECKOTO cor3a (6e3 yuera
MMPOM3BOACTBEHHbIX IJIOMIAA0K) Ha
BOCIIPOM3BeleHHbII JIeKapCTBEHHbIN IIpernapar B
YKa3aHHBIX r'OCY1apCTBaX, PACCUMTAHHYIO B
COOTBETCTBUM C pa3zmenoM VII HacTosIein MEeTOAUKNA
U ripwiokeHuem N 3 K HaCTOsIIIei MeToaMKe, C
YU4eTOM pacxoJ0B, CBSI3aHHBIX C TAMOKEHHbIM
odopmIeHnEeM.

11. TIpenyiaraemasi K TOCYyZIapCTBEHHOM perucTpauumn
npeneibHas OTIYCKHAs I1eHa MHOCTPAHHbIX
MpOU3BOANTE el Ha BOCIIPOM3BeeHHbII






HEKapCTBeHHbIVI IIperapaTt He MOJKET IIPpEBbIIIATb:

a) OTITYCKHYIO IIeHY, PACCYUTAHHYIO C yUY€TOM
TpeboBaHMT MyHKTOB 26 - 28 [IpaBui 1 B
cooTBeTCTBUM C pasaenom VIII HacTosIIel MeTOOUKA
Ha OCHOBAHUM pacyera, IpeayCMOTPEHHOT O
npwioxkeHyem N 6 K HACTOSIIe METOIUKeE;

0) cpemHeB3BeIIeHHYIO (PAaKTUYECKYIO IIeHY BBO3a
JIEKapCTBEHHOTO TIperapara 3a OTYETHBIN Iepuop,
YUEeTOM pacxodo0B, CBSI3aHHBIX C TAMOKEHHbIM
obopMIeHNEM, PACCUUTAHHYIO B COOTBETCTBUM C
pasnenioMm VI HacTosIeil MeTOOMKM Ha OCHOBaHUM
CBeLleHU, IpelyCMOTPeHHbIX npuiokeHuem N 4 K
HacTosIIell MEeTOOMKE;

B) MMHMMaJIbHYI0 OTITYCKHYIO 1IeHY MHOCTPaHHOTO
npou3sBoauTes (6e3 yyeTa mpon3BOACTBEHHBIX
TUIOIIAI0K) HAa BOCIIPOM3BeAeHHbIN JIeKapCTBEeHHbIN
rperapar, paCCUMTaHHYI0 B COOTBETCTBUMA C
pasnenom VII HacTosIell MeTOOMKY Ha OCHOBaHUM
pacueTa, mpeayCMOTpPeHHOro npuaoxkeHneM N 3 K
HacCTosIIel MeTOIMKe, C y4eTOM Pacxo/ioB,
CBSI3aHHBIX C TAMOKEHHBIM 0(popMIIeHIEM.

12. TIpenyaraemasi K TOCyIapCTBEHHOM permcTpanum
npepenabHas OTIYCKHAs IleHa Ha BOCIIPOU3BeAeHHbIiA
JIeKapCTBEHHbIN MpernapaT MHOCTPAHHBIX
MIPOU3BOANUTEEN, OCYIIECTBISIOMUX UIU






TJIAHUPYIOUIMX OCYIIECTBJISITh TIePBUYHYIO U (VIJIN)
BTOPUYHYIO YITAKOBKY JIEKAPCTBEHHOTO MperapaTa B

Poccuiickoit @enepaiiyin, He MOXKET ITPEBBIIIATh:

a) OTITYCKHYIO LIeHY, PACCUYMTAHHYIO C YY€TOM
TpeboBaHMIT TyHKTOB 26 - 28 [IpaBui 1 B
COOTBeTCTBUM C paszgenom VIII HacTosIei MeTOAMKA
Ha OCHOBAaHMUM pacueTa, IpeayCMOTPEHHOT O
npuioxeHnuem N 6 K HaCcTOsIIell MEeTOIUKE;

6) cpegHEB3BeIIEeHHYIO (aKTUUECKYIO OTITYCKHYIO
IIeHYy Ha BOCITPOM3BeAeHHbI JIeKapCTBEHHbI
rpernapar 3a OTYETHBIN ITepuol, paCCUNTAHHYIO B
COOTBETCTBUM C paszaenom IV HacTosIein MeTOaIUKN
Ha OCHOBaHMM CBeIeHMI, TPeayCMOTPEHHbBIX
npuioxkeHuem N 1 K HacTosIel i MeTOAMKe;

B) MMHMMAJIbHYIO OTITYCKHYIO LIeHY MHOCTPAHHOTO
pou3BoanTes (6e3 yyeTa Ipon3BOACTBEHHBIX
IUIONIAL0K) HAa BOCIIPOM3BedeHHbI JIeKapCTBEeHHbI
rpernapar B MUHOCTPAHHbBIX rOCYAapCTBaX, YKa3aHHBIX
B nipuoskeHun N 2 K HaCTosIIein MeTOaNKe,
pacCUMTAaHHYIO B COOTBETCTBUM C pasaeyiom VII
HacTosIIell MeTOAMKM Ha OCHOBAaHMM pacyeTa,
penyCMOTPEHHOTO npuiokeHuem N 3 K HacTosein
MEeTOJMKE, C y4eTOM PacX0A0B, CBSI3aHHBIX C
TaMOXeHHbIM 0(OpPMJIEHMEM.

13. [Ipu rocyiapCTBEHHOM perucTpannm rnpeneabHas






OTITYCKHAY IIeHa Ha BOCHpOM3B€,E[€HHbIVI
HeKapCTBeHHbIVI mperapar OJisda Bcex HpOI/IBBO,H,I/ITe.TIef/Jl

roCyZapcCTB - WieHOB EBpa3uiickoro 3SKOHOMMUYECKOTr 0
COI03a B paMKaxX PerncTpaluyMoOHHOr0 yA0CTOBEPEHM S
JIeKapCTBEHHOTO Iperapara ¢ yueTomM TpeboBaHMit
nyHkrta 24 [IpaBui He MOXeT IpeBbIIIaTh YPOBEHD
MUHUMAJIbHO U3 1]eH, paCCUMTAHHBIX C YYETOM
TpeboBaHMii IyHKTa 10 HACTOSIIE METOIVKA.

[Tpu rocymapCTBEHHOM PErUCTpaALIUK TIpeiebHas
OTITYCKHAa 11eHa Ha BOCIIPOU3BeeHHbIN
JIeKapCTBEHHBII Tperapar 4Jis1 BCeX MHOCTPAHHBIX
MPOU3BOANUTEJIEN, B TOM UMCJIe OCYILECTBIISIONX
WIN TUTAaHUPYIOIIMX OCYLIECTBIISITh IEPBUYHYIO U
(M) BTOPUUHYIO YIIAaKOBKY JIEKapCTBEHHOT'O
npemnapara B Poccuiickoi ®@engepaiiin, B paMKax
pPerucTpauMoOHHOr0 YA0CTOBEPEHMS JIEKAPCTBEHHOT O
rperapara ¢ yueTom TpeboBaHuit myHKTa 24 [TpaBui
He MOKET IIpeBbIIIaTh YPOBEHb MUHMMAIbHOM 13
IIeH, PACCUMTAHHBIX C yU€TOM TPe6OBaHMIT ITyHKTOB
11 u 12 HacTos1Iet MEeTOAUKMU.

14. TIpenyiaraemasi K TOCyIapCTBEHHOM perucTpauumn
npefenbHas OTIYCKHAs IleHa Ha BOCIIPOU3BeAeHHbIIA
JleKapCTBEeHHbII Ipenapar JJis Bcex MPou3BoAuTe e
JIeKapCTBEHHOTO Iperapara 6e3 yueta GopMbl
BBIITYCKa JIEKapCTBEHHOTO Iperapara, 3a
MUCKJIIOUeHMEM CJIydaeB, TpelyCMOTPEHHBIX MyHKTOM






25 IMpaBwI, He MOSKET ITPEBBIIIATD:

a) B cIydae ecjiy B paMKax OgHOTO
perucTpaluoHHOrO YA0CTOBEPEHMS JIEKaPCTBEHHOr' 0
rpernapara 3aperucTpMpOBaHbl Ipefe/ibHble
OTIYCKHBIE LIeHbl HAa BOCIIPOU3BeIeHHbI
JIeKapCTBEHHBII IIperapar ¢ TaKou ke
JIeKapCTBEHHOI (OPMOI1 M TO3UPOBKOIA
(KOHLIeHTpaLyei, akTUBHOCTBIO B eIMHUIIAX
LIeiICTBUS), - Ipefie/IbHYI0 OTITYCKHYIO LIeHYy Ha
JIeKapCTBEHHBII Ipernapar, paCCUMTAaHHYI0 MCXOAS U3
cpelHero apu@mMeTUeckoro 3HaueHUsI CTOMMOCTHU
OJIHOJ JIeKapCTBEHHO (POpMbI JieKapCTBEHHBIX
MperapaToB, UMeIIINX GIVDKaiile CMesKHbIe
KOJIMYECTBA BO BTOPUYHOI (ITOTPEeOUTENbCKOIN)
YyIIaKOBKEe, Ha OCHOBAHUM CBeIeHUIA,
MpeaycMOTpeHHbIX TpusokeHueM N 5 K HacTos1 e
MeTOLUKe;

0) B cyTyuae eciii He 3aperuCTPUPOBaHbI IIpeIeIbHbIe
OTIYCKHBIE LI€HbI HA BOCIIPOU3BEIE€HHBI
JIeKapCTBEHHBIN Mpenapar ¢ TaKo ke 03MPOBKOI
(KOHLIeHTpalMel, aKTUBHOCTBIO B € IMHUIAX
TIeiCTBUS), - TIpeieIbHYIO OTITYCKHYIO LIeHY Ha
JIeKapCTBEHHBIN Tpernapar, paCCUMTAaHHYI0 UCXOAS U3
cpenHero apu@MeTMUecKoro 3HaueHMsI CTOMMOCTHU
eIVMHUIIBI AEeCTBYIOIIEro BellleCTBa JeKapCTBEHHBIX
MpernapaToB, UMEIONIMX OJIVsKaiIIMe CMesKHbIe






JO3MPOBKHU, HA OCHOBAHUU CBe,ELeHI/II;’I,
npeanyCMOTPEHHBIX ITPUJIOKEHNEM N5k HaCTOosIIeNn

MeTOIMKe.

15. TIpu rocymapcTBeHHO perucTpaium npeieabHoin
OTIYCKHOJ LIeHbl IPOU3BOAUTES Ha
BOCIIPOM3BeleHHbIV JIeKapCTBEHHbIN IIpernapar B
clyvae, ec/i B paMKax MeXXIyHapOJHOIO
HeIlaTeHTOBAHHOTO HaMEeHOBAaHM S U JIeKapCTBEHHOM
(dhopMbl He 3aperUcTpMUpoOBaHa MpeaeibHast
OTITyCKHas IleHa Ha COOTBETCTBYIOIINI pepepeHTHbI
JIeKapCTBEHHBII IIperapar ¥ He 3apercTpupoBaHbl
rpefebHbIe OTIIYCKHbIE [JeHbl [IPOM3BOAUTEIIEeN Ha
BOCIIPOM3BeleHHbIe JIeKapCTBEHHbIE IIperaparsl,
pacuer LieHbl ocyuiecTBiseTcs PeepaabHON
QHTMMOHOTIOJIbHOJ CTy’k6071 Ha OCHOBaHUU
MMHMMAaJIbHOM OTITYCKHOJ LIeHbI IIPOU3BOAUTES
(6e3 yueTa MpoM3BOICTBEHHBIX IJIONIA/IOK, C yUETOM
pacxonoB, CBSI3aHHBIX C TAMOKeHHBIM
odbopMIeHeM) Ha COOTBETCTBYIOIINIT pedepeHTHbI
JIeKapCTBEHHBI IIperapar B MHOCTPAHHbIX
rocynapCTBax, yKasaHHbIX B IpuiaoxkeHnu N 2 K
HaCToslIell MeToaVKe, C IPMMeHeHeM
MOHMKaWIIero KoadduiieHTa, 3HaueHMSI KOTOPOTO
OIpenessaioTCsI B COOTBETCTBUM C pasgenom VIII
HaCTOSIL el MeTOOUKNA.

IV. Pacuer cpeiHeB3BellleHHOM (haKTUUeCKOIi






OTITYCKHOM
LIeHbI IPOM3BOAUTEIIS TOCYLAPCTB - WIEHOB

EBpasuiickoro
SKOHOMMYECKOT0 COK03a M MHOCTPAHHOTO
TIPOU3BOIUTENIS,
OCYLIECTBJISIIOIIETO TMTIEPBUYHYIO U (M) BTOPUYHYIO
YIIaKOBKY
JIeKapCTBEHHOTO Tperapara B Poccniickoi
®enepaiyu,
Ha JIeKapCTBEHHBII1 IIpenapar

16. PacueT cpesHeB3BeIIeHHOI (PaKTUIECKO
OTIYCKHOM LI€HbI TPOU3BOAUTES TOCYAAPCTB -
wieHOB EBpa3uiickoro 3kOHOMMUYECKOTO COK3a U
(M) MTHOCTPAHHOI'O IPOU3BOAUTEIS,
OCYIIECTBIISAIOLLero MepBUYHYIO U (MJIN) BTOPUYHYIO
YIIAaKOBKY JIEKapCTBEHHOTO Ipernapara B Poccuiickoi
®enepalii, Ha KOHKPETHBIN JIeKapCTBEHHBIN
rnpemnapar Ipou3BOAUTCS 38 OTYETHbBIN Mepuo Ha
OCHOBaHUM CBEeJEHUIA, TIPEIyCMOTPEHHBIX
npwioxkeHuem N 1 K HacTosIIell MeTOIUKe.

[Tpu pacueTe Takoii cCpegHeB3BelLIeHHON
(akTuUecKoii OTIyCKHO 1leHbl YUUTHIBAIOTCS
cBefieHMs1 00 06bemMax U OTITyCKHBIX IIeHax Ha
JIeKapCTBEHHBIN IIperapar 3a OTYETHbIN [1epuoz, 1o
KakJOMy IIPOM3BOAUTEIIIO B paMKax OLHOTO
percTpaluyoOHHOrO YA0CTOBEPeHM S JIeKapCTBEHHOI' 0






rpernapara.

PacueT cpegHeB3BellleHHOV (HaKTUIeCKOi OTITyCKHOI
LIeHbl Ha JIeKapCTBEHHBI IIpernapar OCyLleCTBIIsSIeTCs
C yueToM Bcex (popm BbIITycKa (YyIaKOBKH,
KOMIIJIEKTHOCTH) JIEKApCTBEHHOI'O IIpernapara, 3a
UCKJIIOUEeHMEM CJIy4yaeB, IPeyCMOTPEHHBIX [TYHKTOM
25 IIpaBuit.

17. CpegHeB3BelieHHasT GaKkTUUeCcKast OTITyCKHAsI
LieHa MPOU3BOANTe/Iel TOCYyIapCTB - UIeHOB
EBpa3nitickoro 9KOHOMMYEeCKOTO COt03a Ha
JIeKapCTBEHHbIN Mpernapar (yKa3bIBaeTCs I10
TOPrOBOMY HaMeHOBaHMIO, MeXIYHAPOAHOMY
HelmaTeHTOBAaHHOMY HaMMeHOBaHM10, TO3MPOBKe
(KOHILIEHTpaLyM, aKTUBHOCTU B eAMHULIAX eJiCTBMUSI),
JleKapCTBEeHHOI (GopMe, KOJMUeCTBY JIeKapCTBEHHbIX
(bopM B mOTpebUTENBCKOI YITAKOBKE (KOJTMUECTBY
103 B YIIaKOBKe, 00beMY) B paMKax
perucTpauyoHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOT O
npernapara, OTITYI[eHHbI 32 OTUeTHbII mepuof (1jeHa
CpB3BIp OTIIN) (pybJIeit), ompeaesnsieTcs mo GopmyJe:

Z ( ueHa GpaxkTH4ecKoro oTnycka x|
Ilcila Cpli';lil Ip ()'I‘I |" — ——————————————
KOJIM4eCTBO 001mee o

roe:






omeHa (baKTI/IquKOI‘O OTITyCKa - d)aKTI/I‘-IeCKaH
OTITYCKHAS LIeHa IMPpOU3BOOUTEISL TOCyadapCTBa -

yieHa EBpa3nifickoro 53KOHOMMUYECKOT0 COo3a Ha
OJTHY TIOTPEOGUTEIbCKYIO YIIAKOBKY JIEKapCTBEHHOTO
npemnapata (yKasbIBaeTcs 10 TOPTOBOMY
HaMMeHOBAaHMIO, MEeKIYHAPOLHOMY
HelaTeHTOBaHHOMY HaMEeHOBaHMIO, 1031 POBKE
(KOHILIEHTpALIVM, aKTUBHOCTH B €MHMUIAX OeiCTBUS),
JIeKapCTBEHHOI (opme, KOJIMUeCTBY JIeKapCTBEHHBIX
($hopM B ITOTPeOUTENILCKOI YIIaKOBKe (KOJIMUYECTBY
1103 B yIIaKOBKe, 00beMy) (pybiieii);

KOJIMYECTBO OTIT - KOJIMYECTBO YITAKOBOK
JIeKapCTBEHHOTO Mperapara (yKa3bIBaeTcsl 1o
TOProBOMY HaMMEHOBAHMIO, MEXKIYHAPOAHOMY
HeMaTeHTOBaHHOMY HaMeHOBAaHUIO, JO3MPOBKe
(KOHLIEHTpaLMM, aKTUBHOCTM B eIMHUIIAX IECTBUSI),
JIeKapCTBeHHO hopMe, KOJIMUeCTBY JieKapCTBeHHbIX
(dbopm B mOTpebUTENBCKOT YITAKOBKE (KOJTMUECTBY
1103 B yIIAaKOBKe, 00beMY) ITPOU3BOAUTEIS
rocyapcTBa - wieHa EBpa3uiickoro 3KOHOMMYECKOTO
CO103a, OTTPY’KEHHOTO 3a OTYETHbII TIePUOJ, 10
OLHOI1 1leHe (LUTYK);

KOJIM4YeCTBO o6u1ee OTII - O6H1€€ KOJIN4eCTBO
YIIAaKOBOK JIEKAPCTBEHHOTI'O IIperapaTa (YKaBBIBaETCH
10 TOPTOBOMY HAMMEHOBAHIIO, MEKOAYHAPOAHOMY
HEIMMaTeHTOBAaHHOMY HaMMEeHOBaHMIO, JO3MPOBKe






(KOHILIEHTpaLM, aKTUBHOCTH B €AMHUIIAX IeiCTBUSI),
JIeKapCTBEHHOI (hopMe, KOJIMYECTBY JIeKapCTBEHHBIX

(opm B MOTpedbUTENHCKOI YITAKOBKE (KOJIUMYECTBY
103 B yIIaKOBKe, 00beMy) ITpoM3BOgUTeNe
roCygapcCTB - WieHOB EBpa3uiickoro 3SKOHOMMYECKOT 0
C0I03a B paMKaxX perncTpaluMoOHHOr0 yA0CTOBEPEHM S
JIeKapCTBEHHOTIO Iperapara, Ipou3BeeHHOro U
OTTPY>KEHHOTO 33 OTYETHBIN nepuos (ITyK). 13
00111ero KoJMYeCTBa MCKIIOUAITCS SKCIIOPTHBIE
MOCTaBKM, MIOCTaBKM, OCYILeCTBIEHHbIE B paMKax
pa3IUYHBIX BUA0B T'YMaHUTAPHOM ITOMOIIU, U
MOCTaBKM JIeKapCTBEHHBIX IIPeIapaToB B paMKax
6J1arOTBOPUTEIbHOCTH, a TaKKe TTOCTaBKU
JIeKapCTBEHHBIX MPernapaToB C OCTATOYHBIM CPOKOM
TOTHOCTY MeHee 5 MPOILIEeHTOB.

