NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 15 cents6pst 2015 . N 979

O BHECEHMU MU3MEHEHUN
B ITIOCTAHOBJIEHME ITPABUTEJIbCTBA

POCCUIICKOM ®EOEPALIAU

OT 29 OKTSBPS 2010 T. N 865 1 OB
VTBEP>KIEHM METOJVIKA

PACYETA IIPEOEJIBHBIX OTITYCKHBIX LIEH
[MPOV3BOJINUTEJIEN
HA JIEKAPCTBEHHBIE ITPEITAPATDBI, BK/IIOYEHHDBIE
B IIEPEYEHD )KM3HEHHO
HEOBXOJVIMbIX U BASKHEMIINX
JIEKAPCTBEHHBIX ITPEITAPATOB

[TpaBuTenbcTBO Poccuiickoit @emepaiymn
IIOCTaHOBJISIET:

1. VTBepauTh mpuiaraeMsie:

M3MEHEeHMSI, KOTOpbIe BHOCSITCSI B TTOCTaHOBJIEHNE
[TpaBuTtenbcTBa Poccniickoii ®epepanyu ot 29
okTs16pst 2010 1. N 865 "O rocymapCTBeHHOM
peryJimpoBaHuM 1LIeH Ha JIeKapCTBEHHbIe Mpenaparhl,
BK/TIOUEHHbIE B ITepevYeHb KM3HEHHO HEOOXOIVMBIX U
BaKHeNIIMX JIeKapCTBEHHbIX IIpernapaTos”
(Cobpanme 3akoHOmaTeAbCTBA Poccuiickoit






®enpepanunu, 2010, N 45, ct. 5851; 2011, N 50, cT.
7390; 2012, N 37, ct. 5002);

METOIMKY pacueTa mpeaeabHbIX OTITyCKHbBIX LIeH
MPOM3BOINUTEIE} HA JIeKapCTBEHHbIE TIperapaThl,
BK/TIOUEHHbIE B ITepevYeHb KM3HEHHO HEOOXOIVIMBIX U
BaKHEN X JIEKAPCTBEHHBIX ITperapaToB.

1(1). MuHKCTEpCTBY 34 paBooxpaHeHus Poccuiickoin
Oenepanyy 1 GenepasbHO aHTMMOHOIIOIbHOMN
c1y>kOe maBaTh P HEOOXOIMMOCTY Pa3bSICHEHUS 110
MpUMeHEeHNI0 MeTOAMKM pacueTa yCTaHaBAMBaeMbIX
MPOM3BOIUTENSIMY JIEKAPCTBEHHBIX IIPeIapaToB
TpeiebHbIX OTITYCKHBIX IIeH Ha JIeKapCTBEHHbIE
rpernaparbl, BK/IIOUeHHbIe B TlepeueHb sKM3HEeHHO
HEeOOXOAMMBIX U BasKHEMIINX JieKapCTBE HHBIX
Mpernaparos, IMPY UX rOCYyJapCTBEHHO perucrpanmum
U TlepeperucTpaln, yTBepKaeHHO HaCTOSIIIUM
MOCTaHOBJIEHUEM.

2. Hacrosiiiee moCcTaHOB/IeHME BCTYMAET B CUITy C 1
okTs6pst 2015 1.

IIpencenatens [IpaBuTe/NIbCTBA
Poccuiickoit @enepaiinmn
IO.MEIBEJIEB

VTBepXKaeHbl
rocra”HosyieHueM [IpaBuTenpcTBa






Poccuiickoit @egepaunn
ot 15 centsiopst 2015 1. N 979

VN3MEHEHNMA],
KOTOPBIE BHOCATCA B IOCTAHOBJIEHUE
[MPABUTEJILCTBA POCCUICKON
®ENEPAIIVN OT 29 OKTSBPA 2010 T. N 865

1. A63a11 BTOpOJt MyHKTA 1 U3JIOKUTD B CJIEAYIONIE
penakiun:

"TIpaBusia roCcyapCTBEHHOM PernucTpanum u
rnepeperucTpanum yCcTaHaBIMBaeMbIX
MPOU3BOAUTESIMMU JIeKaPCTBEHHBIX ITpenapaToB
NpeneibHbIX OTITYCKHbBIX LI€H Ha JIeKAaPCTBEHHbIE
rperaparhl, BKIIOUYEHHbIE B IIepeuyeHb KM3HEHHO
HEeOOXOAMMBIX ¥ BasKHEIIINX JIeKapCTBE HHBIX
rperaparos;".