18. CpegHeB3BenieHHast GaKkTUUeCcKast OTITyCKHAs
LleHa MHOCTPaHHBIX TPOU3BOAUTETIEN,
OCYLLIEeCTB/ISIOLUX [IEPBUYHYIO U (UJIM) BTOPUYHYIO
YIIaKOBKY JIEKapCTBEHHBIX IIpPernapaToB B Poccuiickoim
depnepaliviy, Ha JIeKapCTBEHHbIN IIpenapar
(YKa3bIBaeTCs IO TOPrOBOMY HaMEHOBAHUIO,
MeXIYHapOLHOMY HellaTeHTOBAHHOMY
HaMMEHOBaHMUIO, JO3UPOBKe (KOHIeHTPaIUH,
aKTUBHOCTM B eIMHUIIAX OeiiCTBUS), JeKapCTBEHHO
dhopme, KOIMUECTBY JTIeKaPCTBEHHbIX (HOPM B
MOTPEOUTENbCKOT YITaKOBKE (KOJMYECTBY 103 B
yIakoBKe, 00beMy) B paMKax PerncTpaliyioHHOTO






YO 0CTOBEPEHMS JIEKAPCTBEHHOIO Mpernapara,
OTIYIIEHHBIN 3a OTUETHBIN nepuo (pyosieit) (1leHa
CPB3BIIp OTIIN), OTNipeenseTcs o hbopmyiie,
MPUBEEHHOI B ITyHKTe 17 HaCTOs el MEeTOLUKNA.

V. PacueT peHTabe/JIbHOCTH [IJIsI IEKaPCTBEHHOIO
rperiapara npou3BOLUTEISI TOCYLaPCTB - YWIEHOB
EBpa3suniickoro
SKOHOMMYECKOT'0 COI03a IpU MepeperncTpaunumn
npeneabHOM
OTITYCKHOJ LieHbl Ha JIeKapCTBeHHbI IIperapar

19. PacueT pacxo/ioB, CBSI3aHHBIX C pa3pabOTKOIA,
IIPOU3BOACTBOM U peany3alyieil 1eKapCTBeHHOro
rperapara npou3BOANTEISI TOCYLAPCTB - YI€HOB
EBpa3mniickoro 3KOHOMMY€eCKOro Co103a,
NIpeICTaBIIsIeMOi Ha IlepeperucTpaLuio npeneabHon
OTIIYCKHOJ LieHbl Ha JIeKapCTBEHHbII IIperapar,
OCYILEeCTBIISIETCS COTJIACHO MpuaoxkeHuo N 7.

20. PacueT peHTabeIbHOCTH JIEKAPCTBEHHOTO
rpernapara 3a OTUETHBIV IePUOJ, OCYLIeCTBSIETCS 110
KaXkIOMY TPOU3BOAUTEIIIO TOCYIapCTBa - UleHa
EBpa3niickoro 9KOHOMMY€eCKOT0 CO03a B paMKax
OJHOI'0 PerUCTPALIMOHHOIO YIOCTOBEepeHs
JIeKapCTBEHHOrO mpernapara.

21. Ilpu niepeperucTpanuu rpepeibHOi OTITYCKHOM
LIeHbI TTPOMU3BOANUTES TOCYyIapCTBa - YUieHa






EBpaBMﬁCKOFO 9KOHOMMYECKOro COrw3a Ha
HeKapCTBeHHbIVI Imperapar, HaXOIUBIINUICS B

obpareHun Ha TeppuTopun Poccuiickoii
denepaiun, pakTUUECKUIT YPOBEHb PEHTA0eTbHOCTU
npoaykiuu Ro) (MpolieHTOB) onpexensieTcs 1o
dopmyie:

R, _ baxruueckas npubbUIL <100%.

cebecTouMoCTh
rae:

dakTuueckast npubbLIb - MPUOBLIL OT peaausalumn
MIPON3BOAUTEIeM KOHKPETHOTO JIeKapCTBEHHOTO
rperiapara 3a OTUeTHbII Mepuo, MpuBeLeHHas B
npunoxkeHun N 7 K HacTosiei meToauke (pyoieit);

ce6ecToMMOCTb - CyMMa MPSIMbIX,
00IIeITPON3BOICTBEHHBIX U 00IIEX03S/ICTBEHHBIX
pacxonoB, TIPUBEAEHHBbIX B puiaokeHun N 7 K
HacTosmeit MeToauke (pyo6ieir).

22. Ilpu nnepeperucTpanuu rpeneibHOi OTITYCKHOMN
LIeHbI IPOMU3BOLAUTEEl rOCyLapCTBa - WieHa
EBpasuiickoro 3SKOHOMMYECKOro Cox3a Ha
JIeKapCTBEHHBIN Ipernapar, He MOCTYIIaBIIMii B
obpaieHue Ha TepputTopun Poccuiickoit demepann
B T€UEHVe OTUYETHOTO Iepuoa, IPOrHO3UpPyeMblii
YpOBeHb peHTabenbHOCTM MpoayKiym (RiT)






(IpolLieHTOB) onpexensieTcs Mo Gpopmyse:

R = NPOrHoO3Han IIpHGbIJIb

x100%,
ceDecTOMMOCTD

rme:

MPOTHO3HasI MPUOBLTH - TPUOBLIb OT peann3alinumu
MPOM3BOANTE/IEM KOHKPETHOTO JIeKapCTBEHHOTO
rpernapara 3a roj, KoTopasi IpMBeJieHa B
npwioskeHuu N 7 K HaCcTosIIei MmeToauke (pyosein);

ce6ecToMMOCTb - CyMMa MPSIMbIX,
001IenTPOM3BOACTBEHHBIX U 00IIEX03S/CTBEHHBIX
pacxomoB, IPMBEIEHHBIX B IpuaoxkeHun N 7 K
HacTosiei metTonuke (pyoseir).

23. Ilpu nnepeperucTpanuu rpemeibHOi OTITYCKHOM
LIeHbI TTPOU3BOAUTES rOCYyLapCTBa - WieHa
EBpasuiickoro 3aKOHOMMYeCcKoro cows3a Ha
JIeKapCTBEHHBII Iperapar B C1yJyasx,
NpenyCMOTPEHHBIX IMOAITYHKTaMM "a" - "B" IIyHKTA 32
[TpaBui, eciin pakTUIECKUIT YPOBEHD
pPeHTa0eIbHOCTY 32 OTYETHBIN mepuom, mpeBbicUT 30
MIPOLIEHTOB, 3asBJisieMasi K [lepeperucTpanum
rpezneyibHas OTIYCKHAS LleHa Ha JIeKapCTBEHHbBIN
rperapar IOoAJeXXUT CHMKEHUIO C YYeTOM JaHHOTO
OrpaHUYeHMsl.






VI. PacueT cpeHeB3BeIIeHHOM (PAKTUUECKOI II€HbI
BBO3a

JIeKapCTBEHHOrO0 mpernapara MHOCTPaHHOTO
MIPOU3BOAUTES
B Poccuiickyio ®egepaiinio

24. Pacuet cpemHeB3BeIIeHHOM (HaKTUUECKO 1eHbI
BB0O3a KOHKPETHOTIO JIEKapCTBEHHOTO Ipernapara
MHOCTPAHHOI'O IPOU3BOAUTENS B POCCUTIICKYIO
®enepanuio MIPOU3BOAUTCS HA OCHOBAHUU CBeIeHUT,
MpeayCMOTpeHHbIX IpuiokeHnem N 4 K HacTosIen
MeTOMKe.

[Ipu pacueTe cpefHeB3BellleHHOV (PaKkTUeCKOii
LIeHbI BBO3a JIEKapCTBEHHOIO IIpernapara
YUMUTBIBAIOTCS CBeleHMs: 006 o6beMax U O LieHax BBO3a
JIeKapCTBEHHOTIO IIperapara 3a OTYeTHBIN [1epuof, 1o
Kak,OMYy MHOCTPaHHOMY IIPOU3BOAUTEIO B paMKax
OJHOT'O PerCTPALIIOHHOIO Y O0CTOBEepeHMs
JIeKapCTBEHHOTIO IIpernapara.

PacueT cpegHeB3BelIeHHO (GaKTUUECKO IIeHbI
BB03a JIEKapCTBEHHOTI'O MperapaTra OCyIeCTBIISIETCS C
yueToM (HOpMBbI BbIITyCKa (YIIaKOBKH,
KOMIUIEKTHOCTH) JIEKAPCTBEHHOTO TIpernapara, 3a
UCK/IIOUEHUEM CTy4YaeB, IPeayCMOTPEHHBIX ITYHKTOM
25 IMpaBuit.

25. CpenHeB3BellleHHas akTuueckas 1ieHa BBO3a






JIEKapCTBEHHOTO IIperiapara (YKa3bIBaETCH 1o
TOProBOMy HaMME€HOBaHUNI0, MEXXKOTYHAPOAHOMY

HernaTeHTOBaHHOMY HaUMeHOBaHMUIO, 103 POBKe
(KOHIIEHTpalu, aKTUBHOCTHU B eMHUIIAX AeMCTBUS),
JeKapCTBeHHO hopMe, KOJIMUeCTBY JieKapCTBeHHbIX
(dbopm B moTpebUTENbCKO YIIaKOBKe (KOJTUUECTBY
1103 B YITaKOBKe, 06’b€MYy) MHOCTPAHHBIX
MPOU3BOJANTENeN, YKa3aHHBIX B PETUCTPALLVOHHOM
YIOCTOBEPEHMM JIEKapCTBEHHOTO Npernapara,
BBE3€HHOTO 3a OTYETHbII epUoA, Ha TEPPUTOPUIO
Poccuiickoit @epepannu (LieHa CpB3BIIP BBII)
(py6ieit), onpenesnsieTcs mo hpopmMyie:

z ( HCHa (l)iil(']‘l*l‘lcc KOI'0 BBO3a X KOJIt

LICHA CPB3BIIP BB
" KOJIHYECTBO 00111ee BB

rue:

1leHa pakTHUeCckoro BBo3a - hakTuyeckas 1ieHa BBO3a
OIHOVi TOTPEOUTETHCKO YITAaKOBKYM JIEKAPCTBEHHOT'O
npernapara (yKa3blBaeTcs 10 TOPTOBOMY
HaMMeHOBaHUI0, MeXTyHapOJHOMY
HelaTeHTOBAaHHOMY HaMMEeHOBAaHMI0, O3V POBKe
(KOHIIeHTpal¥, aKTUBHOCTY B eAMHUIIAX TEeiICTBUS),
JeKapcTBeHHOI (hopMe, KOJIMUECTBY JIeKapCTBEHHBIX
(hopM B MOTpeOUTETBCKOI YITAaKOBKe (KOTNUYECTBY
1103 B YIIaKOBKe, 00'beMYy) MHOCTPaHHOTO






npousBoauTeNs (pyoeii);

KOJINYECTBO BB - KOJIMYECTBO YIIaKOBOK
JIeKapCTBEHHOTO TperapaTa MHOCTPAaHHOT O
Mpou3BoaNUTess (YKa3bIBaeTCs 10 TOPTOBOMY
HaMMEHOBAaHUIO, MEeXIYHAPOLHOMY
HeIaTeHTOBAaHHOMY HaMEeHOBAaHMUI0, O3V POBKe
(KOHUEeHTpaluuu, aKTUBHOCTU B eAMHULIAX JeiICTBUS),
JIeKapCTBEHHOI (hopMe, KOJIMUECTBY JIeKapCTBEHHBIX
(dbopm B moTpebUTENbCKO YITAKOBKE (KOJTMUECTBY
1103 B YIIaKOBKe, 06'b€MY), BBE3€HHOTO MHOCTPAHHBIM
npousBoauTeneM (MMIIOPTEPOM) 3a OTYETHBIN
TepPUOL, 110 OJHOI 1ieHe (IITYK);

KOJINYECTBO 00IIIee BB - 001Iee KOJTUUYECTBO YIIaKOBOK
JIeKapCTBEHHOTO MpernaparTa (yKa3bIBaeTcs 1o
TOProBOMY HaMEHOBaHMIO, MEKIYHAPOLHOMY
HelNaTeHTOBAaHHOMY HaME@HOBAHMIO, TO3MPOBKeE
(KOHIIEHTpaLM, aKTUBHOCTY B eAUHUIIAX AeiCTBUS),
JIeKapCTBEHHOJT (hopMe, KOIMUECTBY JIeKapCTBEHHBIX
(hopM B OTpe6GUTENBCKOI YITAKOBKE (KOJIMUECTBY
1103 B yIIaKOBKe, 00beMY) MHOCTPAHHBIX
MPOM3BOINUTENIEI B pAMKAaX PerMCTPaI[IOHHOTO
yIOCTOBEPEeHMS JIeKapCTBEHHOrO IIpernapara,
BBE3EHHOTI'O 32 OTUETHbII epuoy, (IITyK).

W3 06111ero KoJIMuecTBa MCKII0YAITCS IIOCTaBKY,
OCYIIeCTBJIEHHbIE B paMKax pa3/IMUHbBIX BUIOB






TyYMaHMTapHO ITOMOIIIY, ¥ TIOCTaBKM JIeKapCTBEHHBIX
MperapaToB B paMKax 6,1ar0TBOPUTEIbHOCTH,

MMOCTaBKY JIeKapCTBEHHbBIX TIPerapaTosB C
OCTaTOUYHBIM CPOKOM T'OZHOCTU MeHee 5 IMPOIeHTOB,
a TaKKe MOCTaBKY JIEKAPCTBEHHBIX MIPernapaTos C
(hakTHUECKOI1 1IeHOI BBO3a, ITPeBbILIa0IIe
3apPerMcTpPUPOBAHHYIO MIPEeEIbHYIO OTITYCKHYIO IIeHY
TIPOU3BOLUTEIS.

VII. PacyeT MMHMMAJIbHO LieHbI IIPOMU3BOIUTES
Ha JIeKapCTBEHHBIN MperapaT B MUHOCTPAaHHBIX
rocy1apcTBax,

YKa3aHHBIX B IpwiokeHuu N 2 K HaCTOs11ein
MeTOJuKe

26. PacueTt OTIIyCKHOV LieHbI IIPOU3BOAUTEIS HA
JIeKapCTBEHHbIN Ipernapar (110 TOProBomy
HaMeHOBaHUIO, MEeKIyHAaPOOHOMY
HelmaTeHTOBAaHHOMY HaMMeHOBaHMUI0, 03U POBKe
(KOHILIEHTpaluK, aKTUBHOCTHU B eIMHUIIAX TeiCTBUS),
JIeKapCTBEHHOI (hopMe, KOJIMUECTBY JIeKapCTBEHHBIX
($hopM B MOTpebUTETHCKOI YITAKOBKE (KOJTMUYECTBY
I103 B yIIaKOBKe, 00beMY) ITPOM3BOIUTCS Ha
OCHOBAHMM CBeeHMI1 00 YPOBHE MMHMMAJbHBIX I[eH
JIleKapCTBEHHOTO Ipernapara (6e3 yueTa
MMPOU3BOACTBEHHBIX IVIONIAI0K) B MHOCTPAHHBIX
rocyapCTBax, yKa3aHHbIX B IpuaoskeHun N 2 K
HacTosII el MeTOIMKe, M Ha OCHOBAHUM CBeIeHMI,






MpeayCMOTPEHHBIX Tabauileit 1 npwioxkenust N 3 K
HacCTOoSIILell MeTOIMKe.

27. B Tabmuue 1 npwioskeHus N 3 K HACTOSIIEI
MeTOAVKEe MUHMMAJIbHbIE 1[eHbI TPOM3BOAUTEIIS Ha
JIeKapCTBEHHBIN TperapaT B MHOCTPaHHbIX
rocy1apCTBax, yKa3aHHbIX B IpuaoskeHun N 2 K
HacTosIIelt MeToIMKe, YKa3bIBAIOTCS B PYOJISIX.
[TepecueT 1ieHbI B MHOCTPAHHO BaJIIOTE B pyoJn
OCYIIECTBJISIETCS T10 CpeHEMY KypCy
COOTBETCTBYIOIIEI MHOCTPAHHOJ BaIIOTHI K PyOITIO
Poccuiickoit @enepaiiyin, yCTaHOBJIEHHOMY
LlenTpanbHbIM 6aHKOM Poccuiickoit ®epepaium 3a 3
KaJIEHJAPHbBIX MeCs1ia, TpealiecTBYIole MeCsIy
IaThl MOIAUM 3asIBJIEHUS O TOCYAapCTBEHHOM
peructpauuu (mepepeructTpanym) rnpeaeabHOn
OTITYCKHOJ LIeHbI IIPOU3BOAUTEISI Ha JIEKaPCTBEHHbIi1
rpernapar, KOTOPbI (KypC BaJIIOTHOTO [epecyeTa)
yKasbIBaeTcs B Tabsuiie 2 mpuioskenust N 3 K
HacTosILell MeToaMKe.

28. B ciiydae eciu JieKapCTBEHHBIN TIpernapar
peann3yeTcs B MHOCTPAHHbBIX rOCYJapCTBaX,
YKa3aHHBIX B IpuiokeHun N 2 K HacTosuien
MeTOAVKe, IO, APYTUM TOPTOBbIM HaMEeHOBaHUEM,
B Tabauile 1 mpuaoxkenus N 3 K HacTosiei
MEeTOIMKE YKa3bIBAKTCS COOTBETCTBYIOIIEE TOPrOBOE
HaMMeHOBaHMe I MMHMMAaJIbHbIE 11€HbI






IIPOU3BOAUTEIIA HA HeKapCTBEHHbIVI mpemnapar.

29. B ciiydae rocymapCTBEHHONM perucrpannun
(mepepeructpauumn) B Poccuiickoit @emepanym
npeneabHONM OTITYCKHOM 11eHbl Ha JIeKapCTBEeHHbIN
rpernapar ¢ KoJIMueCTBOM JIeKapCTBEHHbBIX (OpPM B
MOTPeOUTENHCKOI YIIaKOBKe (KOJMYECTBY 103 B
yIaKoBKe, 00beMY), OTCYTCTBYIOIIMM B MHOCTPAHHBIX
roCcygapCTBax, yKa3aHHbIX B IpuiaoxkeHuu N 2 K
HacTosIel MeToauke, B Tabmile 1 mpumoskenus N 3
K HaCTOSIIIeli MeTOAMKe YKa3bIBAOTCSI MMHMMAaJbHbIE
LIeHbl MHOCTPAHHOTO IIPOU3BOLUTEIISI HA
JleKapCTBeHHbIe TIperapaTsl, uMeroIue 6amskanie
CMesKHbIEe KOJIMUECTBA B ITOTPEOUTENTbCKUX
yIIaKOBKax (BHE 3aBUCUMOCTH OT HAIUUMS UX
roCcyIapCTBEHHO PerucTpanuym Ha TEppUTOPUM
Poccuiickoit @epepaunm), KOTOpbIe PeaN3yIOTCS B
MHOCTPaHHBIX TOCYAAapCTBax, YKa3aHHBIX B
npunoxxeHnu N 2 K HaCTOSIel MeTOOUKe.

[Ipy 3TOM MMHMMAaJIbHAS 1IeHa TPOU3BOIUTES Ha
JIeKapCTBEHHBIN TTpernapar onpeaesseTcs: Kak
MMHMMAaJIbHASI MCXO/ISl U3 pacueTa CpeaHero
apu@pMeTUIeCcKOTo 3HaUeHNSI CTOMMOCTU OJHOJ
JIeKapCTBEHHO (OpMbI JIEKAPCTBEHHBIX MPENapaToB,
MMeIoNMX GvpKaiime cMesKHbIe KOJIMUeCcTBa B
MOTPEOUTENIbCKMX YIIAKOBKAX, B KasKIOM 13
MHOCTPAHHBIX rocygapcTs (rpada 6 Tabauirbl 1






npmioxkeHust N 3 K HaCTOSIIEN METOAUKE).

B cirydae rocynapCTBeHHOM perucTpauumn
(mepepeructpauumn) B Poccuiickoit @emepanym
NpeneibHOM OTITYCKHOM LIeHbI IeKapCTBEHHOTO
rnpemnapara ¢ JO3UPOBKOI, OTCYTCTBYIOIEI B
MHOCTPAHHBIX I'OCYAapPCTBAX, YKa3aHHbBIX B
npuiokeHun N 2 K HacTosIeit MeTouKe, B Tabuiie
1 mpunosxkenus N 3 K HacTosIIeil MeTOOMUKe
YKa3bIBAKTCS MMHMMAJIbHbIE 1I€HbI MHOCTPAHHOTO
MIPOM3BOANTES HaA JIEKapPCTBEHHbBIE TTperaparsl,
MMelolIe 6yIVsKaiie cMeskHbie JO3UPOBKY (BHE
3aBUCUMOCTU OT HAIMYMS UX PErUCTpaluy Ha
Tepputopuu Poccuiickoi @enepainum), KOTOpbie
peann3ylTCs B UHOCTPAHHbBIX TOCYAApPCTBAX,
YKa3aHHBIX B ipuiaokeHun N 2 K HacTosuiein
MeTOOMKe.

[Ipu aTOM LieHa, peyiaraemMasi K rocyapCTBEHHOM
perucTpauunmn, onpenenseTcs Kak MMHMMaIbHast
MCXOJs U3 pacyeTa cpeqHero apudmeTnaeckoro
3HAUEeHUS CTOUMOCTU OJHOM e qUHUIIbI
IeJICTBYIOLLErO BellleCcTBa J1eKapCTBeHHbIX
MpernapaToB, UMEIONIMX OJIVsKaiIMe CMesKHbIe
IO3UPOBKU, B K&XKI0M M3 MHOCTPAHHBIX FOCYIapCTB
(rpada 7 Tabauisl 1 mpuioxkeHust N 3 K HacTosIen
METOJIUKE).






30. B cirydae eciy JieKapCTBEHHBIN Ipenapar
MHOCTPAHHOTO MPOMU3BOAUTEISI IPOU3BOIUTCS
TOJIBKO IJ1s Tipoaaxku B Poccuiickoin @enepannu (He
peann3yeTcs B MHOCTPAHHbBIX rOCYJapCTBaX,
YKa3aHHBIX B IpuiokeHun N 2 K HacTosuien
MeTOIMKe), IJIsl pacueTa OTITYCKHOM 1[eHbl Ha
JIeKapCTBEHHBIN penapar IIpeaCcTaBIseTCs
MHOOpMAIMSI 0 MUHMMAJIbHBIX IIeHaX APYTUX
MHOCTPAHHBIX ITPOU3BOANTENEN Ha TJeKapCTBEHHbIE
nperaparbl, COBIaAaIe 0 MeXAYHApPOAHOMY
HernaTeHTOBAaHHOMY HaMEeHOBAaHU IO (TIpU ero
OTCYTCTBUU MO TPYHIIMPOBOYHOMY WJIU
XMMMUUYECKOMY), JIEKAPCTBEHHO hopMe, T03MPOBKE
(KOHILIeHTpaluK, aKTUBHOCTHM B e IMHUIIAX TeiiCTBUS),
obpamamInyecs: B roCyaapCcTBe TPOU3BOIUTENS
JIeKapCTBEHHOTO TIperapara, Ha OCHOBAaHUM TaHHbBIX
M3 OTKPBITHIX 0OIEAOCTYITHBIX CTOYHUKOB,
COOTBETCTBYIONIMX TpeboBaHMSIM MyHKTa 17 [TpaBuI.
[Tpu 3TOM 3asB/IeHHAS K TOCYAapPCTBEHHOMN
perucTpaumum leHa MHOCTPAHHOT O IIPOMU3BOAUTEIS
Ha JIeKapCTBEHHLIN MperapaT He J0J/KHA [PEBbIIIaTh
MUHMMAJbHYIO [IeHY IPYTUX MHOCTPAHHBIX
MPOU3BOANUTEJIEN (C yYeTOM PacX040B, CBSI3aHHBIX C
TaMOXeHHbIM 0(pOpMJIeH/EM), PACCUUTAHHYIO Ha
ocHOBaHMM Tabnuiel 1 mpunoskeHust N 3 K
HacTosILell MeToanKe.

VIII. PacyeT npenenbHOM OTITYCKHOM 1I€HbI






IMIPpOM3BOANTEIISA
Ha BOCHpOMBBEILGHHbefI HEKapCTBeHHbIﬁ mperapar

31. Jlep>kaTesib MM Baagesel, perucTpaMOHHOIO
yaoCTOBepeHMs (YIIOJTHOMOYEHHOE UM JIUILO)
BOCIIPOM3BENEHHOr0 TeKapCTBEHHOrO Mperapara B
ciyJae, ec/iy rpezeibHasi OTITyCKHAs LieHa Ha
COOTBETCTBYIOIINI pedepeHTHbIN JIeKapCTBEHHBI
rperapar 3aperucTpupoBaHa, MpeaCcTaBiseT s
roCygapCTBEHHOM perucTpanum rnpeaeibHylo
OTMYCKHYIO IIeHYy Ha JIeKapCTBeHHbIi1 ITpernapar, He
npesbimammyio neny (Inp) (py6eit), pacCUUTaHHYIO
o ¢popmyiie:

100-K
Ilﬂp_“'pmpx 100 IIXKJ]XK(b,

rue:

Liped - 3aperncTpupoBaHHas Ha AaTy MOJaAuYMn
3asIBJIEHUS O TOCYJapCTBEHHOM perucTpaim
NpenebHOM OTITYCKHON LIeHbI iepsKaTeneM Uin
BJIaJleNblleM PerUCTPalMOHHOTO YA 0CTOBEPEHUS
BOCIIPOM3BEEHHOTO JIeKapCTBEHHOTO Mperapara
(W11 YIIOJTHOMOYEHHBIM UM JIMIIOM) TIpeJie/ibHas
OTITYCKHA I[eHa 3a ITOTPeOUTENbCKYIO YITaKOBKY
pedepeHTHOro JIeKapCTBEHHOTO IIpernapara (manee -
1ieHa pedepeHTHOTO JIeKapCTBEHHOTO ITperapara);






K - monmskatoniuii Koab@uumeHT, 3HaUEHUST
KOTOPOTO IPY TOCYIAPCTBEHHOI permcTpanun

PacCUMTBIBAIOTCS B COOTBETCTBUM ITYHKTOM 33
HaCTosII el MeTOOVKN UM MyHKTOM 26 IIpaBun (manee
- IOHIDKAIOUIMT K03hduIeHT) (IPOIEHTOB), C
OKPYIJIEHMEM 10 COTbIX;

Ko - kosadduiment nepecuera ¢hacoBKu,
orpeesieMblii Kak COOTHOLIEHME MEXIY
KOJIMYECTBOM JIeKapCTBEHHBIX (OPM B YITaKOBKE
BOCITPOM3BEAEHHOTIO JIEKAPCTBEHHOTO ITperapara u
pedepeHTHOrO JIEKapCTBEHHOTO Tperapara;

Kn - koadgduiimeHT nmepecyera 103MPOBKH,
ompezessieMblii KaK COOTHOIIIEHMEe MEXIY
KOJIMYeCTBOM eIMHMIL aKTVMBHOTIO BelllecTBa B
JI03MPOBKE BOCIIPOM3BEAEHHOIO JTIeKAPCTBEHHOIO
rpernapara 1 KOJIMYeCTBOM eIMHUI aKTUBHOTO
BelllecTBa B 03U POBKe pedhepeHTHOro
JIeKapCTBEHHOTO IIperapara.

32. lleHa Ha pedepeHTHbBIV TeKapCTBEHHbI
rperapar orpenessieTcsi Kak MMHMMaslbHas
3aperucTpupoOBaHHas NpeAebHast OTITYCKHA LleHa
Ha pedepeHTHbBIV TeKapCTBEHHbI Mperapar ¢ Tako
’Ke TO3MPOBKOM (KOHIIEHTpAIMel, aKTUBHOCTBIO B
eIVMHNUILIAX AEeMCTBUS) M TAKUM Ke KOJIMYeCTBOM
JeKapCTBeHHbIX () OPM BO BTOPUUHOI






MOTPeOUTENbCKOI YITaKOBKe, YTO U
BOCIIPOM3BeleHHbIV JIeKapCTBEeHHbIN IIperapar, ¢
y4eToOM cJTyyaeB, TpeayCMOTPEHHbBIX TYHKTOM 25
[Tpasui.

B cirydae eciiu He 3aperucTpupoOBaHbl IpefebHble
OTITyCKHbIE I[eHbI Ha peepeHTHbIN JTeKapCTBEeHHBI
rperapar ¢ TaKUM ke KOJIMUYeCTBOM JIEKapCTBEHHBIX
(opM BO BTOPUYHOI MOTPEOUTENBCKOI YIIAaKOBKE,
4YTO U 3a5BJISIEMbII BOCTIPOU3BEIEHHbIN
JeKapCTBEeHHbI Mpenapar, IjeHa Ha pedepeHTHbI
JIeKapCTBEHHBIN IIperapar ornpenessieTcs Kak
rpefiesibHast OTITyCKHAsI IleHa Ha pedepeHTHbI
JIeKapCTBEHHBIN Tperapar, pacCuMTaHHas UCXOIs U3
cpenHero apudmMeTUUeckoro 3HaueHus: CTOMMOCTY
OHOVi TeKapCTBEHHO (hOPMBbI JIeKAPCTBEHHBIX
TpernapaToB, MUMeLMX GyKaiiiie CMeXHbIe
KOJIMYeCTBa BO BTOPUYHOI (MTOTPEOUTETHCKOI)
yI1aKOBKe.

B ciyyae eciiu He 3aperucTpupoOBaHbl IpefiesibHble
OTITyCKHbIE 1]eHbl Ha peepeHTHbIN JieKapCTBEHHbIN
rperapar ¢ TaKou e NO3UPOBKOI (KOHLIEHTpaLue,
aKTUBHOCTBIO B € IMHULIAX JEeMCTBUS), KaK
BOCIIPOM3BeeHHbI JIeKapCTBEHHDII IIpernapar, [jeHa
Ha pedepeHTHBIN JIeKapCTBEHHbI ITpenaparT
oIpeJesisieTCs Kak IIpeJiesibHas OTIYCKHa LleHa Ha
pedepeHTHbII TeKapCTBEHHbIN Ipemnapar,






pacCuMTaHHaa UCXoOda U3 CpedJHEro
apI/IqJMeTI/ILIeCKOI‘O 3Ha4YeHMA CTOMMOCTU e AIMHUIIbI

aKTMBHOIO Bell[eCTBA JIEKAPCTBEHHBIX IIPeIapaTos,
MMeIoUIMX GvKaiiie CMesKHbIe JO3MPOBKIUA.

B cirydae eciiu mpepenbHas OTIYCKHAY LieHa
MPOU3BOANTENIS HA pepepeHTHbIN TeKapCTBEHHbIN
rpernapar 6bla epeperMcTpupoBaHa, To
YUYUTBIBAETCS MOCTIEOHSIS 3aPErUCTPUMPOBAHHAS
npeJiesibHasl OTITyCKHAs IleHa Ha pedepeHTHbI
JIeKapCTBeHHbIN Iperapar.

33. B ciiyuasix, mpu KOTOPbIX B paMKax
MeXIyHapOAHOTO HeITaTEeHTOBAHHOI'O
HaMMeHOBaHMs (IIPU ero OTCYTCTBUM -
IPYIIMPOBOYHOIO UM XUMUUYECKOI0) U
neKapcTBeHHOI (hopMbl Ha pepepeHTHbBIN
JIeKapCTBEHHBI IIperapar 3aperucTpupoBaHbl
pas/inuyHbIe Ipefe/ibHble OTITYCKHbIE 1[eHbl,
NpUMeHsieTcs cpefHee apudmeTnueckoe 3HaUeHMe
MoHMXKarolIero koagduieHTa, paccuMTaHHOe Ha
OCHOBAHUM 3apeTUCTPUPOBAHHBIX MIpeebHbIX
OTITYCKHBIX 1IeH Ha pedepeHTHbIIi TeKapCTBEeHHbI
rperapar, 3a UCKJII0UeHMEM CJIyyaeB, IIPU KOTOPbIX
MOHMKAIOIINI KO3DOUIMEHT paBeH HYJIIO.

B ciiyuae eciivt Ha maTy rogauu B MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @egepaiinm






3asiBJIEHUA O FOCYﬂapCTBEHHOVI perncTpaunmn
npe,uenbﬂoﬁ OTHYCKHOI‘/JI IHeHbI ITIPOU3BOANTEIA

rocyapcTna - wieHa EBpasuiickoro 3kOHOMMYeCKOTo
CO103a Ha JIeKapCTBEHHbIN IIpenapar He
3apercTpupoBaHa IpefebHas OTIIyCKHAs LieHa Ha
BOCIIPOM3BeeHHbII 1IeKapCTBEHHbII IIpernapar
IIPOU3BOLUTEIIS TOCYAapCTBa - uieHa EBpasuiickoro
9KOHOMMYECKOTO CO103a, COBMAAAIOIINIA 10
MeXIYHapOJAHOMY HellaTeHTOBAaHHOMY
HaVIMeHOBAaHMUIO (TIPU ero OTCyTCTBUU -
IPYIIIMPOBOYHOMY WIN XMMUYECKOMY),
7eKapcTBeHHOI (hopMe U [03MPOBKe, TOHMKAIOII ML
K03 buiineHT onpezenseTcs Mo Gopmyaam
MOHMXKAIIINX KO3bOUIMEeHTOB, TPUMeHsIeMbIX ITPU
pacuere mpeJiebHO OTITYCKHO LIeHbI
IIPOU3BOLUTEIIS HA [IePBbIi BOCIIPOM3BeJeHHbIN
JIeKapCTBEHHBI IIperapar, NpeacTaBaseMoi Ha
roCyIapCTBEHHYIO PeruCTpalio, COrJIacHO
npunoxenuto N 8.

B ciydae eciin Ha aTy nogauu B MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @egepaiinmn
3asBJIEHMS O FOCYIapCTBEHHOM perucTpaumnmn
peeabHON OTITYCKHOV IIeHbl Ha JIeKapCTBEHHBIN
rperapaTr MHOCTPAHHOI'O IPOU3BOAUTEIS], B TOM
YCIie OCYLIEeCTBIISIIONLEro MTePBUYHYIO U (MJIN)
BTOPUYHYIO YIIAaKOBKY JIEKAPCTBEHHOTIO IIperapara B
Poccuiickoit @epepanuu, He 3aperMcTpupoBaHa






npenesibHas OTITYCKHAS LleHa Ha BOCITPOM3BeAeHHbIN
JIeKapCTBEHHbI TMperapar, COBNaaaImii mo
MeXIyHapOAHOMY HellaTeHTOBAaHHOMY
HaMMeHOBaHMUIO (IIpU ero OTCYTCTBUY -
IPYIIIMPOBOYHOMY WU XUMUYECKOMY),
JleKapCTBEHHOIi (hpopMe U T03MPOBKe, MOHMKAIOIINIA
K03hPUIIMEHT orpeaesnseTcs no popMynaM pacuerta,
MpeayCMOTpeHHbIM NpunokeHueM N 8 K HACTOSII e
MeTOoMKe.

B cnyuae eciin Ha maTy mogauu B MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @egepaiinm
3asiBJIeHMS O TOCYAapCTBEHHON perucTpauumn
NpeneibHOM OTIYCKHO 1I€HbI TPOMU3BOAUTEIS
rocynapcTna - wieHa EBpasuiickoro 3kOHOMMYeCKOTo
COI03a Ha JIeKapCTBEeHHbIN ITpenaparT
3aperMcTpupoBaHa rpejeibHasi OTITyCKHas lieHa Ha
BOCITPOM3BeeHHbI TeKapCTBEHHbI ITpernapaT
MIPOU3BOANUTEJS TOCYAAPCTBA - uieHa EBpa3uiickoro
SKOHOMMYECKOT'0 COK3a, COBITaAAIONINI 11O
MeXIYHapOAHOMY HellaTeHTOBAaHHOMY
HaMeHOBaHMUIO (IPY ero OTCYTCTBUN -
IPYIIIMPOBOYHOMY WU XUMUYECKOMY),
JIeKapCTBEHHOI hopMe U T03MPOBKe, MTOHMKAIOIINIA
K03 PUIMEHT oIpenenseTcs no popMynaM pacueTa
MTOHIVBKAIINX KO3(PhUIMEHTOB, TPMMeHSIeMbIX IIPU
pacuete IpeJieIbHOV OTITYCKHO 11€HbI
MIPOU3BOANUTEJISI HA BOCIPOM3BEeAeHHbIN






JIleKapCTBEHHBIV Mpernapar, IpefCTaBisieMoil Ha
rOCyJapCTBEHHYIO PerucTpauuio, COrjacHo
npunoxenuwo N 9.

B ciydae eciin Ha aTy nogauu B MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @epgepannm
3asiBJIEHMS O TOCYAAPCTBEHHOM perncTpauun
peeabHOM OTITYCKHOJ IIeHbl Ha JIeKapCTBeHHBINM
npernapaTr MHOCTPAHHOI'O IPOMU3BOAUTES, B TOM
YyClle OCYLIeCTBIIAIILero IepBUYHYI0 U (WIN)
BTOPUYHYIO YITAKOBKY JIEKaPCTBEHHOTO Ipernapara B
Poccuiickoit ®@enepaiiyiy, 3aperncTpupoBaHa
npeznesibHas OTITyCKHAS LleHa Ha BOCIIPOM3BeAeHHbIN
JIeKapCTBEHHbI TMIperapar, COBNaaaIyii mo
MeXIYHapOAHOMY HellaTeHTOBAHHOMY
HaMeHOBaHMUIO (TIPU ero OTCYTCTBUM -
TPYIIIMPOBOYHOMY WU XUMUYECKOMY),
JleKapCTBEHHOI (hpopMe U TO03MPOBKe, MOHMKAIOIINIA
K03hPUIIMEHT orpeaesnseTcs no popMmynaMm pacuerta,
npeaycMOTpeHHbIM npunokenueM N 9 K HaCTOsII e
MeTOMKe.