2. IIpaBmiia rocyiapCTBEHHON perucTpanum
MpeebHbIX OTITYCKHBIX II€H MPOU3BOAUTENEN Ha
JIeKapCTBEHHbIE TIperaparThl, BKIIOUYEHHbIE B
repeyeHb KM3HEHHO HeOOXOIMMBbIX M BasKHEMIINX
JIeKapCTBEHHBIX TperapaToB, yTBePXKAeHHbIE
YKa3aHHBIM TTOCTAaHOBJIEHMEM, U3JIOKUTDb B
ciaenymolne peaaKkiu:

"YTBepXKIeHbl
rocra”HosyieHyeM [IpaBuTenscTBa






Poccuiickoit @egepatunn

oT 29 okTsi6pst 2010 . N 865

(B pefaKkuuM IIOCTAaHOBIEHUS
[IpaBuTtenbcTBa Poccuiickoin @epgepanumn
oT 15 cents6pst 2015 1. N 979)

[TPABUJIA
TOCYIOAPCTBEHHON PETUCTPALIVIU U
[TEPEPETICTPALIN
VYCTAHABJIMBAEMBIX ITPOM3BOJUTEIIMU
JIEKAPCTBEHHBIX ITPEITAPATOB
[TPEOEJIBHBIX OTITYCKHBIX LIEH HA
JIEKAPCTBEHHBIE ITPEITAPATDI,
BK/IIOYEHHBIE B IIEPEYEHD JKU3HEHHO
HEOBXOIVMbIX
1 BAXKHEMIINX JIEKAPCTBEHHBIX ITPEITAPATOB

1. Hactosmue [IpaBuia ycTaHaBAMBAIOT MOPSALOK
OCYILLEeCTB/IeHUS TOCYLapCTBEHHON perucTpauum u
rnepeperucTpanum yCTaHaBIMBaeMbIX
MPOU3BOAUTEISIMU TOCYAAPCTB - YJIEHOB
EBpa3niickoro 3KOHOMMUYECKOT0 COK03a U
MHOCTPAHHBIMU IPOU3BOAUTESIMMU JIEKAPCTBEHHBIX
rperapaTos (fajee - MIpPOU3BOAUTENN) IIPeeTbHbIX
OTIYCKHBIX LIEH Ha JIeKaPCTBEHHbIE Iperaparsl,
BK/TIOUEHHbIE B ITepevYeHb KM3HEHHO HEOOXOIVIMBIX U
BaKHEMIIMX JIEKAPCTBEHHbIX TIPENapaToB, €5KeroJHO
yTBepXkaaemblit [IpaBuTenbcTBOM Poccuiickoi






®enepauyu (ganee - JieKapCTBEHHbIE IIpernaparhl).

2. TocypgapcTBeHHas perncrpauus u
repeperucTpanus npefeabHbIX OTITYCKHbBIX LIEH
MPOM3BOJNTEEN HA JIeKapCTBEHHbIE ITpernapaTsl
OCYIIECTBJISIETCS B PYOJISX.

3. MUHMUCTEPCTBO 3ApaBOOXpaHeHMs1 Poccuiickoit
®denepaniiy OCyIECTBIISIET PETUCTPALINIO
IpenebHOM OTITYCKHO LIeHbl [IPOU3BOAUTES Ha
JIeKapCTBEHHBII TIperapar, ee rnepepermcTpanuio,
BHeCEeHMe YKa3aHHOV 3aperncTpupoOBaHHOM
(TlepeperncTpupoOBaHHON) TIpeie/IbHOM OTITYCKHOM
LIeHbI B TOCYJapCTBEHHbIN peecTp Ipeie/bHbIX
OTITYCKHBIX II€H IMPOM3BOANTENeN Ha JIeKapCTBEHHbIE
rperaparbl, BKIIOUEHHbIE B IIepeuyeHb )KU3HEHHO
HEeOOXOAMMBIX ¥ BasKHEIINX JIeKapCTBE HHBIX
Mpernaparos (Jajiee - rTOCyJapCTBEHHBIN peecTp),
BBIZIAUY JIepsKaTe 0 U BAaAe/bIly
PerucTpauMoOHHOr0 yA0CTOBEPEHMS JIEKapCTBEHHOIO
npernapara (YroJTHOMOYEeHHOMY MM JIUILY) BBIIIMCKU
U3 TpuKa3za MUHUCTEPCTBA 3 paBOOXpaHEeHUs
Poccuiickoit @enepaiiyiu 0 rocygapCTBEHHOM
peructpauuu (mepepeructTpanym) mpeaeabHon
OTITYCKHOJ LIeHbI IPOMU3BOAUTEISI Ha JIEKAPCTBEHHBI
nperiapar.

4. [Inst TocyJapCTBEHHO perucTpaum u






repeperucTpaIuy mpeaeabHO OTITYCKHO 1eHbI
MPOM3BOUTEJISI HA JIEKAPCTBEHHbIN ITpernapar B

MuHucTepcTBO 34paBooxpaHeH s Poccuiickoin
@enepauyy MpeLCTaB/ISIOTCS CleayloLye
IOKYMEHTbI (Ha 6yMakHOM HOCUTeJie B 2
9K3eMIUIsIpax U B 3JIeKTPOHHOM Bue):

a) 3asiBJIeHMe O perucTpauuy Wi repeperucTpalunmn
IpefenbHOM OTIIYCKHOM LleHbl [IPOMU3BOAUTES Ha
JleKapCTBEeHHbI Mpenapar o gopme, yrBepkiaeMoii
MuHucTepcTBOM 34paBooxpaHeHust Poccuitckoin
@enepanyy, conepskalilee cyieayolye CBefeHms :