34. B ciiyyae eciiv ipeiesibHas OTITYCKHAS 1leHa Ha
pedepeHTHbII JieKapCTBEHHBbI MpernapaTt B paMmKax
MeXIYHapOAHOTO HelmaTeHTOBaHHOTO
HaMMeHOBaHMS U JieKapCTBeHHOI (opMbI He
3aperucTpUpoBaHa WM eCy B paMKax
MeXAYHapOAHOTrO HEeMaTeHTOBAaHHOTO






HaMeHOBaHMS U JIeKapCTBeHHOM (hopMBbI
pedepeHTHbI JIeKapCTBEHHbI IMperapar

OTCYTCTBYET, epyKaTe/b UK Blajener
PerucTpauyoHHOr0 yA,0CTOBEpEeHMS
(YTIOJITHOMOYEHHO€E UM JIML0) BOCIIPOU3BELEHHOI'O
JIeKapCTBEHHOTO Tperapara IpeacTaBisieT 4l
roCyIapCTBEHHO PErnucTpaluu rnpeneibHyo
OTITYCKHYIO II€HY Ha JIeKapCTBEHHBIN MMpernapar, He
npesbiawInyio neny (Lmp) (pybeit), pacCuuTaHHYIO
o ¢popmyiie:

100-K
X

0w K xK}l,
100 ¢

I, =11,

rge:

LIM - 3aperncTpupoBaHHas NpeaeabHas OTITyCKHAs
1leHa Ha MTOTPeOUTEeNbCKYI0 YIIaKOBKY
JIeKapCTBEHHOTO Ipernapara, COBIaJaloiero no
MeXIYHapOAHOMY HellaTeHTOBAHHOMY
HaMMEHOBAaHUIO (IIPU €ro OTCYTCTBUM T10
IPYIIMPOBOYHOMY WIM XMMUYECKOMY) U
JIeKapCTBeHHOI popme, orpesiesieHHas B
COOTBETCTBUU C ITyHKTOM 35 HACTOsIIIeii MeTOJUKI
(manee - MakcuMasbHas 1ieHa) (pyb6sieir);

K - monmskaroumii Kosh@uuueHTt, 3HaUeHUST
KOTOPOTO IPY TOCYIAaPCTBEHHO permcTpanyn






PaCCUMTHIBAIOTCS B COOTBETCTBUM ITYHKTOM 36
HacTosAlI el MeTOOUKN U ITyHKTOM 28 TTpaBun
(IpPOLIEHTOB), C OKPYIVIEHVEM [10 COTbIX.

151 pacueTa npenenbHON OTITYCKHOM LeHbI
MIPOM3BOAUTEJISI HA UMMYHOOMOJIOT MY eCKIUIA
JIeKapCTBEHHBIN Iperapar (BakLHY) B
COOTBETCTBUM C HALIMOHAIbHBIM KaJIeHIapeM
poduaaKTUYeCKUX IPUBUBOK MOHMKAIOIIM 1
KO3(pDULIMEHT He TPUMEHSIeTCS.

B citydae ecnu B paMKax MeXAYHapOLHOTO
HeNaTeHTOBAaHHOTO HaMeHOBaHUS U JIeKapCTBEHHOM
dbopmMmbl NipesiesibHasE OTITYCKHAS LleHa Ha
pedepeHTHbII JIeKapCTBEHHbI Mpemnapar He
3aperucTpupoBaHa U 3aperucTpupoBaHa npenenpHast
OTITyCKHAas IleHa MPOMU3BOAUTEIIS Ha
BOCIIPOM3BeeHHbIN JIeKapCTBEeHHbIN Iperapar C
yuyeToM TpeboBaHMit MyHKTa 15 HacTosIeit
METOIMKM, IS pacyeTa MpeiebHbIX OTITYCKHbIX 1IeH
MPOM3BOJNTENEN HAa BOCIIPOM3BEIeHHbIE
JleKapCTBeHHbIe TTperapaThl HOHMKAIOUIUIA

KO3 PUIMEHT He TPUMEHSIETCS;

Kd (empnHuir) - cCoOoTHOIIEHME MEXIY KOTUUYECTBOM
JeKapCcTBeHHbIX (hOPM BO BTOPUUHOI yIIaKOBKe
BOCIIPOM3BEeNEeHHOr0 JIeKapCTBEeHHOr0 Ipernapara u
KayeCTBOM JIeKapCTBEHHOTIO IIpernapara,






COBIIaAaloUIero 1mo MexXayHapoaoHOoOMy
HEIMAaTEHTOBAHHOMY HAMMEHOBAHUIO (HpI/I ero

OTCYTCTBUM 110 TPYIIIIMPOBOYHOMY MUJIU
XMMMUUYECKOMY) U JIEKapCTBEHHO hopme;

Kz - cooTHO1IEHME MeXAy KOIMYEeCTBOM eV HNL]
aKTV/BHOTO BellleCTBa B 03V POBKe
BOCIIPOM3BeeHHOr0 JIeKapCTBEHHOr0 IIpernapara u
KOJINYECTBOM eIMHUI] aKTUBHOTO BellleCTBa B
JIO3MPOBKE JIEKapCTBEHHOIO IIpernapara,
COBIIA[AIOLIErO 10 MeXAYHAPOLHOMY
HeIlaTeHTOBAaHHOMY Ha/{MEeHOBaHMIO (TIpU ero
OTCYTCTBUU I10 I'PYIIIMPOBOYHOMY WU
XMMMYECKOMY) U JIeKapCTBEHHOI dhopMe.

35. MakcumMabHasi IleHa onpeaesieTcsl Kak
MaKCUMaJbHas 3aperuMcTpUpOBaHHAY IpefeibHas
OTITyCKHAas 11eHa Ha JIeKapCTBeHHbII IIpernapar,
COBIIAAAIOIIUI [0 MEXIYHAPOLHOMY
HeIlaTeHTOBAaHHOMY HaMMeHOBaHMIO (TIpU ero
OTCYTCTBUM I10 IPYIIITMPOBOUYHOMY WU
XMMMWYECKOMY), IeKapCTBeHHOIi (hopMe, T03MPOBKe
(KOHLIEHTpaLVy, aKTUBHOCTU B €AVHULIAX IEeiCTBUS)
M TI0 KOJIMYECTBY BO BTOPUYHOJ MMOTPEOUTETHCKO
yIIaKOBKe C BOCITPOM3BeJeHHbIM JIeKapCTBEHHbIM
rpernapaToM.

B cdiydae eCjin rmpeaejibHada OTITYCKHAs Li€eHa






MPOM3BOAUTEJISI HA JIeKapCTBEHHbBIN TTperapar obi1a
repeperucTpUpoOBaHa, Mpu ONpeaeIeHUn
MAaKCUMaJIbHO I1€HbI YUYUTHIBAETCS ITOCTeTHSIS
3apermcTpMpoBaHHas Ipee/ibHast OTITYCKHAS IeHa
Ha JIeKapCTBEHHbI ITpenapar.

B ciiyuae eciivt He 3aperucTpupoBaHa npeaeibHast
OTITyCKHAs IleHa Ha JJeKapCTBeHHbIN Iperapar,
COBITAIAIOIINI 10 KOJIMYECTBY JIEKAPCTBEHHBIX (hopm
BO BTOPMYHOJ ITOTPEOUTETHCKOI YITAKOBKE C
3a51BJIEHHBIM BOCIPOM3BEI€HHBIM JIEKAPCTBEHHBIM
mpernapaTom, MakCMMaJsbHas 1leHa OIlpeessseTcs Kak
3aperucTpupoOBaHHAa IpefebHasl OTITYCKHA LieHa
Ha JIeKapCTBeHHbIN MIpenapar, COBINaaaIINii I10
MeXIYHapOAHOMY HEITaTEHTOBAHHOMY
HaMEeHOBAHMIO (TIpU €ro OTCYTCTBUM MO
IPYIIIMPOBOYHOMY WIN XUMUYECKOMY),
JleKapCcTBeHHOI opMe, 103U POBKe (KOHLEHTpaLVH,
AKTUBHOCTU B € IMHUILAX AeCTBUS) C MAKCUMMAJIbHOM
CTOMMOCTBIO JIEKaPCTBEHHO (hOPMbI JIeKapCTBEHHBIX
MpernapaToB, MUMEIONIMX OJIMsKaiIMe CMesKHbIe
KOJINYECTBA BO BTOPUYHBIX (ITOTPEOUTETHCKIUX)
YIaKOBKax.

B ciyyae eciiu He 3aperuCcTpupoOBaHbl IpefiesibHble
OTIIYCKHBIE 1IeHbl Ha JIeKapCTBEHHBII IIpernapar ¢
TaKOI1 JXe NO3MPOBKOW (KOHLIeHTpaLye,
aKTUBHOCTBIO B eIMHULIAX IEeVCTBUS), UYTO U






3asiBJIeHHbII BOCIIPOM3BeIeHHbIN JieKapCTBeHHbIN
npernapar, MakKCMMaJbHas 1leHa onpeAesseTcs: Kak
3aperucTpupoOBaHHAas IpeaebHasl OTITYCKHAS IleHa
Ha JIeKapCTBEHHLIN Mperapar, COBNaAAIINIA TT0
MeXIYHapOAHOMY HellaTeHTOBAaHHOMY
HaMMeHOBaHMIO (TIPU ero OTCYTCTBUM T10
TPYIIIMPOBOYHOMY WIM XUMUYECKOMY),
JeKapCcTBeHHOI hopMe c MaKCUMaIbHOM
CTOMMOCTbIO €AMHUIIbI aKTMBHOTO BellleCTBa
JIeKapCTBEHHBIX MTpernapaToB, UMEeIMX OusKaie
CMesKHbIe JO3UPOBKM.

36. IToHwokarou it Koah@uUIMeHT s pacueTa
npeeabHbIX OTIIYCKHBIX IIeH Ha BOCIIPOU3BeJeHHbIEe
JIeKapCTBEHHbIE MperapaThl ONpeaesisieTCs B
COOTBETCTBUM C MaKCMMaJbHO 1IeHOM U
pacCYUTBIBAETCS B COOTBETCTBUM C MYHKTOM 33
HacTog1eil MeTOOUKHA.

IX. PacuerT ripeenbHOM OTITYCKHOJ I€HbI

MIPOU3BOAUTENIEN
roCyIapcCTB - 4ieHOB EBpa3uiickoro 9KOHOMUYECKOTO
coro3a
Ha JIeKapCTBEHHBIN IIpenapar IIpu ee
nepeperucTpauumn

37. IIlpegenbHas OTITYCKHAS 1IeHa Ha JIeKapCTBEeHHbIN
npenapar Ipu ee mepeperucTpanumn






yCTaHaBIMBAETCS IJIs1 KasKIOTO TTPOU3BOIUTENIS B
paMKax perMCcTpalyioHHOIO Y 0CTOBepeHUS
JIeKapCTBEHHOTO Ipernapara B COOTBETCTBUMU C
Tpe6OBaHUSIMM TYHKTOB 24 1 25 TIpaBui1 1 He MOXKeT
MpeBbIIIaTh MUHMMATbHYIO 1IeHY, paCCUMTaHHYIO B
COOTBETCTBUM C HACTOSIIIEI METOIAMKOIA.

38. [lepeperucTtpanys npeaebHOM OTITYCKHO 1I€HbI
MPOU3BOAUTEIISI TOCYAAPCTB - WieHOB EBpa3niickoro
SKOHOMMYECKOTO COI03a Ha JIeKapCTBEHHbIN
rpernapar B C1y4dasix, IpeayCMOTPEeHHbBIX
MoAIMyHKTaMu "a" - "B" myHKTa 32 [IpaBwui,
OCYILECTBIISIETCS UCXOAS :

a) U3 pacyera, peIyCMOTPEHHOTO MpuiaokeHeM N
7 K HaCTOSsIIeli MeTOAMKeE;

6) 13 000CHOBaHMSI pacueTa Ipee/bHOi OTITYCKHOI
1IeHbI Ha JIeKapCTBEHHbII Mpernapar Mpou3BOAUTENS
roCyIapcTB - ueHOB EBpa3uiickoro 9KOHOMMUYECKOTO
CO103a, ITPe/ICTaB/IsIEMOi Ha TTepeperucTpaiuio,
cornacHo npwioxkenuto N 10.

39. [IpenenibHas OTITYCKHAY 1leHa ITPOU3BOAUTEIS
roCyIapcCTB - YWieHOB EBpa3niickoro S KOHOMMUYECKOTO
CO103a Ha JIeKapCTBEHHBII ITpenapar Ipu ee
repeperucTpanum B CayJdasix, yKka3aHHbIX B
MOANMYHKTax "a" u "B" myHKTa 32 [IpaBuii, mogaexxur
YBEJIMYEHUIO:






a) Ha BEJIMUMHY YOOPOKaHMA ChIPb M MaTepPMaJIOB;

0) Ha BeJIMUMHY M3MeHEeHMs HaK/IaJHbIX PacXO/I0B.

40. IlpenenpHas OTITYCKHAs LieHa ITPOU3BOAUTEIIS
roCcyapcCTB - 4eHOB EBpa3niickoro 3KOHOMMYECKOTO
COI03a Ha JIeKapCTBEHHbIN IIpernapar Ipu ee
repeperucTpanum B caydyae, ykKa3aHHOM B MOLITYHKTE
"6" myHKTa 32 [TpaBwI, MOIJIEXXUT YBEJIMUEHHUIO B
YacTy LieH Ha ChIpbe U MaTepuasibl, UCIIOJb3yeMbie
IIPY IIPOU3BOJ,CTBE KOHKPETHOI'O JIEKAPCTBEHHOTO
rpernapara, pornopUMOHAJIbHO BeJINYMHE
YOOPOKaHMSI CTOMMOCTMU ChIPbSI M MaTepPUaaoB B
CTPYKTYpeE 3aTpaT Ha IMPOMU3BOACTBO U Peaan3alnio
JIEKapCTBEHHOTO MperapaTra, KOTOpoe B paBHOM
CTeIleHU BAMSIET Ha 3apeTUCTPUPOBAHHbIE 1]€Hbl HAa
BCe JIeKapCTBEHHbIe MMpenapaThl, OTHECEHHBIE K
OLHOMY MeXAyHapOAHOMY HellaTeHTOBAHHOMY
HaMEHOBAaHMIO U MMeIOIVie OAMHAKOBBIN MyTh
BBeeHMSI.

41. BenmnumHa yBenmueHus 3aperucTpUpOBaHHOMN
MpeneabHONM OTITYCKHOJ IIeHbl Ha JIeKapCTBeHHBIN
npernapar Mpou3BOAUTENSI TOCYAAPCTB - YIeHOB
EBpasuiickoro 5KOHOMMYECKOro Co3a pu ee
repeperucTpalun B CayJdasix, yKa3aHHBIX B
noAmyHkTax "a" u "6" myHkra 32 IIpaBu, He JO/DKHA
MpeBbIIATh YPOBEHb (PaKkTMueCcKoit MHPISIN






TMpeIIeCcTBYIONIEro KaJieHAapHOro rojia ¢ yueToM
MMPOTHO3UPYEMOTO YPOBHS MHGJISAINM TEKYIIEro

rojia, yCTaHOBJIEHHOTO (efepaibHbIM 3aKOHOM O
dbenepasbHOM OI0/IKETE HA COOTBETCTBYIOIINIA
(uHaHCOBBIN TO M TIJ1aHOBBIN nepuos, (1)
(IpO11eHTOB), OTIpeiesisieMblii 0 popMyiie:

U= UITLx(100+ yposennb undsiumn )

-100%,
100

roe:

WIILI - MHAeKC IOTpeOUTEeNbCKMX IIeH Ha TOBAPhI U
YCIYTU TIpeJIeCTBYIOIero KaJleHgapHoro roga
(TIpOLIEHTOB);

ypoBeHb MHOAIUUUTT - MpOrHO3UpPYyeMblii YPOBEHD
MHOISUMM TeKYIIero roja, yCTaHOBIeHHbIA
(dbenepasbHbBIM 3aKOHOM O (eZiepaIbHOM OI0/IKeTe Ha
COOTBETCTBYIONU M (GDMHAHCOBBIN IO, U TIJIAHOBBIIA
nepuof (IIpoLLeHTOB).

42. lIpu pacyere 1pezebHOI OTITYCKHOI LIeHbl Ha
JIeKapCTBEHHBIN IIperapar [pu ee rnepeperucrpanumn
B CJIyUYasiX, YKa3aHHbBIX B ITOAIIYHKTAX "a" - "B" MYHKTa
32 IIpaBui1, He yUUTHIBAETCS YBeIMUeHMe HaKIagHbIX
pacxooB Py U3MEeHEeHUN CI10C00a OTHECEHUST

00LIEITPON3BOICTBEHHBIX U 00IIEX03SI/ICTBE HHBIX






pacxXogo0B Ha ce6ecTouMMOCTh JIEKapCTBEHHOTO
IIperiapara, a Takke IIpy USMeHEeHUN 3HaYeHUIt

ITOKa3aTeJieii, MCII0Ib3yeMbIX B COOTBETCTBUM C
YUYETHOM MOJUTUKON TTPOMU3BOAUTEIISI TOCYAAPCTBA -
yjeHa EBpasuiickoro SKOHOMMYECKOI'O COK03a s
OTHEeCeHMsI 001LIeNPOV3BOACTBEHHbIX I
0011eX035/ICTBEHHBIX PACX0/IOB Ha Ce6eCTOMMOCTD
JIeKapCTBEHHOTO IIperapara.

43, Tlepepeructpanus npeaeabHOi OTITYCKHOM 11€HbI
MIPOU3BOAUTEJIeN rOCYLapCTB - YieHOB EBpa3miickoro
9KOHOMMYECKOTO COI03a Ha JIeKapCTBEHHbIN
rpernapar B cjiy4yae, IpeyCMOTPEHHOM ITOLITYHKTOM
" myHKTa 32 [IpaBui, ocyuiecTBisieTcs Ha
OCHOBAaHUM CBeJIeHUI, IIPeJyCMOTPEHHbIX

npwioxeHuem N 1 K HacTosI el MeTOIuKe.

44. TIpenenbHas OTITYCKHAs LieHa ITPOU3BOAUTENIEN
rocyIapcCTB - YWieHOB EBpa3niickoro S KOHOMMUYECKOTO
CO103a Ha JIeKapCTBEHHbIN Ipenapar MOIJIEXUT
repeperucTpanum B ciaydyae, yKa3aHHOM B MOAITYHKTE
"T" myHKTa 32 [IpaBui, eciu cpelHeB3BellIeHHAs
(dakTMueckast OTITyCKHasl IleHa Ha JIeKapCTBEeHHBbIA
npemnapar 3a nepmoj, UCTEeKIINI CO THS
roCygapCTBEHHOI perucrpauuu (rocjaegHen
rnepeperucTpanyn) npenejabHOi OTITYCKHOM 1I€HBDI,
ObLIa HISKE 3aPerucTPUPOBAHHON HA STOT IEPUO]T
LIeHbI He 60Jiee YeM Ha IIPOTHO3UPYEMbIii YPOBEHb






MHQISIMA, YCTAHOBJIEHHBI Ha TEKYIINIA TOI
(dhemepaabHBIM 3aKOHOM O (hefiepabHOM OIOIKeTe Ha

COOTBETCTBYIONU I GMHAHCOBBIN TOM, U TIJIAHOBBIIA
nepuo.

45. BenuumHa yBe/MueHMUs 3apeTUCTPUPOBAHHOM
peneabHOM OTITYCKHOV I[IeHbl MPOU3BOANTEEN
roCyZapcCTB - WieHOB EBpasuiickoro 3kKOHOMMUYECKOTro
COI03a Ha JIeKapCTBEHHbIN MIpenapar Ipu ee
repeperucTpaluum B caydae, yKa3aHHOM B IIOLITYHKTE
"t" myHkTa 32 [Ipasui (Ye) (TIpOLI€HTOB),
orpeesnsieTcst 1o Gpopmyiie:

LCHA 3apcCr - 1CHA CPB3B OTII |

V.=V, %xH, - x100%,

lCHa 3apcr

rae:

VII - IpOrHO3UPYEeMbIit ypOBeHb MHDIISIINH,
YCTaHOBJIEHHBI Ha TeKylui roa demepajibHbIM
3aKOHOM O (eJepaabHOM OrO/IKeTEe Ha
COOTBETCTBYION NI (DMHAHCOBBIN IO, M TIJIAHOBBIA
nepuop, (IIpoLeHTOB);

Un - k03 PuiMeHT 11eHOBOi I'PYIITIbI,
orpeesisieMblii B COOTBETCTBUM CO 3HAUEHUSIMU
Ko3dduiMeHTa 11eHOBOJ TPYIIIIbI, TPUMEHSIeMOTO
MIpU pacyeTe MpeJie/IbHbIX OTITYCKHBIX 1[eH






l'IpOI/[3BO,£[I/ITEJIeI‘/’I Ha JIeKapCTBEHHbIE IIpeI1apaThbI,
mpeacTraB/Isi€MbIX Ha I1epepeructpanumnoo, COrjiaCHO

npunoxenuwoo N 11.