HaMeHOBaHMe JiepskaTeJssl VI BJafeblia
PETrMCTPALIIOHHOTO YI0CTOBEPEH NS JIEKAPCTBEHHOTO
rpernapara, agpec 3JIeKTPOHHO MOYTBHI,
HauMeHOBaHMe MMPOM3BOAUTEJISI, MECTO HAXOXKIEeHMUS
MPOM3BOJICTBEHHBIX IUIOMIA/IOK, YUaCTBYIOIIMX B
MpoI1iecce MPOV3BOACTBA JIEKAPCTBEHHOTO
rpernapara, ¢ ykazaHueMm CTaguu mpoiiecca
MPOM3BO/ICTBA;

HaMMeHOBaH}e JIeKapCTBeHHOro Ipernapara
(MexxIyHapoIHOe HellaTeHTOBaHHOe, WK
IPYIIIMPOBOYHOE, MU XMMUYECKOe ¥ TOProBOe
HaMEeHOBaHMs);

HOMED PEruCTPAIMOHHOrO YIOCTOBEPEHMS
JIeKapCTBEHHOTO Tpernapara;






JIeKapCTBeHHas (l)opMa C YKazaHneM n03MpPpOBKU
JIEKapCTBEHHOTIO IIpeliapaTa 1 ero KoJimdecrsa BO

BTOPUUHOI (MOTPe6UTENbCKOI) YIIAKOBKE, a TAKXKe
KOMIIJIEKTHOCTD;

IITPUXOBOI KO, HAHECEHHbI Ha BTOPUYHYIO
(MOTpPe6bUTETHCKYI0) YITAKOBKY JIEKAPCTBEHHOTO
rnperapara;

KOJI, IEKapCTBEHHOTO Mpernapara 1o aHaTOMO-
TepaneBTUYeCKO-XUMMUUeCKOH Kaaccuduraumnm,
peKoMeHI0BaHHO BceMupHOIt opranu3sanmeit
3IpaBOOXpPaHEHNS;

KO[JI IeKapCTBEHHOTIO IIperapara B COOTBETCTBUM C
O61epocCUincKUM KaaccuGmuKaTopoM MPOIYKIUYU U
(umn) eguHOM TOBapHOI HOMEHKIIATYPOL
BHEIIHe3KOHOMMYECKO 1esTe/IbHOCTU
EBpa3uniickoro SKOHOMMYeCKOro C0103a;

npefenbHast OTITYCKHAs 1[eHa MTPOM3BOAUTEIS Ha
JleKapCTBEeHHbI TIpenapar, paccCuMTaHHas B
COOTBETCTBUM C METOAMKOI pacueTa
yCTaHaBIMBAaEeMbIX ITPOU3BOUTENISIMU
JIeKapCTBEHHBIX TPerapaToB MpeIesIbHbIX
OTIYCKHBIX I[€H Ha JIeKapCTBEHHbBIE MTpernapaThl,
BK/TIOUEHHbIE B ITIepevyeHb XM3HEeHHO He0OXOAMMBIX U
BaKHENIINX JIeKapCTBEHHBIX ITPernapaTos, IMpu UX
rOCYIapCTBEHHOI PETUCTPALIUY U TTepeperucTpaInmn,






YTBepsKIeHHO rmocTaHoBaeHeM [TpaBuTebCTBa
Poccuiickoit ®egepaunu ot 15 centsops 2015 . N

979 "O BHeCeHUM U3MEHEHMI B TIOCTaHOBJIEHNE
[TpaBuTtenbcTBa Poccniickoii ®epepanyu ot 29
okTs16pst 2010 r. N 865 1 06 yTBep>KIeHUM MeTOAUKN
pacyeTa yCTaHaB/IMBaeMbIX IIPOU3BOAUTEJISIMU
JIeKapCTBEHHBIX TIPerapaToB NpeaeibHbIX
OTITYCKHBIX II€H Ha JIeKapCTBEHHbBIE TpeIaparhl,
BK/TIOUEHHbIe B IIepevyeHb XM3HeHHO He0OXOAMMBIX U
BaKHENIIMX JIeKapCTBEHHbBIX NpPernapaToB, NPy UX
roCyapCTBEHHOM perucTpanum U repeperuncrpanmum”
(manmee - METOIMKA);

MOAIINCH U paciiM@poBKa IMOAMNCH
YIIOJIHOMOYEHHOTO JIMIIA, TO/KHOCTb, KOHTAKTHbIE
Teyie(OHBbI;

0) KOIusI JIMIIEH3MM Ha IIPOU3BOACTBO
JIeKapCTBEHHBIX CPEJICTB;

B) KOITMSI PETUCTPAIMOHHOTO YIOCTOBEPEHMST
JIeKapCTBEHHOTO Mperapara;

r) clenylolye JOKyMeHThI, peicTaBiseMble C
y4eTOM TPeOOBaHMIT METOIVKMA:

cBenleHMs 00 00beMax U I[eHaX OTITyCKa
HaXOISIIMXCS B o6palieHuu B Poccuitckoii
®denepanyy JieKapCTBEHHBIX IIperapaToB






IIPpON3BOACTBA ITOCYydapCTB - YIE€HOB EBpaBMVICKOFO
9KOHOMMYECKOIO CO1034a;

pacyeT mpefeabHbIX OTITYCKHBIX 1IeH Ha
JIeKapCTBEHHbIE TTperapaThl MPOU3BOACTBA
rOCyapCTB - WieHOB EBpa3niickoro SKOHOMMUYECKOTO
CO103a, IIPEeICTaB/ISIEMbIX Ha TOCYIAPCTBEHHYIO
perucTpanmio;

pacuer npeaenbHbIX OTITYCKHBIX II€H Ha
JIeKapCTBEeHHbIE MpernapaThl MPOM3BOACTBA
rOCyZ[apCTB - WieHOB EBpa3uiickoro SKOHOMMUYECKOTO
CO103a, TIPe/ICTaB/ISIEMbIX Ha TOCYNAPCTBEHHYIO
repeperucTpainmio;

000CHOBaHMe TpeieIbHbIX OTITYCKHBIX IIeH Ha
JleKapCTBeHHbIe MperapaThbl, BKIIOUeHHbIE B
repevyeHb KM3HEHHO HeOOXOAMMBIX U BasKHEMIINUX
JIeKapCTBEHHbIX MpernapaToB, MPeACcTaB/IsieMbIX Ha
rocyapCTBEHHYIO PeTUCTpaLIio WIN
repeperucTpanuio;

cBeleHMs 00 oObeMax U IleHax BBO3a JIEKAPCTBEHHBIX
IIpernapaToB MHOCTPAaHHOIO IIPOM3BO/ICTBA,
HaXOISIIMXCS B 0OpallieHu Ha TePPUTOPUN
Poccuiickoit ®enepaunu;

pacueT ImpeaeJbHbIX OTITYCKHBIX II€H Ha
JIeKapCTBEeHHbIE IMpernapaTbl MHOCTPAHHOI'O






IIPOU3BO/ICTBA, IPEICTaB/IIeMbIX Ha
rOCYIapCTBEHHYIO PETUCTPALMIO.

5. MuHMCTEPCTBO 3[IpaBOOXpaHeHust Poccuitckoit
denepaluy He BIIpaBe TPeOOBATh Y AepiKaTeNs MU
BJIaZIeJIblia PErCTPaLMOHHOIO YA0CTOBEpEeHNS
JIeKapCTBEHHOTrO Iperapara (YIIoJITHOMOYEeHHOTO UM
ML) TIpeCTaBIeHUs KON JOKYMEHTOB,
MpeayCMOTPEHHBIX MOAITYHKTamMu "0" 1 "B" ITyHKTa 4
Hacrosmux [Ipasui. [lepskaTenab UM Biaagenels
PerucTpauMOHHOI0 YA0CTOBEPEeHMS JIeKapCTBEHHOI'O
nperapara (yIIoJJHOMOYE€HHO€E UM JIUII0) BIIpaBe
MpeaCTaBUTb KOTIMU YKa3aHHBIX JIOKYMEHTOB I10
COOCTBEHHOI MHULIVIATHUBE.

6. B ciryyae npencraBieHus gepskaTesieM Uin
BJIaJleNblleM PEeruCTPAl[MOHHOTO YAOCTOBEPEHUS
JIeKapCTBEHHOTO Tperapara (YIioJIHOMOYEHHBIM UM
JIULIOM) 3asBJIEHUS O PerucTpanum rnpeneabHon
OTITYCKHOJ LIeHbI [IPOMU3BOAUTEISI Ha JIEKaPCTBEHHBI
nperapar A0 UCTEYEeHUS 3 JIeT CO THS IPUHITUS
perreHust 06 UCKITIOUEHU M TTpeIe/IbHOM OTIYCKHOM
LIeHbI Ha 3asIBJISI€MbIVi JIEKAPCTBEHHBII ITpenaparT u3
rOCyLapCTBEHHOTO peecTpa, IPUHITOrO Ha
OCHOBAHMM 3asIBJIEHMUS 3TOTO AepskaTelis Uin
BJIaJleblla PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIeKapCTBEHHOTO Tperapara (YIoJHOMOYEeHHOI0 UM
MLa), 3asiBJIeHHas pefeabHas OTIIYCKHAs 1jeHa He






MOXeT ITPpEeBbINIATh paHee MCKITIOUEHHVIO.