LleHoBas rpyrimna ornpenenseTcss UCXOon s U3
3aperucTpUPOBAHHON MpenebHOM OTITYCKHOM 11eHbI
Ha JIeKapCTBEHHbIN Mperapar 3a mepuom, UCTEKIIN
CO IHS TOCYAAapCTBEHHOM perucrpauuu (rmocaesHein
repeperucTpanumn);

LIeHa 3aper - 3aperucTpypoBaHHas Ipeae/ibHas
OTITyCKHAas 1]eHa Ha JIeKapCTBeHHbII IIpernapar 3a
IepuoLI, UCTEKIINI CO JHS rOCYyAapCTBEHHOM
perucTpauuu (IocjaenHen rnepeperucTpanumn)
(py6meii);

1ieHa CPB3B OTIIM - CpefHeB3BelleHHasT haKkTuUuecKast
OTITyCKHAas 1jeHa NMPOMU3BOAUTENSI TOCYIapCTBa -
yneHa EBpa3uiickoro 3KOHOMMYECKOTO COl03a Ha
JIeKapCTBEHHBIN NIperapar, OTIYLeHHbI 3a
OTYEeTHBIV NepUoJ, pacCUNTaHHASI B COOTBETCTBUM C
pasgenom IV HacToseit MeToauku (pyoiei).

46. IIpenyjaraemasi K repeperucTpalny npeaeabHas
OTITYCKHAS 1leHa Ha BOCIIPOM3BEeIEHHbIN
JIEKapCTBEHHBIN ITperapaT He MOKET MPEeBbIIIaTh
OTITYCKHYIO 11€HY, PACCYUTAHHYIO B COOTBETCTBUM C
HaCTOsIIell MeTOIMKO C yUeTOM TpeOoBaHMIA
nyHkra 31 [Ipasui.






X. PacueTt npenenbHOM OTITYCKHO LI€HbI
VHOCTPaHHbIX

Mpou3BoOAUTEEli, B TOM UMC/Ie OCYIIECTBIISIOIINX
MePBUYHYIO
" (WIM) BTOPUYHYIO YTIAKOBKY J1IeKapCTBEHHOTO
rperiapara
B Poccuiickoit @enepaiivu, Ha 1eKapCTBEHHbIN
nperapar
MIpY ee mepeperucTpauun

47. IlpenenbHas OTIYCKHAS I[eHA Ha JIEKAPCTBEHHbIN
npenapaTr MHOCTPAHHBIX IPOU3BOJANUTEIIEN TIpU ee
repeperucTpalun yCTaHaBAMBAETCS /i1 KAk 0ro
MPOU3BOJAUTENS B pAMKaX PErucTPal M OHHOIO
YA,0CTOBEPEHMSI IeKapCTBEHHOTO Iperapara B
COOTBETCTBUM C TPeOOBAHMUSIMU MTYHKTOB 24 U 25
[IpaBwu1 1 HEe MOKeT MPeBbIIaTh MUHUMAaTbHYIO
LIeHy, paCCUMTAHHYIO B COOTBETCTBUM C HACTOSIIIEM
MeTOAMKOIA.

48. [lepepeructpauns npeneabHOM OTITYCKHO LI€HbI
MHOCTPAHHBIX ITPOU3BOAUTENEN Ha JIeKapCTBEHHBI
rpernapar OCyILeCTBIISIETCS HA OCHOBAHUM:

a) cBeieHUI, TIpelyCMOTPEeHHbIX MpuiokeHuem N 4
K HaCTosIIeli MeTOguKe;

6) 060CHOBaHMS pacueTa MpeaeTbHOM OTITYCKHOT
LIeHbI Ha JIEKAPCTBEHHbIN MperapaT MHOCTPAHHbIX






MpOU3BOAUTENEN, B TOM UMCJIe OCYIIeCTBISIONUX
TePBUYHYIO U (MJIK) BTOPUYHYIO YTIAKOBKY

JIeKapCTBEHHOTO Tpernapara B Poccuiickoin
@enepanyy, MpeacTaBasSIeMoil Ha epeperncTpauuio,
cornacHo npwioxeHuio N 12.

49. [lepepeructpauns npeneabHOM OTITYCKHO LJeHbI
MHOCTPAHHBIX IIPOU3BOAUTENIEN, OCYILECTBIISIOUUX
TEPBUYHYIO U (M) BTOPUYHYIO YIIAKOBKY
JIeKapCTBEHHOTrO mnpernapara B Poccuiickon
®denepaniviy, Ha JJeKapCTBEHHbIN MTperapar
OCYIIIECTBISIETCS Ha OCHOBAHUMU:

a) CBeleHU, IIpeyCMOTPEeHHbIX IpuioxkeHuem N 1
K HacTosIIel MeToauKe;

6) 060CHOBaHMS pacueTa, MpeayCMOTPEHHOTO
npwioxeHuem N 12 K HaCTosIIIei MeTOaMKe.

50. TIpenenbHast OTITYCKHAS IleHA MHOCTPAHHbBIX
NPOU3BOANUTENEN, B TOM UMC/Ie OCYLECTBISIOUINX
IIePBUYHYIO U (MJIM) BTOPUYHYIO YIIAKOBKY
JIeKapCTBeHHOTO IpernapaTta B Poccuiickoii
depepaliviy, Ha TeKAPCTBEHHBIN IIpenapar npu ee
rnepeperucTpauuy MOAJIEXUT YBeJIUYEHUIO TTPU
COOTIOAeHUY CJIeIyIOII X YCIOBUIA:

a) eCJIM pOCT Kypca HALMOHAIbHOM BaIOThI
roCyZapCTBa - IPOMU3BOAUTEIS JIeKaPCTBEHHOTO






rpernapara K py6/1io co IHSI TOCyIapCTBEHHOI
peructpaiumu (ocaenHein repeperncTpamnun)
IpeneibHOM OTITYCKHOM LieHbl [IPOM3BOAUTES Ha
JIeKapCTBEHHBI Mpernapar 1Mo OTHOLIEHUIO K KypCy
HAUVOHAJIbHOV BaJIIOTHI 40 AAThI [IOAA4YN
IOKYMEHTOB Ha ee OuepeaHylo lepeperucTpanmuo
MpeBbIlIaeT MPOrHO3MPyeMbIit YpOBeHb MHQISLIVN
TeKyIIero rofa, yCTaHOBJIEHHbIN QenepanbHbIM
3aKOHOM O (erepaJbHOM OI0JIKeTe Ha
COOTBETCTBYIONIMIT PMHAHCOBBIN TOA, U TVIAHOBDI
Iepuon;

6) ecu cpefHeB3BelleHHas akTuyeckas 1jeHa BBO3a
JIeKapCTBEHHOTrO Iperapara (47151 IeKapCTBeHHOTO
rpernapaTta MHOCTPAHHOTO MPOU3BOAUTEIS,
OCYIIECTBIISAIOLLero MNepBUYHYI0 U (MJIM) BTOPUYHYIO
yIIakKOBKY B Poccuiickoit @enepanum, IpUMeHsIeTCs
CpelHeB3BellleHHas LieHa OTIYCKa) 3a OTYETHbIN
nepuop, 6b1a HUKe 3aperucTpUPOBAHHON Ha 3TOT
repuo/I 1ieHbl He 60Jiee ueM Ha IMTPOTHO3UPYeMblif
ypOBeHb MHMISLIVM, YCTAHOBJIEHHBIN Ha TEKYIIMIL
roz, pemepasbHBIM 3aKOHOM O defepaibHOM
O10[IKeTe Ha COOTBETCTBYIOIINI (DMHAHCOBBIN o 1
IVIAHOBBI [IepUOL;

B) ec/iu MpefiesibHasl OTIYCKHAs lleHa MHOCTPaHHOTO
MPOM3BOINTEJISI HA JIeKapCTBEHHBIN Mpenapar npu ee
repeperucTpaluy He MpeBbllIaeT MMHUMAIbHYIO






OTITYCKHVYIO IEHY MHOCTPAHHOTI'O ITPOM3BOAUTEJIA Ha
J'IeKapCTBEHHbII;'I mpemnapaTt B MHOCTPpaHHbBIX

rocyapCTBax, yKa3aHHbIX B mpuaoskeHun N 2 K
HaCTosII el MeTOIVKe, OTpee/IeHHYIO B
COOTBETCTBUM C pa3zgenoM VII HacTos1Iein MeTOOUKHU
Ha OCHOBaHMM pacuyeTa, IpefyCMOTPEHHOTO
npuioxeHuem N 3 K HaCcTosII el MeTOIMKe, C y4eTOM
pacxo0B, CBSI3aHHBIX C TAMOKEHHBIM
odhopmIeHNEM.

51. TIpenyiaraemast K mepeperucTpanum npeaeabHast
OTIyCKHAas 1JeHa Ha BOCIIPOU3BeIeHHbIi1
JIeKapCTBEHHBIN NIperapaT He MOKeT MPeBbIIIaTh
OTIMYCKHYIO 1IeHY, PACCYUTAHHYIO B COOTBETCTBUM C
HACTOSIIell MeTOIMKO C yUeTOM TpeOOoBaHMIA
nyHkra 31 [Ipasuii.

52. BeinuuHa yBeauueHUs 3apermcTpUpoOBaHHOI
NpenebHOM OTITYCKHO LieHbl MHOCTPAaHHOTO
MIPOM3BOANTEIISI HA JIEKapCTBEHHBIV IIpernapar Inpu ee
nepepeructpauuu (Yu) (IpoLeHTOB) C OKPyIIeHeM
IO COTBIX ompezensieTcs o popmyre:

1ICHA 3aper - IICHA CPB3B BB,

Y, =V, %xH, - x100%,

LcHa 3aper

rge:






VII - IPpOrHO3MUPYEMbIit ypOBeHb MHDIISINH,
YCTaHOBJIEHHBIN Ha TEKYIINii rofl ¢heepaTbHbIM

3aKOHOM O (eJepaabHOM OIO/IKeTE Ha
COOTBETCTBYION NI (DMHAHCOBBIN TOM, M TIJIAHOBBIA
nepuop, (IIpoOLeHTOB);

Un - k03 PuLIMeHT 11eHOBOi I'PYIIIIbI,
orpezesisieMblii B COOTBETCTBUM CO 3HAYEHUSIMU
K03 GUIMEHTOB 1IeHOBOJ TPYTIIIHI,
npenycMoTpeHHbIMU npuwiokennem N 11
HacToslIl el MeToguKe.

LleHoBas rpyrimna ornpenenseTcss UCXOoN s U3
3aperucTpUPOBAHHON Mpeie/IbHOM OTITYCKHOM 11€HbI
Ha JIeKapCTBEHHbIN Mperapar 3a nepuom, UCTEKIIN
CO IHS TOCYAAapCTBEHHOM perucrpauuu (mocaegHein
rnepeperucTpanumn);

LIeHa 3aper - 3aperuMcTpypoBaHHas Ipefe/ibHas
OTIIyCKHAa4 1JeHa Ha JIeKapCTBeHHbII IIperapar 3a
Tepuo/l, UCTEKIIUIA CO JHS rOCYAApPCTBEHHOMN
perucTpauuu (rocjaenHen nepeperucTpanumn)
(py6meii);

IIeHa CPB3B BBII - CpeIHEB3BellIeHHas (hakTHUuecKast
1[eHa BBO3a JIEKapCTBEHHOTO IpernapaTa
MHOCTPAHHOTO IMPOV3BOJUTEJIS, BBE3EHHOTO 32
OTUETHBI IepUOJI, PACCUMTAHHASI B COOTBETCTBUM C
pasgenom VI HacTositeit meToauky (pyoieit).






53. BennuuHa yBeJn4yeHMs 3aperucTpupoBaHHOM
npeneabHOM OTITYCKHOM 1IeHbl MHOCTPAaHHbBIX

MMPOU3BOANTEEN, OCYIECTBIISIOMIMNX IEPBUIHYIO U
(Mn) BTOPMYHYIO YIIaKOBKY B Poccuiickoi
®denepalivy, Ha JJeKapCTBEHHBIN ITperapar IIpu ee
repeperucTpalum onpenaensieTcs rno gopmyiie,
TIpUBeIeHHO B MYHKTe 45 HACTOsIIe i MEeTOIUKMA.

54. B ciiyvae eciiv 3a OTYETHBIV IEPUOT,
JIeKapCTBEHHBII MIperapar B paMKax OJHOTO
perucTpaluoHHOTO YA0CTOBEPEHMS BBO3WICS Ha
TeppuTopuio Poccuiickoit @enepaliiyi MHOCTPAHHbBIM
Mpou3BoOAUTENIEM (MMIIOPTEPOM) U OTIPYKAJICS
MHOCTPaHHbIM IIPOU3BOAUTENIEM, OCYILECTBJISIBIIUM
MePBUYHYIO U (MJIM) BTOPUYHYIO YIIAKOBKY
JIeKapCTBEHHOTO Tpernapara B Poccuiickoin
®depepauyin, pacueT npeneabHON OTITYCKHO LeHbI
MPOU3BOAUTEIS TIPU TlepeperucTpauumn
OCYIIECTBJISIETCS C MPUMEHeHMeM 0011
CpeIHeB3BellleHHOM 1[eHbl BBO3a U OTITyCKa
JIeKapCTBEHHOrO Iperapara.

O61as cpeqHeB3BelIeHHAS [leHa BBO3a M OTITyCKa
JIeKapCTBEHHOrO Iperapara IpuMeHseTCcsl BMeCTO
cpefHeB3BellleHHOM (aKTUUeCcKoli IleHbl BBO3a
JIeKapCTBEHHOTO Tperapara (1jeHa CPB3BIIP BBII) U
CcpeHeB3BellleHHO (haKTUueCKOi OTITYCKHOJ 1eHbI
JIeKapCTBEHHOrO Ipernapara (LjeHa CpB3BIIP OTIII)






TIpU TiepeperucTpaluy mpeaeabHO OTITYyCKHO LeHbI
MPOM3BOINUTEISI HA JIEKAPCTBEHHBIN Mperapar B

CyJasx, pefyCcMOTPeHHbBIX ITYHKTOM 34 [IpaBuu,
IIJISI pacUYeTOB B COOTBETCTBUM C IMOAITYHKTOM "0"
nmyHkTta 50, myHKTaMu 52 1 53 HacTosII et MeTOIUKNA.

[Tpunoxenne N 1

K METOJVKE pacueTa
yCTaHaBJIMBAaEMBbIX IPOU3BOAUTENSIMU
JIeKapCTBEHHBIX IIpernapaTon
MpeebHbIX OTITYCKHBIX L[eH

Ha JIeKapCTBEHHBIE IIperaparsl,
BK/IIOUEHHBIE B [IepeveHb )XI3HEHHO
HEOOXOMMBIX U BaskKHeMIINX
JIeKapCTBEHHBIX MIPeraparos,

IIPU UX TOCYAapCTBEHHOM
perncTpauuy u nepeperucTpann

CBEOEHWA
06 o6bemMax n OTNYCKHbIX LeHax Haxoas
B Poccunckonm depepaunm nekapcTBeH
nponsBoauTenen rocyaapcTB - YJ1EHOB
3KOHOMMNYECKOro Co3a N MHOCTPAHHbIX
OCYLLEeCTBAAWNX NEPBUYHYIO U (UNN) E
NleKapCTBEHHOr o npenapata B Poccmnmnc
3a OTYETHbIN Nepuog <*> c 20 r.m







(HammeHoBaHMe opraHmsaunn-3ane

|. CBegeHNs 0 IeKapCTBEHHOM nper

1. Homep perncTpaiOHHOTO YA0CTOBEPEHMS

2. Me)K,H,YHapO,Z[HOQ HEeIIaTeHTOBAaHHOE, UJIN
I'pynmnmpoBOYHOE, MJIN XMMIUYEeCKOoe
HalMeHOBaHNue

3. ToproBoe HauMeHOBaHMe

4. JlekapcTBeHHast bopMa, JO3MPOBKA MU

KOHIEeHTpauusd, O6’beM, dKTMBHOCTDb B eIMHMIIaX

OeicTBUS

5. O611€ee KOIMUeCcTBO BO BTOPUYHOI
(MMOTpe6UTENHCKOIT) YITaKOBKE

Il. PacyeT ueHbl

/1

KonnuecTBo
OTITYL[€HHOTO
JIEKapCTBEHHOT'O
npemnapara

CpenHeB3BelleHHAs
dakTuueckas
OTITyCKHAas IleHa
JIeKapCTBEHHOTO
mpernapara 3a
MOTPEOUTENBCKYIO
YIIaKOBKY (6e3

3ape
npen
OTITY
Jexa
npen
MoTp
yIaK






ThIC. ThIC. HJIC), pybeit py6n
YIIaKOBOK | pybJieit

<*> OT4YeTHbIA nepuon npu rocynapcTts
OTNYCKHOW LEeHbl NpPou3BOAUTENA Ha JleKapc
COOTBETCTBUN C NyHKTOM 23 [lpaBun roc
rnepeperncTpaumm ycTtaHaBIMBaeMbIX MPOU3B(
npenesibHbiX OTMYCKHbIX LLeH Ha JIeKapCTBEHHE
XKN3HEHHO HeobXoAMMbIX U Ba)KHEMLWUX NeK:
rnoctaHosneHnem [llpaBuTenscTtBa Poccumnckon
N 865 "O rocymapCTBeHHOM peryjampoBaHuun
BKJIIOYEHHble B Mepe4vYeHb >XW3HEeHHO Heobxo/
npenapaToB"”, OTYETHbIN Nepuos Npu nepepert
NPon3BOANTENS HA JIeKapCTBEHHbLIN Mnpenapa
NMyYHKTOM 37 yKa3saHHbIX [pasun.

<*¥> 3anonHaeTca npu nepeperncrpauy
npousBoauUTeNs Ha JieKapCTBEHHbIM npenag
NOAMYHKTOM "r'" nyHKTa 32 n NnyHKTOM 34 [Npat
rnepeperncTpaumm ycTaHaBJIMBaeMbIX MPOU3B(






npenenbHbIX OTMYCKHbIX LLeH Ha IeKapCTBEHHE
>KN3HEHHO HEe0obXoOMMbIX M Ba)KHEMLWWUX NeK:
noctaHosneHneM [llpaButenbcTBa Poccuinckom
N 865 "O rocypapCTBEHHOM peryanpoBaHNmn
BKJIIOYEHHble B MNepe4vyeHb >XM3HEHHO Heobxo/
rnpenapaTos".

MpumevaHue. [JononHUTeNnbLHO B dQopmMe
npencTtaBasaloTCsa AaHHble 06 obbvemax peanv
BCeM (PaKTUYECKNUM OTNYCKHbIM LLleHaM 3a oT4e"
2 3K3eMnasapax) u B 3JIeEKTPOHHOM Bue.

[ll. PeecTp OoTrpy30oK N1eKapCTBEHHOrr 0 Mnpe
C 20__r.nmo 20_r.

N | Toprosoe [Ipoussoautens | Haumen
I/T1 | HAUMEHOBaHMe MOCTaBl
(JlekapCcTBeHHAs

dbopma, 1o3MpOBKa,
KOJINYECTBO BO
BTOPUYHOM
(MoTpebuTeNnbCKOI)
YIIaKOBKe)

1 |2 3 4







HUtoro

CpenHeB3BelieHHas akTuUeckas OTITYCKHAs 1eHa JI
(6e3 HIIC), py6uteit

PykoBoanTenb opraHm3aumn-3aasmTens
(nognuce) (d.un.o. ) (Tes
3NEKTPOHH(
M.M.