7. MMHUCTEPCTBO 34 paBoOXpaHeHms Poccuiickoin
depnepauun B TeueHue 15 pabounx Hei co JHS
obpalieHus gepykaTesis UIu Blaaesblia
perucTpauMoOHHOTO YAOCTOBEPEHMS IEKaPCTBEHHOTO
npemnapara (yIoJIHOMOYEHHOrO UM JINLA):

a) OCYIIIEeCTBJISIeT TIPOBEPKY MOTHOTHI
MpeCTaBJIeHHBIX B COOTBETCTBUM C ITYHKTOM 4
HacTogux [IpaBuil IOKYMEHTOB (Hasee -
IOKYMEHTBI) U COAEPsKAIIMXCS B HUX CBEIeHUIA;

0) B ciryuae eciu AepykaTesb Win Biafenel;
pPerucTpauyoHHOr0 YA0CTOBEpEeH S JIeKapCTBEHHOTO
rpenapara (YIoJTHOMOYEHHOEe UM JIUII0) He
MpeACcTaBUI:

KOITMIO PETUCTPAIIMOHHOTO YAOCTOBEPEHMS Ha
JIeKapCTBEHHBIN IIperapar, - IpoBepsieT CBeIeHMs O
rOCYIapCTBEHHOI PETUCTPALIMY JIEKAPCTBEHHOTO
rpernapara Ha OCHOBaHUM JaHHbIX TOCYIapCTBEHHOTO
peecTpa JieKapCTBEHHBIX CPEJICTB;

KOITMIO JIUIIeH3U M Ha IIPOU3BOJ,CTBO JIEKAPCTBEHHbIX
CpeJCTB, - 3allpaliyBaeT U [10JIy4aeT B [IOPsIIKe
MeXBeAOMCTBEHHOTO MH(OPMaLMOHHOTO
B3auMMOJeiCcTBUS OT MUHUCTEPCTBA
MIPOMBIIIEHHOCTU U TOProB/In Poccuiickoim






denepanyy MHGOPMAIMIO O HATUUNUY 10 JAHHBIM
peecTpa JIMIeH3uii Ha TPOU3BOICTBO JIEKAPCTBEHHBIX

CPeACTB AJis1 MeIUIIMHCKOTO TPUMeHeHU ST
COOTBETCTBYIOIIEI JTULeH3UN Y TIPOU3BOAUTENS (B
OTHOLIIEHUY POCCUIICKOTO MPOU3BOAUTES);

B) MPOBOAUT B COOTBETCTBUM C METOAMKOI TPOBEPKY
MpefebHOM OTITYCKHO 11eHbI TPOM3BOAUTENS Ha
JleKapCTBEeHHbIN Mpernapar JjIsl pellleHNs1 BOIIpoca o
HarpapjieHu 1 9K3eMIuIsipa JOKYMEHTOB B
denepanbHYI0 AHTUMOHOIIOIBHYIO CITYKOY;

I) IPpMHUMAET pellleHne 00 0TKa3e B
rOCyLapCTBEHHOM perucTpauum uin
rnepeperucTpanum npeaeabHOi OTITYCKHON 1€HbI
MPOM3BOAUTEJIS HA JIeKapCTBEHHBIN Ipernapar B
cyyae OTCYTCTBMUS B IPeACTaBIeHHbIX JOKYMEHTax
HEeOOXOAMMBIX CBeJI€HMI, BHISIBJIEHUS COTePsKALIMXCST
B HMX HeJJOCTOBEPHBIX CBEI€HUI1 UM TPEBbILIeHUS
3asIBJIEHHOI TIpeieIbHOM OTITYCKHOM IeHbI ITPU
rogave 3asBJeHMsI C y4eTOM TpebOBaHMI ITYHKTA 6
Hactosauux [IpaBui, a Takke B ciaydae
HelpenCcTaBJIeHs CBeleHNli B COOTBETCTBUM C
nyHkToM 10 HacTosiimux [IpaBui.

8. demepanbHasi aHTMMOHOIIO/IbHAS CTY)K0Oa B
TeueHue 15 pabounx gHe o THS ITOTyUYeHUST
IOKYMEHTOB ITPOBOAUT B COOTBETCTBUM C METOAMKOI






SKOHOMMYECKUI aHa/IN3 Hpe,ZLEHbHOﬂ OTHYCKHOﬁ
IIeHbI ITPOMU3BOANTEIA Ha HeKapCTBEHHbIﬁ rnmpermnapar,

a TaKke NMpUHMMAET U HaIpasisgeT B MUHUCTEPCTBO
3 paBooxpaHenus: Poccuiickoit @epepauun pelieHme
0 COTJIaCOBAaHMM YKa3aHHOJ IpeJe/bHO OTITYCKHOM
LIeHbI WJIX 00 OTKa3e B ee COTIacoBaHmM (C
U3JI0KEHVEeM IIPUYMH 0TKa3a).

9. MuHMUCTEPCTBO 3ApaBooXpaHeHus Poccuiickoit
depnepanyy B TeueHue 5 paboumnx qHei co AHS
nosyueHus pemeHns enepanbHon
AHTMMOHOTIOJIBHOI CITY>KOBI O COTJIACOBAHUMU
NpenebHOM OTITYCKHO LIeHbI [IPOU3BOAUTES Ha
JIeKapCTBEeHHbBIN ITpernapar win 06 oTkase B ee
COIJIaCOBaHUM IIPUHMUMAET pellieHne O
rOCyLapCTBEHHOM perucTpauumn uin
repeperucTpanum rpeaeibHOM OTITYCKHOM LeHbl
MPOM3BOUTEJISI HA JIeKaPCTBEHHBIN ITpernapaT ujiamn oo
OTKa3e B roCyiapCTBEHHO perncTpanum yKa3saHHon
LIeHbI C YUETOM pelleHNs, IpuHATOro denepajibHOMN
AHTMMOHOTIOJIBHOM CTYKOO07A.

10. B csiyuae He06XOAMMOCTY YTOUHEHMS CBEIEHUIA,
copepskaumxcs B IpefCTaBlIeHHbIX JOKYMEHTax,
MOJTyYeHUsI IOTIOTHUTeIbHO HeoOX0aMMOoii
MHboOpMaLMK JepsKaTesb UIU Biazesel]
PerucTpalMOHHOr0 YA0CTOBEePEeHYS JIeKapCTBEHHOI'0
npemnapara (yroJIHOMOYEeHHOe UM JINLO)






MpencTaBisieT Mo 3anpocy MuHucTepcrsa
3apaBooxpaHeHus Poccuiickoit @enepannu

COOTBETCTBYIOIIYIO TOKYMEHTATbHO 0DOPMIIEHHYIO
uHdopmainio. IIpy 3TOM CPOK pacCMOTPEHMS
IOKYMEHTOB, IIPeyCMOTPEHHbII TYHKTOM 7
HacTosmux [IpaBu, yBeauumBaeTcs He 60Jiee ueM Ha
10 paboumnx mHeA.

B ciriyuae HeOOXOAMMOCTM YTOUHEHMS CBeeHU,
copepsKaluuxcs B MpeaCcTaBlIeHHbIX JOKYMEHTaXx,
TOJTyYeHUSI JOTIOJTHUTEIbHOM HeoOX0aMMOii
MHOOpMAaIUM TepsKaTe/Ib VIV BJlajieel]
PErucTpalMoOHHOIO0 YAOCTOBEPEHMS JIEKAPCTBEHHOTO
npernapara (YroJTHOMOYeHHOe UM JIUIIO),
IOpUANYECcKMe JIUIa, OCYIIeCTBISIoIe
JesITeIbHOCTD ITPY 00paIleHUM JTeKapCTBEHHbBIX
CpeACTB, OpraHbl MCIIOJTHUTEIbHOM BJIACTU B
npenenax ux KOMIIETEHIIMU MIPeACTaB/ISIOT 10
3arnpocy PefepaabHO aHTYMOHOIIOIBHOJ CITY3KOBI
COOTBETCTBYIOIIYIO JOKYMEHTAJTbHO 0(DOPMIEHHYIO
nHbopmaiuo. [Ipy 3TOM CpOK pacCMOTPEHMS
IOKYMEHTOB, IPeAYyCMOTPEHHBIN ITYHKTOM 8
HacTosmux [IpaBui, yBeauumuBaeTcs: He 60j1ee yeM Ha
10 paboumnx mHe’si.

[Ipu HEMOCTYIUIEHUM OT Jiep>KaTesisi Uiu Biaafenblia
PETrMCTPALIIOHHOTO YI0CTOBEPEeH S JIEKAapCTBEHHOTO
mpenapara (yIoJHOMOYEHHOTO MM JINIIA) B ITpefenax






YCTAHOBJIEHHOT'O CpOKa 3aIpolleHHO
IOKYMeHTaJbHO 0OpMJIEeHHO MHbOpMaLn
@enepanbHasi aHTMMOHOIIOJIbHAS CJTy;K0a B TeueHue
5 pabouux mHEN Co THS UCTEUEeHUsI CPOKa ee

Mpe icTaBIeHNs] IPMHMMAeT peleHne 00 OTKase B
COTJIaCOBaHUM ITpefebHOM OTITyCKHOJ 1l€Hbl
MPOMU3BOINTEIS Ha JIeKAaPCTBEHHBIN MperaparT 1
HaIpaBJsieT ero B MMHMCTEPCTBO 31PaBOOXPaHEHMS
Poccuiickoitr @emepaninm, KOTOPOe B TeUeHME 5
pabounx AHeN CO THS MOJyYeHUs STOTO peleHust
MIpUHMMAET peleHne 06 0TKase B TOCYyIapCTBEHHOM
perucTpanum Uiu nepeperucTpany ykasaHHo
LIeHbI, 0 YeM B IIMCbMEHHOI (popMe yBeIOMIISIET
IlepskaTess Wiu Biagesblia perucTpaluyoHHOTO
YAOCTOBEpeHMSI IeKapCTBEHHOrO Mperapara
(YIIOTHOMOYEHHOEe UM JIULIO).

11. B cimyyae nmpuHSTHUS pellieHus O TOCYLapCTBEHHO
perucTpaium uiu repeperncTpannu npeneabHomn
OTITYCKHOJ II€HbI MPOU3BOAUTES HA JIEKAPCTBEHHbIN
npenapat MMHUCTEPCTBO 34paBOOXPaHEeHUS
Poccuiickoit @enepaiiit BHOCUT COOTBETCTBYIOLIME
JaHHbIE B TOCYLAapCTBEHHbIN peecTp, BblgaeT
JlepsKaTeIo Wi BAaAeblly perMCTPalliOHHOTO
YIOCTOBEpeHMs JIeKapCTBEHHOTO Tperapara
(YTIOITHOMOYEHHOMY MM JIMILY) BBIIIMCKY U3 TIpUKasa
0 rOCyAapCTBEHHOI perucTpauuy Uin
rnepeperucTpalum rnpeneabHOin OTITYCKHONM 1€HbI






IIPOM3BOLMTEIIS HA JIeKapCTBEHHBIN [Ipernapar u

pa3melniaeT COOTBETCTBYIOIIYIO MHGOPMaLNIO Ha
cBOeM o(puiIMabHOM caiiTe B MHPOPMaILMOHHO-
TeJIEKOMMYHUKALIMOHHO ceTu "VIHTepHeT".