NcnonHuTenb

(moanucek) (g.n.o.) (Tes
3/IEKTPOHHC

[Tpunoxenwne N 2

K METOJVKe pacuera
yCTaHaBIMBAaEMbIX IPOU3BOAUTENSIMU
JIeKapCTBEeHHBIX pernapaToB
NpeebHbIX OTITYCKHBIX 1[eH

Ha JIeKapCTBEHHBbIe IIpernaparsl,
BK/IIOUEHHBIE B [IepevyeHb )XI3HEHHO
HeOOXOJMMBIX Y BasKHEMIINUX
JIeKapCTBEHHBIX MIpernapaTos,

IIPU UX TOCYAapCTBEHHOM
perncTpauuy u nepeperucTpanm






[TEPEYEHDb
NMHOCTPAHHBIX TOCYOAPCTB, B OTHOILIEHNU

KOTOPBIX ITPEJCTABJISETCA
NHOOPMAILIVA Ob YPOBHE MUHVMAJIbHbBIX
OTIIYCKHbBIX LIEH
HA JIEKAPCTBEHHDBIE ITPETIAPATDBI

1. Benrpusa
. I'peueckas Pecry6sika
. KoposnesctBo besnbrus

. KoposnesctBo Mcnanus

2

3

4

5. KoponesctBo HumepnaumoB
6. Pecrty6mka IMosbimna

7. PymbIHUSA

8. CiioBankast Pecrry6mka

9. Typenxas Pecry6mka

10. ®panirysckas Pecrry6ika
11. Yemickas Pecrry6amka

12. CTpaHa nmpon3BOAUTE S

[Tpunoxenune N 3






K MeTOAMKe pacyeTa
YCTaHaBJIMBA€MbIX ITPOU3BOAUTEISIMU

JIeKapCTBEHHbIX MPernapaToB
rpene/ibHbIX OTITYCKHBIX 1I€H

Ha JileKapCTBeHHbIe MperaparThl,
BK/IIOUEHHbIE B [I€peYeHb XXU3HEHHO
HEOOXOAVMBIX Y BaKHEMIINX
JIeKapCTBEHHbIX MTpernapaTos,

P UX TOCYAapCTBEHHOM
perucTpauum u rnepepermcTpauyumn

PACHET
npenesibHon OTMYCKHOW LieHbl MPON3BoaANTES
npeacTaB/ISEMON Ha roCyAapCTBEHHYIO per

(HanmeHoBaHMe opraHmsaunn-3asn.

|. CBepoeHuns o nekapCTBeHHOM rper

1. Homep perncTpaiMoOHHOTO YA0CTOBEPEHMS

2. MemayHapoaHoe HEIIaTEeHTOBaHHOE, UJIN
I'pyninmMpoBOYHOE, NN XMMIYEeCKOoe
HaMeHOBaHNue

3. ToproBoe HaMeHOBaHMe







4. JlekapcTBeHHas1 popma, JO3MPOBKA MU
KOHIIeHTpaIusl, 00beM, aKTMBHOCTb B €AVHUIIAX
neicTBUs

5. O61ee KOJIM4eCcTBO BO BTOPUYUHOI
(MOTPeObUTETHCKOI) YITaKOBKE

Il. PacyeT ueHsbl

N |Koxg | MuHumanbHas [TpoexT
/o | TH OTITyCKHa 1leHa OTITYCKHOM
B3/l | mpomusBomuTens Ha LIeHbI
EASC | nekapcTBeHHbIN "mocTaBKa be:
rpernapar B CTpaHe OIIAThI
MIPOU3BOAUTENS U TaMO>XeHHO
IPYTUX MHOCTPAHHBIX MOLIJIMHBI U
rocyfapcTBax B cO0opoB 3a
COOTBETCTBUM C TaMOXXeHHOe
tabnuiei 1 <*> odopmieHue’

pyb6steit <**>
HauMeHoBaHue |lleHa,

MHOCTPAHHOIO | pybJieii
rocymapcTsa

1 2 3 4 5







<*> YKa3blBalOTCA AaHHble U3 Tabnuubi 1
"MUHMManbHaa OTNyCKHasaA LUeHa MpOou3BOAUT
CTpaHe npoussBoauTensa W LOPYyrux WHOCTpPE
nepecyeTa), pybnen" n ctpaHa, LeHa KOTopown |

<**> He 3anonHseTcA Npou3BOOUTENAMWU T
SKOHOMMYECKOro cot3a W WMHOCTPAHHbIMKW N
NepPBUYHYID U (MIN) BTOPUYHYIO YMAaKOBKY NIeKe

depepauunn.
Tabnuuya 1. CBepgeHns o6 ypoBHe MUHI
N | Toprosoe JlekapcTBeHHas | KoinuecTs:
/Tl | HauMeHoBaHue | dopma, oTpebuTe)
JIeKapCTBEHHOTO | IO3MPOBKA MM | yIIaKOBKeE
nperapara KOHLIeHTpauus,
o6bem,
aKTUBHOCTb B
eVHUIAX
IencTBUS
1 2 3 4

MuHuMasbHas (pacueT ¢ y4eToM CpeHeit apupmeTy
YIIaKOBKaXx JIEKaPCTBEHHOTO IperaparTa, pyosei <***







MunumasbHas (pacyeT ¢ yu4eToM cpefHelt apubmeTy
IO3UPOBKaAMU <***> py6eit

MuHMMa/IbHAs OTITYCKHAas IeHa ITPOM3BOAUTEJ/IS Ha J

HasBaHue CTpaHBbI C MMHMMAaJIbHOM OTHYCKHOVI OeHo:.

OCOBEHHOCTH <***%%>

<*> PacyeT UeHbl NPOM3BOAUTCA MyTeM n
npenapaTta B WHOCTPaHHOW BasTe B pyban |
HacCTosALLEero rnpuIoXeHuns.

<*¥> PaccyuTblBAaeTCA B CJy4ae rocy
(nepeperncTpaunn) npenenbHOM OTMYCKHON |
KOJINYECTBOM JIeKapCTBEHHbIX (OPM B NoTpebun
yrnakoBke, 06bemy), KOTOpoe OTCYyTCTBYET B pe

<¥**>  PaccuymTbiBaeTCa B CJy4ae roc
(nepeperncTpaumn) npenenbHON OTAYCKHOW |
[O3UPOBKON, KOTOpas OTCYTCTBYET B pedepeH1

<¥¥FFk> YKasblBaeTCA Ha3BaHWe CTpaHbl, Ki
pacyeTa MUHUMaIbHOW OTMNYCKHOW LEHBI.

<¥FRxFk> B cny4dae ecnum UeHbl B OTOesIbHbIX
MeXroCyAapCTBEHHbIX COriaweHnn no BonM
npenapaTa, B cTpoke "OcobeHHOCTM" HaCTO!
ocobeHHOCT HOpMMPOBaHMA STUX LeH. Mpwu
JleKapCTBEHHbIe npenapaTbl, NMocTaBsseMble :






opraHusaumn ((poHOOB) MO peweHnio BceMmnpHc

Tabnuua 2. Kypc BanoT gnsa pacyeTa
OTMYCKHbIX LLEH Ha JIeKapCTBEHHbIEe T
3a nepuop c r.no r.

N | Crpana | HaumenoBanue | CpenHuii Kypc
/I BaJIIOTHI BaJIIOTHI <*>

<*> PaccyMTbiBaeTCA MO CpefHeMy Kypcy
Poccunckonm depgepaunn, yctaHoBNeHHOMY baH
npegwecTeyoWwmMe Mecsuy faTbl nogadyn 3a
perncTpaunm unm nepeperncTpaunm npenenb
npenapaTt (HanpuMmep, NpU nodaye [LOOKYMe
PaCCYNTbLIBAETCS Ha OCHOBAHUM COOTBETCTBYIOL
MapT).

PykoBoguTenb opraHuvsayum-3aasutena
(nognuce) (d.n.o.) (Tes
3NEKTPOHHC
M.I.

NcnonHuTenb

(nognwuce) (p.n.o.) (Tes
3/IEKTPOHHC






[Mpunoxenne N 4

K METOJMKe pacyeTa
YCTaHAB/IMBAaEMBbIX ITPOV3BOIUTE/ISIMU
JIeKapCTBEHHBIX ITPernapaToB
MpeIeTbHBIX OTITYCKHBIX IIeH

Ha JIeKapCTBeHHbIe MperaparThl,
BK/TIOUEHHbIE B IIepeveHb JKU3HEHHO
HeOoOXOAMMbIX U BasKHEMIINX
JIeKapCTBEHHBIX IIPeIapaTos,

IIPU UX rOCyIapCTBEHHOM
perucTpauum u rnepeperucTpauun

CBELOEHWA
06 obbemMax 1 0 LLeHax BBO3a JIeKapCTBE
WHOCTPaHHOIro NMPOM3BOACTBA, HAaX04ALL
Ha TeppuTopun Poccumnckom ®epepauyunn, :
C r.no r.

(HanmeHoBaHuMe opraHm3saunn-3aas

|. CBegeHNs 0 IeKapCTBEHHOM nper

1. Homep permcTpaiioHHOTO yI0CTOBEPEeH NS







2. MexxnyHapogHOe HellaTeHTOBaHHOe, UK
IPYNIIMPOBOYHOE, WIM XMMMUUECKOe
HauMeHOBaHMe

3. ToproBoe HaMeHOBaHMEe

4. JlekapcTBeHHas ¢popMa, 103MPOBKA UIIA
KOHIIEHTpaIMs, 00beM, aKTMBHOCTb B €AMHMUIIAX
OeicTBUS

5. O611€ee KOIMUEeCTBO BO BTOPUYHOI
(MOTpe6UTENHCKOI) YITaKOBKE

Il. PacyeT UeHbl

N | HaumenoBauue | Homep Hara
II/T | IPOU3BOAUTENS | TAMOKEHHOM | TAMOSKEHHOM!
Ieknapanuyu | mexkaapaiun







HToro:

WToro: cpenHeB3BelieHHas GaKkTUUeCcKas IleHa BBO3:

PykoBoounTenb opraHm3aumnmn-3asaButens
(mnoanucek) (.n.o. ) (Tes
3/IEKTPOHHC
M.I.

NcnonHuTenb

(nognwuce) (p.n.o.) (Tes
3/IEKTPOHHC

<*> OTYeTHbII epuo, IPU roCyAapCTBEHHOI
perucTpauuy npeaeabHOi OTITYCKHON! L€HbI
MPOM3BOANUTEIISI HA JIEKapCTBEHHBIN ITpenapar
orpenesisieTCss B COOTBETCTBUM C IMYHKTOM 23 IIpaBui
rOCyLapCTBEHHO perucTpanuum 1 nepeperucrTpanmun
YCTaHaBJIMBaeMbIX IIPOU3BOAUTEIISIMU
JIeKapCTBEHHBIX IIPerapaToB MpeaeabHbIX
OTIYCKHBIX LIEH Ha JIeKapCTBEHHbIE Iperaparsl,
BK/IIOUEHHbIE B ITepedyeHb KM3HEHHO He0OXOIMBbIX U
BaKHeNILMX JIeKapCTBEHHbIX [Ipernaparos,
YTBEPKIEHHBIX [10CTaHOBIeHMeM [IpaBuTenscTBa






Poccuiickoit @emepanym ot 29 oktsa6pst 2010 r. N 865
"O rocygapCTBEHHOM peryJInpoBaHUNA 1I€H Ha
JIeKapCTBeHHbIe TIperapaThl, BKIIOUEHHbIE B
repevyeHb KM3HEHHO HEOOXOAMMBIX U BasKHEMIINX
JIeKapCTBEHHBIX MIperapaToB”.

OTueTHbIi ITIepUOL, IIPYU IepeperucTpanumn
NpeneibHOM OTITYCKHOJ LieHbl TPOMU3BOAUTES Ha
JIeKapCTBEHHBIN Mperapar onpenessieTcs B
COOTBETCTBUM C MYHKTOM 37 IIpaBui
rOCyLapCTBEHHO perucTpanuum 1 rnepepeructTpaunumn
YCTaHaBJIMBaeMbIX ITIPOU3BOAUTEISIMU
JIeKapCTBEHHBIX IPerapaToB MpeaeabHbIX
OTIIYCKHBIX LIeH Ha JIeKapCTBeHHbIe Iperaparsl,
BK/IIOUEHHbIE B ITepeUYeHb KM3HEHHO HEOOXOIVIMbIX U
BaKHeMILMX JIeKapCTBEHHbIX IIpernapaTos,
YTBEPKIEHHBIX [I0CTaHOBIeHMeM [IpaBuTenbCcTBa
Poccuiickoitr ®emepanyu ot 29 oktsa6pst 2010 r. N 865
"O rocygapCTBEHHOM peryJIupoOBaHUNA 1I€H Ha
JIeKapCTBEHHbIe IperapaThl, BKIIOUYEHHbIE B
repeveHb KM3HEHHO HEOOXOAMMBbIX U BasKHEAIIINX
JIeKapCTBEHHBIX MIperapaToB”.

[Ipumeuanmne. [1OTIOJTHUTENLHO PEACTABISIOTCS B
anekTpoHHOI hopme (Excel) gaHHbIe 06 00bEMAxX
BB03a JIEKaPCTBEHHBIX ITPerapaToB 10 BCeM
(dakTHUYecKuM CJrydasiM BBO3a 3a OTUETHBIN IepUOI,.






[Tpunosxenne N 5

K METOIMKe pacyeTa
YCTaHaB/IMBAaEMBbIX ITPOVU3BOIUTE/ISIMU
JIeKapCTBEHHBIX MTPernapaToB
MpeeIbHBIX OTITYCKHBIX IIEH

Ha JIeKapCTBeHHbIE MperaparThl,
BK/TIOUEHHbIE B IIepeveHb JKU3HEHHO
HeOoOXOAMMbIX U BasKHEMIINX
JIeKapCTBEHHBIX IIpeIapaTos,

MIPU UX TOCYIapCTBEHHOI
perucTpanum u rnepeperucTpauun

CBEAEHNA
0 HaNM4YnM 3aperncTpupoBaHHbIX Npeje.
3a5BJISIEMOr0 JIEKAPCTBEHHOI 0 Npel

(HanMmeHoBaHuMe opraHmsaunnm-3asn.

|. CBeeHnsa o ileKkapCTBEHHOM nper

1. Homep perucTpanmoHHOro yI0CTOBEePEeHMS

2. MexxnyHapoAHOe HellaTeHTOBaHHOe, WU
TPYIIIMPOBOYHOE, WIN XMMUYECKoe
HalMeHOBaHMe

3. ToproBoe HauMeHOBaHME







4. JlekapcTBeHHas ¢popMa, 1031POBKa WA

KOHILI€eHTpauusd, O6'b€M, dKTMBHOCTD B eIV HMIIaX

neicTBUs

5. O611ee KOJIM4eCcTBO BO BTOPUYUHOI
(MOTPeObUTETHCKOI) YITaKOBKE

Il. PacyeT ueHsbl

N |Bnagener JlekapctBeHnHas | Konmuec
II/TI | peTUCTPaLMoOHHOro | opma, oTpebn
YO OCTOBEpEeHMS, I03MPOBKa YIIAaKOBK
MIPOM3BOAUTED,
YITaKOBII MK,
BBIITYCKAOIIUI
KOHTPOJIb
1 2 3 4

3HaueHMe, pacCUMTAHHOE UCXOAS U3 cpeaHero apud:
JIleKapCTBeHHO hOpMbI JIeKapCTBEeHHOTO Ipernapara,
BTOPUYHOI (TOTpebuTeNbcKoi) yrakoBke (6e3 HIIC)

3HaueHMe, pacCCUMTAHHOE UCXO/S U3 cpelHero apud:
BellleCTBa JIEKAPCTBEHHOTO MperapaTa, MMeIoIiero o.







PacueTHas Ipeie/ibHas OTITYCKHAsI IleHa 3asIBJIsIeMOT
HIC), pybmeit <***>

PykoBoauTenb opraHusaumm-aasmrens
(nognucek) (d.n.o. ) (Tes
3/IEKTPOHHC
M.I.

NcnonHuTens

(noanucek) (g.n.o.) (Tes
3/IEKTPOHHC

<*> PaccuMThIBAeTCS B C/yYasixX, yKa3aHHbIX B
MOAIIYHKTe "a" IIYHKTa 7 ¥ IOAIYHKTe "a" myHKTa 14
MEeTOIMKM pacyeTa yCTaHaBIMBAEMbIX
MMPOM3BOANTENSIMU JIEKapCTBEHHBIX MPernapaToB
NpenebHbIX OTITYCKHBIX LIeH Ha JIeKapCTBEHHbIE
rperapaThl, BKJIIOUEHHBIE B [IepeyeHb KM3HEHHO
HEeOOXOAMMBIX M BasKHEMIINX JIeKapCTBEHHBIX
MpernaparToB, IIPU UX rOCyAapCTBEHHON perncTpanun
U IepeperucTpauum, yTBepxaeHHOon
roctaHoBJieHMeM [IpaBuTenbcTBa Poccuiickoit
@enpepanyu ot 15 centsabps 2015 r. N 979.

<**>PaccuMTbIBaeTCs B CJIy4asX, yKa3saHHBIX B






MOAITYHKTe "6" IMyHKTa 7 U MOAIMYHKTe "6" MyHKTa 14
MeTOOVKM pacueTa yCTaHaB/IVMBaeMbIX

MMPOU3BOAUTEIISIMU JIeKapCTBEHHbBIX ITpernapaToB
Tpeae/ibHbIX OTITYCKHBIX 1I€H Ha JIeKapCTBeHHbIe
rperaparhl, BKJIIIOUEeHHbIE B IIepeueHb XXKU3HEHHO
HeOOXOIVMBIX U BaXKHEMIIMX JIEKaPCTBEHHbBIX
rperapaToB, NPy UX rOCYIapCTBEHHOV perncTpalnn
U TIepeperucTpanum, yrBepxaeHHo’
rocraHoBieHreM [IpaBuTtenbcTBa Poccuiickoii
®enepanyu ot 15 centsabps 2015 r. N 979.

JOYOR)
3

<**¥*> YKasblBaeTcCs pacueTHas IpejesibHas
OTITyCKHAas IleHa /ISt AO3MPOBKY U OOIIEero
KOJIMYeCTBa B IOTPeOUTETbCKOM YIIaKOBKe,
TpeJiCTaBJIeHHBIX B MyHKTax 4 u 5 pasnena I
HACTOSIIero MPUI0KeHMS.

[Tpunoxenue N 6

K METOJMKe pacyeTa
yCTaHaBIMBAaEMBbIX IPOU3BOAUTENSIMU
JIeKapCTBEHHBIX MIpernapaToB
NpeebHbIX OTITYCKHBIX LIeH

Ha JIeKapCTBeHHbIe Mpernaparhl,
BK/IIOUEHHBIE B [IepevyeHb )XI3HEHHO
HeOOXOJMMBIX Y BasKHeMIINX
JIeKapCTBEHHBIX IIperapaTos,

[P UX TOCYAapCTBEHHOM
perucTpauum u rnepeperucrpauun






PACHET
npenesnbHOM OTANYCKHOM LeHbl Ha BOCN
BbrnoaHanorosbin (buonofobHbIN) Nekapc
npeacTaBASAeMON Ha roCyAapCTBEHHY

(HammeHoBaHMe opraHmsaunn-3asne

|. CBegeHunsa o IeKapCTBEHHOM nper

1. Homep perucTpanoOHHOrO YIOCTOBEPEHNS

2. MexxnyHapogHOe HellaTeHTOBAaHHOe, UK
IPYNIIMPOBOYHOE, WIM XUMMUUECKOe
HauMeHOBaHMe

3. ToproBoe HaMMeHOBaHME

4. JlekapcTBeHHas ¢popMa, 1031MPOBKa WA
KOHIIEHTpAIMsl, 00beM, aKTUBHOCTDb B €IMHUIIAX
IencTBUS

5. Ob11ee KOMUECTBO BO BTOPUUHOI
(MOTPebUTETHCKOI) YITaKOBKE

Il. PacyeT ueHbl







/11

IIpousBoauTeENb

3aperucTpupoBaHHas Ipenen
npemnapar (Lped) mnau Ha yek:
NpeneibHOM OTITYCKHO LIEHO

MIPOU3BOANUTENH | HAMMEHOBA!
JIeKapCTBeH
nperapara

PykoBoauTenb opraHusaunmn-3adasntens

NcnonHuTenb

(nognwuce) (¢.n.o.) ) (Tes
3/IEKTPOHHC
M.IT.