12. B ciryuae mpuHSTUS pelieHus 06 oTkase B
rOCyLapCTBEHHO perucTpauum uin
repeperucTpauum rnpeneabHoi OTIIYCKHOM LieHbl
NIPOU3BOJANUTEIS Ha JIeKapCTBEHHBIN IIperapar
MuHMUCTEPCTBO 34 paBOOXpaHeHus POCCUCKOT
depnepauyiy yBeIOMIISIeT fepyKaTess WK Bilajelblia
percTpaluoHHOrO YA0CTOBEPEHYS J1IeKapCTBEHHOTO
rpernapara (yIoJJHOMOYeHHOe UM JINLO) B
NUCbMEeHHOVi (opMe 0 IPUHSATOM pelieHun (C
U3JI0’KeHMeM IIPUUMH 0TKa3a).

13. OcHOBaHMeM [Ji OTKa3a B COTJIAaCOBAHUMU
denepaibHOM aHTUMOHOIIOJIBHO CITY>KO071
rOCyLapCTBEHHO perucTpauumn uin
rnepepermucTpanuy npeaeabHO OTITYCKHON 1€HbI
MPOM3BOANUTEJIS HA JIeKapCTBEHHBIN Ipenapar,
OTKa3a B roCyfapCTBEHHO perncTpauum uin
nepepeructpauu MMHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit ®emepann
NpenebHOM OTITYCKHO LIeHbI [IPOU3BOAUTES Ha
JIeKapCTBEHHBI Tperapar C y4eToM pellieHus,
NpuHATOro denepanbHO aHTMMOHOIIOIbHOMN
CITYKOO1A, SIBJISIETCSI:






a) rmpeacraB/leHMe HeJOCTOBEPHBIX CBE,E[QHVIVI;

6) mpezcTaB/ieHMe JOKYMEHTOB B HETIOJITHOM 00beMe
" (V1) HETIOJTHOTA COAEPIKAIIMXCS B HUX CBeIeHUI;

B) IIpeBbILIEHME TTPeACTaBIeHHON IJ1s1
rocyapCTBEHHOV permcTpauum uin
repeperucTpanum rpeaeibHOM OTITYCKHON 1[eHbI
MPOM3BOANUTEJIS HA JIeKapCTBEHHBIV Mpenapart Haf,
LI€HOV, PACCYUTAHHON B COOTBETCTBUMU C METOIUKOIA.

14. PenreHne 06 oTKa3e B TOCYAapCTBEHHOIA
pPerucTpauyy Uiy nepeperucTpanu rpeaeabHoi
OTITYCKHOJ IIeHbI IPOM3BOAMUTE/IS Ha JIeKapCTBEHHbIA
rpenapar MoOXeT ObITh 065KaJ0BaHO B Cye6HOM
ropsike.

15. Inst rocynapCcTBEHHON perucTpanum npeeabHbIX
OTITyCKHBIX LIeH NPOU3BOANUTE/Ie Ha JIeKapCTBeHHbIe
rpernaparsl, He MOCTYIIaBIINe B 0bpalieHne Ha
Tepputopum Poccniickoit @enepaunm, Kpome
IIOKYMEHTOB, IIpe/ICTaBIISIOTCA:

a) MPOM3BOAUTEJIIMU FOCYIaPCTB - UIeHOB
EBpasuiickoro 5KOHOMMYECKOTO CO103a:

pacyeTr pacxo[0B, CBSI3aHHBIX C pPa3paboOTKOIA,
MPOM3BOJCTBOM U peanu3aliyieii 1eKapCTBEHHOTO
mperapara, ¢ pecTaBJIeHeM HEOOXOAIMBIX






OJOKYMEHTOB;

JaHHbIe 06 YUeTHOJ MTOJIUTHUKE TIPeIIPUITUS B YaCTU
criocoba yueTa 1 pacripeiesieHus
001LenTpOM3BOACTBEHHBIX U 00IEeX039/iICTBEHHBIX
pacxomoB Ha ce0eCTOMMOCTb JIeKaPCTBEHHbIX
Mpernaparos;

JIlaHHbIe, TOKYMEeHTaJbHO MOATBEPXKAAI0IIe CYMMY
00LIeIPON3BOICTBEHHBIX U 00I€X0351/1CTBEHHbBIX
pacxomoB;