(mnognwucek) (p.n.o0.) (Tes
3/IEKTPOHHC






<*> [leHbl Ha JIeKapCTBeHHbIe TpernapaTsl Liped u
[Im, a Takke KoadduimeHTs! nepecuera Ku, Kb n Kn
OmnpeessioTCSI B COOTBETCTBUM C pasaeiom VIII
MeTOIMKM pacueTa yCTaHaBIMBaeMbIX
MIPOU3BOAUTEIISIMU JIEKaPCTBEHHBIX IIpernapaToB
NpeneibHbIX OTITYCKHBIX LI€H Ha JIeKapCTBEHHbIE
rpernaparhl, BKJIIOUEHHbIE B IIepeueHb KU3HEHHO
HEeOOXOIVMMBIX U BaXKHEMIIINX JIeKapPCTBEHHbBIX
Iperaparos, Py UX rOCYyIapCTBEHHOW perncTpaunn
U TepeperucTpauum, yTBepxaeHHon
nocraHosyieHueMm IIpaButenbcTBa Poccuiickoii
@enepanyu ot 15 centsabps 2015 r. N 979.

[Mpunoxkenne N 7

K MeTOZAMKe pacueTa
YCTaHaBJIMBAEMbIX TPOU3BOOUTESIMU
JIeKapCTBEHHbIX MpernapaToB
NpeebHbIX OTITYCKHBIX 1[eH

Ha JieKapCTBEeHHbIe Tpernaparhl,
BK/IIOUEHHbIE B [IepeueHb XXM3HEeHHO
HEOOXOAMMBIX U BaXkKHeMIINX
JleKapCTBEHHBIX MTperaparos,

MPY UX TOCYAapCTBEHHO
perucTpaiumn 1 nepeperucTpalunmn

PACHET
npenesibHoOM OTNYCKHOW LEeHbl Ha N1ekap
npon3BoOaNTENS rOCYyAAPCTB - Y1eHOB |






OKOHOMWMNYECKOro cotr3a, rnpeactasndaemMo

(HanMmeHoBaHuMe opraHmsaunn-3asn.

|. CBegeHuns o nekapCTBEHHOM nper

1. Homep perncTpaiMoHHOTO yA0CTOBEPEHMS

2. MexxgyHapoHOe HellaTeHTOBAHHOE, VN
TPYIINMPOBOYHOE, I XMMIUYECKOoe
HayMeHOBaHMe

3. ToproBoe HaMeHOBaHME

4. JlekapcTBeHHas ¢popMa, 103MPOBKA UIIN
KOHIIeHTpa1si, 00beM, aKTUBHOCTb B eJMHUIIAX
IecTBUs

5. O611€ee KOIMUECTBO BO BTOPUYHOI
(MOTpe6UTeNHCKOI) YyITaKOBKE

Il. PacyeT ueHbl

N | [IpousBomutes | [Ipsimbie pacxonbl
/1







MaTepuasbl | chipbe |3apabor
miaTa
1 2 3 4 5

PykoBoauTenb opraHmsaummn-3aasmTens
(nognuce) (d.un.o. ) (Tes
3NEKTPOHH(
M. .

NcnonHuTenb

(moanucek) (g.n.o.) (Tes
3/IEKTPOHHC

<*> OTHOCSTCS Ha OOIIEIIPON3BOICTBEHHbIE U
0011eX035/ICTBEHHbIE PACXOIbI.

<*#> 3anoHseTcs IJis JieKapCTBEeHHbIX ITpernapaToB,
HaXOIMBIIMXCS B 0OpallleHu Ha TePPUTOPUNA
Poccuiickoin ®@enepaim.






Ta6bnuia 1. [Tnanupyemblit 06'b€M BbIITyCKa
J1eKapCTBEHHOTO

rperapara, ero y/eJbHblii BeC B 001eM 00beMe

MIPOM3BOIMMBIX

JIeKapCTBEHHBIX MTPernapaToB, B HATYPaJIbHOM
¥ CTOMMOCTHOM BbIpaskeHUN

N | HammeHoBaHue Enunuia [Tnanupyemsbii

I/ | JIEKapCTBEHHOro | M3MepeHus | 06bemM
npermnapara, BBIITYCKA, B
I03MPOBKA U HaTypaJbHOM
KOJINYECTBO B BbIpasKeHUM
MTOTPEeOUTENbCKOIA (KONIMUeCcTBO
YIaKOBKE, e JVIHUIL
MIPOMU3BOAUTEND U3MepeHNs)

1 2 3 4

Ta6nuia 2. KaapKyasaiys 3aTpaT MaTepuaioB
T10 IIPOU3BOACTBY OAHOJI ITIOTPEOUTENTHCKOI

YIIaKOBKM

(rpada 3 pasmesna Il HaCTOSIIETO MPUIOKEHST)







(HaMMeHOBaHMe Mpernapara, 103UpoBKa 1
KOJIMYECTBO

B ITIOTPEOUTEIbCKOI YITaKOBKE)

N | Pacxonbl Enuuuna Hopma Hen
I/T1 | Ha usMepeHust | pacxoma daxk
MaTepuabl (cornmacHo 3aKy

TexHuueckomy | HII(C
perjiameHTy pyo)
MIPenIIpUITHUS)

1 2 3 4 5

<*> B pacyeTe Ha OJIHY ITOTPEOUTENIHCKYIO YITAKOBKY.

<**> B cjiydyae OTCYyTCTBMS 3aKyIIKM MaTepuasos,
He0OXOIVIMBIX JISI TPOV3BOACTBA KOHKPETHOTO
JIeKapCTBEHHOTO IperapaTa, peCcTaBIIsIOTCS
CBEeIEHMSI TI0 aHAJIOTMYHBIM 110 CBOUM
XapaKTepUCTUKaM MaTepuanaM, 3aKyrnaeMbIM JJIs
MIPOU3BO/ICTBA VHBIX KM3HEHHO HEOOXOIMMBIX U
BaKHENIIMX JIeKaPCTBEHHBIX MTPenapaToB, I[eHbI Ha
KOTOpbIe paHee 3apeTrCTPUPOBAHBI.






Tabnuua 3. Onuch JOKYMEHTAJIbHOTO

MOATBEPKIEHMS PacX00B

Ha MaTepuasbl (rpada 3 pasgeina Il HacTosIerO
TIPUIJIOKEHUS)

/1

HamnmeHoBaHue
maTepuasa

HaumeHoBaHMe
IIOCTaBII KA

Homep u ma1
TOBapHOI
HaKJIaaHO,
TaMOXKEHHO}
JeKkaapanumn
MHOTIO BUA
JOKYMEeHTal
TIOATBEPKIE

4

Tabnuia 4. KaabKymsinus 3aTpaT CbIPbs
T10 IIPOU3BOACTBY OAHOJ ITOTPEOUTENHCKO

YIaKOBKMU

(rpada 4 pasmesna Il HaCTOSIETO MPUTOXKEHMST)

(HaMMeHOBaHMe Mpenapara, 103MpoOBKa U
KOJIMYECTBO
B ITIOTPEOUTENIbCKOI YITaKOBKE)







N | CraTbu pacxonoB Enunuia Hopma
I/T1 | HA ChIPbE U3MepeHud | pacxoga
(cornacHo
TeXHUYeCKO!
perjiaMeHTy
MpeaTpusiT!I
1 2 3 4
AKTUBHas
dbapmalieBTHUECKAS
cybcTaHLMS:
BcmomoraresbHbie
BelllecTBa:

<*> B pacueTe Ha OJIHy ITOTPEOUTENIbCKYIO YIIAKOBKY.

<**> B cyrygae OTCYTCTBUS 3aKYIIKU
BCITOMOTaTe/IbHBIX BEIIECTB, MCIIOIb3YEMbIX TTPU
MIPOMU3BOJICTBE KOHKPETHOI'O JIEKAPCTBEHHOTO
rpernapara, IpeICTaB/ISIOTCS CBeI€HMS 10 STUM 3Ke
BCIIOMOTAaTe/JIbHbIM BellleCTBaM, 3aKyllaeMbIM JIJIsT
MIPOU3BO/ICTBA VHBIX KM3HEHHO HEOOXOIMMBIX U






Ba)KHEJIIMX JIeKaPCTBEHHBIX IIPerapaToB, IeHbI Ha
KOTOpbIE paHee 3apermcTpUpOBaHbl.

Ta6nuia 5. MHGopmanust 06 aKTUBHO

(apmareBTMUECKOI
cyocranuyu (rpada 4 pasmena Il HacTosero
MIPUIIOSKEHUS)
N HamnmeHnoBaHue VYIenbHbIN BeC IIpc
II/TI | aKTUBHOM aKTUBHOM aKT
dapmaleBTHUECKOI1 | hapMalieBTHUECKO | dhat
cyocTaHLIM CcyOCTaHLIUM B cyo

craTbe "Coipbe” 3a
OTYeTHbIN TIepuof,
B HATypaJIbHOM
BbIpaKeHUMU,
MPOLIEHTOB

Tabnuia 6. Onuch JOKYMEHTAJIbHOTO
MOTBEP KIEHMS pacX0/10B






Ha cbIpbe (rpada 4 pa3gena Il HacTosIIErO

TIPUJIOKEHUST)
N | HaumenoBaHue HanmenoBanue | Homep 1
11/11 | apMaleBTMUeCKO¥ | oCcTaBIMKa Jara
CyoCTaHLIUU WU TOBAPHC(
BCIIOMOTATe/JIbHOI0 HaKIaar
BellecTBa U
IrPy30BO
TaMoXKe
IeKaapa
1 2 3 4

Tabnuma 7. PacmmdpoBKa 3aTpar 10 CTaTbe
"3apaboTHas maara”
(rpada 5 pasmena Il HacTOSIIETO TPUIOKEHMS)







N | CtpyKkTypHbI€E Omara | Crpaxossie | CTpa
/T | mofpasfesieHUsT | Tpyda |B3HOCHI IO | Ha of
o 20 |20 cuery, |couu
cuety, |pybmei <*> |crpa:
pyouteit Hecy
CITy;
poV
rpod
3a60.
cuet
1 |2 3 4 5
3apaboTHas
raTa
PabOTHMKOB,
3aHSITBIX
HerocpeiCTBeHHO
Ha MPOM3BOJICTBE
JIeKapCTBEHHOTO
nperiapara
Uroro:

B pacueTe Ha OHY TTOTPEOUTENbCKYIO YITAKOBKY







<*> YYUTHIBAIOTCS CTPAXOBbIe B3HOCHI Ha
006s13aTesIbHOE COLIMAIbHOE CTPAaXOBaHMe Ha Cayyait

BpeMeHHOJ HETPYIOCITIOCOOHOCTY U B CBSI3U C
MaTepMHCTBOM, 00s13aTe/IbHOe TeHCMOHHOE
CTpaxoBaHMe, 00s13aTeIbHOE MeAUIMHCKOe
CTpaxoBaHMe.

<**> PaccunTtsiBaeTcs 1o popmysie "MiToroBoe
3HaueHue (B py6:six)"/ TlnaHupyembliit Mian
dakTruecknit 06eM BbIITyCKa IMperapaTa’ B
COOTBETCTBUM C pa3aeysioM V MeTOOUKHU pacueTa
YCTaHaBJIMBaeMbIX IIPOU3BOAUTEISIMU
JIeKapCTBEHHBIX MPeIapaToB MpeaeabHbIX
OTMYCKHBIX [I€H Ha JIeKapCTBEeHHbIE Mperaparsl,
BK/TIOUEHHbIE B ITepevYeHb JKM3HEHHO HEOOXOIMIMBbIX U
BaKHEMIIIMX JIEKAPCTBEHHBIX ITperapaToB, IIpU Ux
rOCyZapCTBEHHOM perucTpauum u rnepeperucTpanum,
YTBEPKIEHHOM nocTaHoBieHreM [IpaBuTeibcTBa
Poccuiickoit ®epepannmu ot 15 cenrsiopst 2015r. N
979.

Ta6nuia 8. PacuidpoBKa 3aTpar I10 CTaThe
"O61Ienpon3BOACTBEHHbBIE 3aTpaThl” (Tpacdsl 6 - 9
pasnena Il
HaCTOSIIEero IMPUI0KEeHUS)

8.1. PacimmdpoBKa 3aTpar 110 cTaThe "3apaboTHast
miaTa






06Hlel'IpOI/IBBO)1CTBEHHOI‘O M BCIIOMOTI'aTe€JIbHOI'O

rnepcoHana’

(rpada 6 pasmesna Il HacTOSIIETO TPUTOKEHMST)

N | CTpyKkTypHbIE Orutata | Ctpaxosbie | CTpaxo
I/T | moApasaeneHus | Tpyga | B3HOCHI IO | Ha 06sI:
mo 25 |25cuery, |couman
cuety, | pybseit <*> | crpaxo
pyo6uteit Hecyac'
cyyae
rpodec
3aborne
CUerTy, |
1 |2 3 4 5
Uroro:

B pacueTe Ha OJJHY ITOTPEOUTETBCKYIO YITAKOBKY <**>

<*> YYUTHIBAIOTCS CTPAXOBbIe B3HOCHI Ha
00s13aTesIbHOE COLIMAbHOE CTPAaXOBaHMe Ha Cayyait

BpeMeHHO HETPYIOCITIOCOOHOCTY U B CBSI3U C

MaTepMHCTBOM, 00s13aTeIbHOE TTIeHCMOHHOE
CTpaxXxOBaHue, 06s13aTeIbHOE MeaUIIMHCKOe






CTpaXOBaHHe.

seste

<**> VKasbiBaeTcst GopMysia, B COOTBETCTBUMA C
KOTOPOJ pacCUMThIBaeTCs LieHa Ha OHY
MOTPEOUTENIbCKYIO YIIAaKOBKY.

8.2. PacimdpoBKa 3aTpar I10 CTaThe
"DJIeKTPOIHEPTUsI, TEIJIOCHAOKeHe,
BoJoCcHa6keHMe 1 TOrMBo" (rpada 7 pasmena I1
HaCTOSAIIero MPUI0KeHNs)

N | CraTes 3aTpat IToctaBuuk | CTOMMOCTD

I/11 yeryr (6e3
HIC),
pyb6ueii

1 2 3 4

1. | DnexkTposHeprus

TeruiocHaOXeHMe

BopocHab6keHne

Sl IRl I

Tomnuso

Uroro:







B pacuete Ha ogHY
MMOTPEOUTENHCKYIO YITAKOBKY

o

<*F>

<*>Vka3spiBaetcst GopMyJia, B COOTBETCTBUM C
KOTOPOJ PacCUMTHIBAETCS IleHa Ha OJTHY
MOTPEOUTENbCKYIO YITAaKOBKY.

8.3. PacmmdpoBKa 3aTpar 110 cTaTbe "AMOPTU3ALINS
OCHOBHBIX
CpeACTB, UCIIOIb3yeMbIX JJIsI Tpou3BoACcTBa" (Tpada 8
pasgena Il
HACTOSIero IMPUI0KeHs)

N | OcHOBHbIE CpefiCTBa AmopTusanus

/T (6e3 HIIC),
pybneii

1 2 3

HToro:







B pacuete Ha ogHY
MOTPeOUTENbCKYIO
YIaKOBKY <*>

<*> YkasbiBaeTcs popmysa, B COOTBETCTBUMU C
KOTOPOJ PacCUMTHIBAETCS LIeHA HA OIHY
MTOTPEGUTENBCKYIO YIIAaKOBKY.

8.4. PaciumdpoBKa 3aTpar 110 ctatbe "TIpoune
0011empon3BOACTBeHHbIE pacxodsl” (Tpada 9 pasmena
II
HACTOS11ero IpUI0KeHs)

N |Crarps [TocraBuuk | CTOMMOCTB yCIyT

T/TI | pacXOJlOB | yCIYTU (6e3 HIIC),
pybsieit

1 2 3 4

Uroro:







B pacueTte Ha ogHY
MOTPeOUTENbCKYIO
YIaKOBKY <*>

<*> VKasbIBaeTcs GopMyJia, B COOTBETCTBUM C

KOTOPOJ PacCUMTHIBAETCS IleHa Ha OJTHY

MOTPEOUTENbCKYIO YITAaKOBKY.

Tabnuia 9. PacmmdpoBKa 3aTpar 10 CTaTbe

"OO6I1exX0359/ICTBeHHbIEe
3atpathl” (rpadsr 10 - 12 pasgena II HacTosIIETO
TIPUJIOKEHUS)

9.1. PacimmdpoBKa 3aTpar I10 ctaTbe "Pa3paboTka’

(rpada 10 pasgena Il HacTOSIIETrO MPYIOKEHMS)

N | CraTes pacxomoB IToctaBuiuk | CTOMMOCTD

/1 YCITyTU ycyr (6e3
HIC),
pyb6neii

1 2 3 4







Pa3paboTka
KOHKPETHOTO
JIEKapCTBEHHOTO
nperapara, B TOM
yucsie
coOCTBEHHbIE
pacxojibl
IpeaTIPUATHAS

PerucrpauyionHbie
NpoLenypsl, B TOM
qyucie
IOKIMHNYecKue
UCCIe0OBaHMs
JIeKapCTBEHHBIX
CpencTB U
KJIITHUYEeCKue
MCCIeOBaHMS
JIeKapCTBEHHOI'O
rpernapara

[Tpoune pacxonbl

Htoro:

B pacuere Ha ogHY

MOTPeGUTENTbCKYIO YITAKOBKY <*>







<*> YkasbiBaeTcs popmysa, B COOTBETCTBUMU C
KOTOPOJi PacCUMTHIBAETCS LIeHA Ha OIHY
MMOTPEOUTENbCKYIO YITAaKOBKY.

9.2. PacmmdpoBKa 3aTpar 1o ctaTbe "Peanusanms”
(rpada 11 pasgena II HacTOSILIIETO ITPUTOKEHMS)

N |CraTbs [TocraBmuk | CTOMMOCTD yCIIyT
I/TI | pacXoJlOB  |yCJIyT (6e3 HIIC),
py6sieit
1 2 3 4
Uroro:

B pacuere Ha ogHY
MOTPEeOUTENIbCKYIO
YIaKOBKY <*>

<*> YKkasbiBaeTcs opmyia, B COOTBETCTBUMU C
KOTOPOJi pacCUMTHIBAETCS LIeHA Ha OHY
MMOTPEOUTENIBCKYIO YITAaKOBKY.

9.3. PacimdpoBKa 3aTpar 1o ctatbe "TIpoune






0011eX035/iICTBeHHbIE
pacxonbl” (rpada 12 paspena II HacTosiiero

TIPUIOKEHMS)
N |Crarps [TocraBuuk | CTOMMOCTB yCIyT
I/TI | pacXOJloB | yCIYTU (6e3 HIIC),
pyosieit
1 |2 3 4
Uroro:
B pacuete Ha ofiHY
MOTPEeOUTENbCKYIO
YIaKOBKY <*>

<*>Vka3sbiBaetcst GopMysia, B COOTBETCTBUMU C
KOTOPOJ PacCUMTHIBAETCS IleHa Ha OJTHY
MTOTPEOUTENIbCKYIO YITAaKOBKY.

[Tpu6bIIL ¥ peHTabeIbHOCTDb MPOYKIINMY (Tpadbl 13 1
14 HacTOSIEr0 TIPUIOKEHMS) OTIPEIESIOTCS B
COOTBETCTBUM C pa3nesioM V MeTOAUKN pacueTa
YCTaHaBJIMBaeMbIX ITIPOU3BOAUTEISIMU
JIeKapCTBEHHBIX TperapaToB MpeaeibHbIX
OTITYCKHBIX II€H Ha JIeKapCTBEHHbIE Mperaparhl,






BKIIOUYEHHBIE B IIepeYeHb )KM3HEHHO H€O6XO,EU/IMBIX n
Ba)KHEMIIUX JIEKapCTBEHHLIX IIpeIapaToB, IIPpU X

rOCyIapCTBEHHO perucTpaiu 1 rnepeperucTpauum,
YTBepsKIEeHHOI rocTaHoBIeHeM [TpaBuTeIbCTBa
Poccuiickoit ®emepauym ot 15 cenrsiops 2015r. N
979.

[Tpumeuanme. Tabmuubl 9 u 10 SIBASIOTCS TUITOBBIMM,
IOITyCKaeTcs BKIOUeHMe B HUX TOTIOJIHUTeTbHbIX
CBeJIeHN 1, YUUTHIBAIOLIMX CIIOCOO OTHECEHMUSI
00LIEITPON3BOICTBEHHBIX U 00I€X035/1CTBEHHBIX
pacxomoB B COOTBETCTBUM C YUETHON MMOJIUTUKON
OpraHu3alun.

[Tpunoxenne N 8

K METOJVKE pacuera
YCTaHaBJIMBAaeMbIX IIPOU3BOAUTEISIMU
JIeKapCTBEHHBIX MpernapaToB
NpeebHbIX OTITYCKHbBIX 1[eH

Ha JIeKapCTBeHHBIE IIperaparsl,
BK/IIOUEHHBIE B [IepeUeHb XXM3HEHHO
HEOOXOIMMBIX U BasKHEMIIINX
JIeKapCTBEHHbIX MpernapaTos,

IIPU UX TOCYAAPCTBEHHOM
perncTpauuy u nepepeructTpanun

®OPMYV/JIbI
PACYETA ITOHMXAIOIINX KOSOOPUITWEHTOB,






[TPUMEHSEMBIX ITPY1 PACYETE

MMPEJIEJIBHOM OTITY CKHOM LIEHBI

[TPOV3BOJIVTEJISI HA TTIEPBBI

BOCITPOM3BEJIEHHBINM, BUOAHAJIOTOBBI

(BIOTTIOJOBHLIN)
JIEKAPCTBEHHDLIN ITPEITAPAT,
MMPEJCTABJISEMON
HATOCYIOAPCTBEHHVYIO PETCTPALIUIO

3apeructpupoBaHHas | [ToHyokaommuit Koahuimen-
npezneibHas pacueTa 1eHbl Ha MepBbIit
OTITyCKHAas LieHa 3a BOCIIPOU3BeeHHbIIA
MOTPEeOUTENbCKYIO JlekapCTBeHHbIN npenapart (K
YIIaKOBKY
pedepeHTHOTO
JIeKapCTBEHHOTO MIPOU3BOIOUTENST | UHOCTPAH:
npemapara, py6ueit rocyapcCTB - MPOU3BO[,

YJIeHOB MIPOLIEHTO
(Hped) EBpasniickoro

3KOHOMMYECKOTO

CO01033,

MPOLIEHTOB
1 2 3
1o 50 py6steit 0 0

(BKIIIOUNTEIIBHO)







oT 50 py6ueit 5o 500 |0 4 x (Uped,
pyo6eit 10
(BRIIIOUMTENIBHO)

ot 500 py6seit mo 100 | 3,6 x (Liped)0,23 | 4 x (Liped

000 py6eit -10 10
(BKIIIOUUTEJIBHO)

cspimre 100 000 40 55
pyb6neii

<*>IHOCTpaHHOI'O TPOU3BOJUTEJISI, B TOM UKCTIe
OCYLIeCTBIISIIOILEro Uiy IVIaHUPYIOLLEero
OCYLLECTB/IATD IEPBUUHYIO U (MJIX) BTOPUYHYIO
YIIAaKOBKY JIEKapCTBEHHOTO Iperapara B Poccuiickoit
®enepauun.

[Tpunoxenue N 9

K MeTOJMKe pacyeTa
YCTaHaBIMBAEMbIX IPOU3BOAUTEISIMU
JIeKapCTBEeHHBIX IIpernapaToB
NpeeIbHBIX OTITYCKHBIX [[eH

Ha JIeKapCTBEHHbIe IIpernaparsl,
BK/IIOUEHHBIE B [IepeuyeHb XXM3HEHHO
HeOOXOIMMBIX U BasKHEeMIINX
JIeKapCTBEeHHBIX IIpernapaTos,






Impn nx I‘OCy,H,apCTBEHHOI‘/)I
permcTpaumm u repepermcrpaumnmn

®OPMYV/JIBI
PACUETA MOHWXXAIOIINX KODDOULIMEHTOB,
[IPUMEHSIEMBIX
[IPV PACYETE ITPEZIEJIBHOM OTITYCKHOW IIEHBI

[IPOVI3BOJIUTEJISI

HA BOCITPOU3BEJJEHHBIN, BUOAHAJIOTOBBIN
(BUOITIOIOBHBIN)

JIEKAPCTBEHHGBIN ITPEITAPAT,
[IPEJICTAB/ISEMON
HA TOCYIIAPCTBEHHVYIO PETMICTPALIUIO

3apeructpupoBanHas | [ToHmskaommii KoshpuieH:

rpeneibHas pacueTa 1leHbl Ha
OTITyCKHa LjeHa 3a BOCIIPOM3BeeHHbI
MOTPEOUTENbCKYIO JieKapCTBeHHbII npemnapar (K
YIIAaKOBKY
pedepeHTHOro
JIeKapCTBEHHOTO MMPOMU3BOANUTENST | UHOCTPAH:
niperapara, py6.ieit roCygapcCTB - TIPOU3BOJ,
(Liped) HIEHOB TIPOILIEHTO
EBpasuiickoro
3KOHOMMYECKOTO
CO103a,

IIPOLIEHTOB







pyb6neii

1 2 3

1o 50 py6seit 0 0
(BKIIIOUNTEIIBHO)

ot 50 py6sieit mo 500 | 3,6 x (Liped)0,23 |4 x (Liped
pyb6neit

(BKIIIOUUTEINIBHO)

ot 500 py6aeit ;o 100 | 3,6 x (Liped)0,23 |4 x (Lped
000 py6neit

(BKIIIOUUTEILHO)

csbimze 100 000 50 65

<*> MIHOCTpaHHOTIO MPOU3BOANUTEJISI, B TOM UUCJIE
OCYLIeCTBJISIIOILEro Uy IVIaHUPYIOLLEero
OCYILECTBJISATD MMEPBUUHYIO U (MJIM) BTOPUYHYIO

YIIaKOBKY JIEKapCTBEHHOTO IIperapara B Poccuiickoii

®denepauun.

[Tpunoxenwne N 10
K METOJVKe pacuera
YCTaHaBIMBAEMbIX IPOU3BOAUTEISIMHU
JIeKapCTBEeHHBIX IpernapaToB






MnpenejibHbIX OTITYCKHBIX LI€H
Ha JieKapCTBEHHbIE IIpeIiapaThl,

BK/IIOUEHHbIE B IIepeveHb JKU3HEHHO
HeO0OXOOMMBbIX Y BasKHEMIINX
JIeKapCTBEHHBIX MpernapaTos,

IIPU UX TOCYIapCTBEHHO
perucTpauum u mepeperucTpanun

OBOCHOBAHME PACHETA
npeaesibHOM OTNYCKHOW LEeHbl Ha Nekap
npon3BoauTenen rocynapcTs - 4ieHoB EBp:
COl03a, npeacTaBsiseMon Ha nepeper

(HanmeHoBaHuMe opraHmMsaunn-3asne

|. CBegeHNs 0 IeKapCcTBEHHOM nper

1. Homep permcTpamyioHHOIO yI0CTOBEPEeH s

2. MexxiyHapoaHO€e HelmaTeHTOBAaHHOe, UK
rpyNOMpPOBOYHOE, UV XUMUIECKOe
HayMeHOBaHMe

3. ToproBoe HaMMeHOBaHMEe







IeicTBUs

4. JlekapcTBeHHas1 popMa, JO3MPOBKA UJIU
KOHIIEHTpaIusi, 00beM, aKTUBHOCTb B €IMHUIIAX

5. O611ee Koam4ecTBO BO BTOPUUYHOI
(TOTpeObUTETHCKOI) YITaKOBKE

Il. PacyeT ueHbl

N | IIpssMmbie pacxobl

/11
maTepualbl

ChIpbe

daxkr. | mIaH. | TpoIeHToB | GhaKT. | IIaH. | Ipc
yBeINYeHUs yBe
1 2 3 4 5 6 7

PykoBoOounTeNnb opraHm3aunmn-3assuTens
(nognuce) (d.n.o.) (Tes

NcnonHutens

M.IT.

SN1EKTPOHHC







(noanuce) (dp.n.o.) (Tes
3NIEKTPOHH(

<*> Hak/iafiHpIe pacxo/Iibl 3aII0THSIOTCS TP
repeperucTpanuu rpenejibHbIX OTITYCKHbBIX L€H
MPOM3BOANUTEJIEN Ha JIEKAPCTBEHHbIE MperapaThl B
cay4dasx, peayCMOTPEHHBIX TTOATIYHKTaMu "a" 1 "B"
nyHkra 32 [IpaBuii rocyiapCTBEHHOM perncTpauumn u
repeperucTpanum yCTaHaBIMBaEMbIX
MPOU3BOAUTEISIMMU JIeKapCTBEHHBIX MpernapaToB
Ipene/bHbIX OTIIYCKHBIX LIeH Ha JIeKapCTBeHHbIe
rperaparskl, BKJIIOUEHHbIE B IlepeyeHb )KU3HEHHO
HEOOXOAMMBIX U BasKHEMIINX JIeKapCTBEHHBIX
NperapaToB, YTBEPKIAEHHbIX [TOCTAaHOBJIEHMEM
IIpaBuTenbcTBa Poccuiickoi @enepanyu ot 29
okTs16pst 2010 1. N 865 "O rocymapcTBEHHOM
peryJiMpoBaHMM 1IeH Ha JiIeKapCTBEHHbIe IIpernaparhl,
BK/TIOUEHHbIE B IepevyeHb XM3HEeHHO HEOOXOAMMBbIX U
Ba)KHENIIMX JIeKapCTBEHHBIX ITperapaToB”.

<**> [IpOrHO3MpyeMbIit YpOBEHb MHQISIIUN
TeKYIIEero roja, yCTaHOBJIEHHbI (pegepaasbHbIM
3aKOHOM O (defepaibHOM Oo[KeTe Ha
COOTBETCTBYION M (GDMHAHCOBBIN IO, U TIJIAHOBDIA
Mepuo,

<**¥*> @akTUUeCckuii ypoBeHb MHGIALUU






IIpeameCcTBYIOIEro KaJieHOapHOTo roga ¢ yaeToM
IIPOTHO3HOTO YPOBHA I/IHCI)J'IHI_[I/II/I TeKyl1gero roga,

YCTaHOBJIEHHOTO (pefiepasibHbIM 3aKOHOM O
dbenepanbHOM OIO/IKETE HA COOTBETCTBYIOIIMIA
(bmHAHCOBBIN IO/ U TIJIAHOBBIN MEPUO]I,
PaCCUMTHIBAETCSI B COOTBETCTBUM C ITYHKTOM 41
MeTOAVKM pacueTa yCTaHABIMBAEMbIX
MMPOM3BOAUTEISIMU JIeKapCTBEHHBIX ITpernapaToB
Npene/ibHbIX OTITYCKHbBIX LI€H Ha JIeKapCTBEHHbIE
Mpenaparhbl, BKIIOUeHHbIe B ITepedyeHb XKU3HeHHO
HeOOXOIVMBIX ¥ BaXKHEMIINX JTIeKapCTBEHHbBIX
MperapaTroB, IPU UX rOCyIapCTBEHHON perucTpaumnmn
U TIepeperucTpainm, yTBepxaeHHo
roctaHoBJieHueM IIpaBuTesibcTBa PoCCUiicKoi
@enpepanyu ot 15 centsiops 2015 r. N 979.

[Mpunoxkenne N 11

K MeTOJMKe pacyeTa
YCTaHaBJ/IMBaeMbIX ITIPOU3BOAUTE/ISIMU
JIeKapCTBEHHbIX MTpernapaToB
NpeebHbIX OTITYCKHBIX I]eH

Ha JleKapCTBeHHbIe MperapaThl,
BK/IIOUEHHbIE B [IepeYeHb XU3HEHHO
HeOOXOIMMbIX M BaXKHEMIIINX
JIeKapCTBEHHbIX MpernapaTos,

IIpU UX TOCYAapCTBEHHOI
perucTpauum u rnepeperucTpaun






3HAYEHUS
KO3OOULIMEHTA LIEHOBOM IPYTIITHI,
MPUMEHSIEMOTO [TPY PACUETE
TPEJIEJIbHBIX OTITY CKHBIX LIEH
TMIPOV3BOJIUTEJIEN HA JIEKAPCTBEHHBIE
TIPEMTAPATBI, TTPE/ICTABJISIEMBIX HA
TMEPEPETVICTPALIMIO

LleHoBas rpymnmna Koadduument
LIeHOBOJ T'PYIIIIbI,
npoueHToB (Ur,)

2 3
1o 50 py6steit 100
(BKIIIOUMTE/IBHO)

ot 50 py6uteir ;o 500 90
pyb6sieit
(BKJIIOUMTENIBHO)

ot 500 py6eit mo 85
1000 py6ieit
(BKJIIOUMTEJIBHO)

ot 1000 pyb6seit no 80
3000 py6neit
(BRITIOUMUTENBHO)







ot 3000 pyb6uteit 1o
5000 py6mneii
(BRJIIOUMTENIBHO)

75

ot 5000 pyb6ieit 1o
10000 py6ieit
(BKJIIOUMTEJIBHO)

70

ot 10000 py6Jeit mo
20000 py6steit
(BKIIIOUMTEJIBHO)

60

ot 20000 py6eit 0o
40000 py6aeit
(BKIIIOUMTEJIBHO)

50

ot 40000 py6eit oo
100000 pyb6ueii
(BRIIIOUMTENIBHO)

40

10.

cBbimre 100000 py6steit

30

[Mpunoxkenne N 12
K MeTOAMKe pacueTa

YCTaHaB/IMBA€MbIX IPOM3BOONUTEISIMU
JIEKapCTBEHHLIX IIpeIriapaToB
MnpenejibHbIX OTITYCKHBIX LI€H

Ha JieKapCTBEHHbIE IIpeIiapaThl,
BK/IIOUYEHHBbIE B [T€PpEUYE€Hb )KM3HEHHO






HeO6XO,E[I/IMbIX Y BaXKHEMIINX
JIEKapCTBEHHbLIX IIpeIiapaTos,

IIPU UX TOCYAAPCTBEHHOM
perucTpauum u rnepeperucrpauun

OBOCHOBAHWE PACHETA
npenenbHOM OTNYCKHOW LIEHbI Ha JleKap
WHOCTPaHHbIX NPON3BOANTENIEN, B TOM YUCI
N (M) BTOPUYHYIO YNAKOBKY JIEKapCTBEHHC
depnepaumnn, npencrasaseMon Ha nep
3a nepuop c r.no r.

(HaumeHoBaHMe opraHn3aunmn-3ass

CBepeHusa o NeKapCTBEHHOM rperc

1. Homep permcTpanOHHOTO YO 0CTOBEPEHNS

2. MexxniyHapogHOe HellaTeHTOBaHHOe, UK
IPyINMPOBOYHOE, WU XUMUYECKOe
HaMeHOBaHMe

3. ToproBoe HaMMeHOBaHME







4. JlekapcTBeHHas1 popMa, JO3MPOBKA UJIU
KOHIIEHTpaINsl, 00beM, aKTUBHOCTh B €IMHUIIAX
neicTBuUs

5. O611ee Koam4ecTBO BO BTOPUUYHOI
(TOTpeObUTETHCKOI) YITaKOBKE

N | [Ipoussogutens | Hammenoanme | Kypc Hauuo
/1 | (C ykasaHuem HaIllMOHAJbHOW | MPOU3BOON
CcTagun BaJIIOThI
IpoM3BOACTBA) |rocymapcrBa- | KYPC DA
npoussopuTtens | FOCYAAPCTB!
perucrtpauu
(mocnenHei
perucTtparu
1 2 3 4

PykoBoaunTenb opraHvsaumn-saasurtens

NcnonHuTenb

(nognuce) (¢.n.o.) ) (Tes
3NeKTPOHHC

M.IT.

(nognuce) (d.n.o.) (Tes

3NI@KTPOHHC






<1>IIpu nepeperucTpany npeneabHOi OTIIYCKHOMN
LIeHbI Ha JIeKapCTBEeHHBI IIperapaT MHOCTPAHHOIO
MIPOU3BOANUTEISI YKa3bIBAETCS CpeJHeB3BellIeHHAs
dakTuueckas 1eHa BB03a (OTITyCKa) JieKapCTBEHHOTO
npemnapara. [Ipu nepeperucrpaunmu npeneabHoOm
OTITYyCKHOJ LIeHbl Ha JIeKapCTBeHHBI ITperapar
MHOCTPaHHOIO IIPOU3BOAUTEIIS], OCYILECTBIISIIOLLEr0
IIePBUYHYIO U (M) BTOPUYHYIO YIIAKOBKY
JIeKapCTBEHHOTO Tiperapara B Poccuiickorii
@enepanyy, yKa3blBaeTCs CpeJHeB3BellIeHHas
(daxTmyeckas 1eHa OTITyCKa JieKapCTBEHHOTO
rperiapara.

<2>PaccunThIBAeTCS B COOTBETCTBUM C ITYHKTAMM 52
- 54 MmeTOAVKM pacueTa yCcTaHaBAMBAEMbIX
MMPOM3BOAUTEISIMMU JIeKapCTBEHHBIX IpernapaToB
Tpefe/ibHbIX OTITYCKHbBIX 11€H Ha JleKapCTBeHHbIe
rpenaparbl, BKIIOUEeHHbIE B IepeueHb XM3HEHHO
HEeOOXOAMMBIX ¥ BasKHEMIIINX JIeKapCTBEHHBIX
rperapaToB, IPU UX rOCyIapCTBEHHON perncTpaunmn
U TIepeperucTpainm, yTBepxaeHHo’
nocraHosysieHueMm IIpaButenbcTBa Poccuiickoin
®enepanym ot 15 centsiops 2015 r. N 979.

<3> [IpepenbHast OTITYCKHAS IleHA ITPOM3BOOUTEIS HA
JleKapCTBEeHHbI Ipernapar, 3aperucTpupoBaHHas 1o






COCTOSTHUIO Ha JaTy IMOIauy 3asiBJIEHMUS O
repeperucTpaIuy mpeaeabHOi OTITYCKHO IIeHbI.

<4> 3asgBJieHHas K nlepeperncrTpanuum npeneibHas
OTIIYCKHAa4 1JeHa [IPOM3BOAUTEIS Ha JIeKapCTBeHHbII
nperapar.”.