MHGOPMAIS O CIIOCOOe OTHECeHMS
001IenTpOM3BOACTBEHHBIX U 00IIEX03S/ICTBEHHBIX
pPacxomoB Ha Ce0eCTOMMOCTh KOHKPETHOIO
JIeKapCTBEHHOTO IIperapara;

JaHHbIe 00 o6beMax BbIITYCKA JIEKAPCTBEHHOTO
perapara, €ero yoneJibHOM BeCe B O6IJ.I€M obbemMe
IIPOU3BOAMMDBIX JIEKAaPCTBEHHbLIX ITPEIIapaTOB;

IOKyMeHTaJbHOe TTOATBepskAeHMe 1 pacindpoBKa
3aTparT, 3aHMMAIOIIX HauOOIbIINIi yIe/IbHbII BeC B
ce6ecTouMMOCTH IIpenapaTos;

pacmndpoBKa pacxofgoB Ha MPOU3BOACTBO
JIeKapCTBEHHOTIO Iperapara Io craTtbsiM "CoIpbe” U
"MaTepuanbl”, a TaKKe JOKYMEHTaIbHOE
TOATBEP K eHe PacX0,0B 10 YKa3aHHBIM CTaTbsIM;






0) TPOM3BOAUTEISIMY TOCYIAPCTB - WIEHOB
EBpasuiickoro 3KOHOMMUYeCKOro C0x3a,

IUIAHUPYIOLMMU OCYLLeCTB/ISATD IIEPBUUHYIO U (VIIN)
BTOPMYHYIO YIIAKOBKY JIEKADCTBEHHOI'O IIpernapara B
Poccuiickoit ®enepauyu, gepxxaTteyieM MIn
BJIaJle/IbLieM PerUCTPaLMIOHHOIO YIOCTOBEepeHUs
JIeKapCTBEHHOTrO Iperapara (YIIOJTHOMOYEeHHBbIM UM
JIULIOM) B CJIyyae OTCYTCTBMUS 3aperMcTpUPOBAHHOM
npeeabHOM OTITYCKHOJ IIeHbl MHOCTPAHHOTO
MIPOU3BOANUTEISL HA 3TOT JIeKapCTBEHHBI Iperapar -
pasMep MMHMMAJIbLHOM OTITYCKHOM LIeHbI
npousBoauTess (6e3 yueta HaMMeHOBAHUS
MPOU3BOACTBEHHBIX IUIOIAI0K, YUaCTBYIOUIMX B
rpolecce Mpou3BOJCTBA) Ha JIeKapCTBEHHBI
rpernapar B CTpaHax, yKa3aHHbIX B IpuaoxxkeHuu N 4
K MeTO[MKe, C y4eTOM pacX0O0B, CBSI3aHHBIX C
TaMOKeHHbIM 0opMIIeHMeM (TaMOXXeHHbIX MOLIUIVH
1 c60pOB 3a TaMOXXeHHOe 0bopMIIeHIe), a TaKKe
cBeneHMsI (110 BbIOOPY AepskaTess UM BiiaJienblia
PerucTpaloOHHOr0 YA0CTOBEPEeH Y JIeKapCTBEHHOI'0
npemnapara (yroJIJHOMOYEHHOTO UM JIMLIA),
MOATBepsKalol e IpeCTaBIeHHYI0 MY HYMMAa/IbHYIO
OTITYCKHYIO LIeHY IIPOM3BOAUTEIS Ha JIeKapCTBEHHbI
npernapar (Ha 6yMaskHOM HOCUTeJIe C 3aBepeHHbBIM B
YCTaHOBJIEHHOM IIOPSJIKe IIepeBOJOM Ha PYCCKUM
SI3BIK);

B) MHOCTPAHHBIMU ITPOU3BOAUTEIISIMU - Pa3Mep






MUHUMaJIbHOM OTHYCKHOVI OeHbl MHOCTPAaHHOI'O
IIPOU3BOAUTEIIA (663 yuyeTa HaMMEHOBAHUA

MMPOM3BOACTBEHHBIX IUIOMIA/IOK, YUaCTBYIOIIMX B
poliecce MPOM3BOACTBA) HA JIEKAPCTBEHHBIN
npenapar B CTpaHax, YyKa3aHHBIX B MpUaoKeHuu N 4
K MeTOJIMKe, C yUeTOM PacXoA0B, CBSI3aHHBIX C
TaMOXeHHbIM 0opMJIeHIEM (TaMOKXEHHBIX TTOIIINH
1 cOOpPOB 3a TaMOXXKeHHOe 0OopMJIEHNE), a TAKKe
cBeZleHM (110 BBIOOPY AepykaTesist Uy Biaagenblia
perucTpaluyoHHOTO YAOCTOBEpeH s IeKapCTBEHHOTO
npernapara (YIoJJHOMOYEHHOI'0 UM JIULA),
MOATBEPKAI0IL Ve TPeCTaBIeHHYI0 MYUHMMAIbHYIO
OTITyCKHYIO LIeHY MHOCTPAHHOTO MTPOM3BOAUTESI Ha
JIleKapCTBEeHHbIN Tpenapar (Ha 6yMaskHOM HOCUTeJIe C
3aBepeHHbIM B YCTAaHOBJIEHHOM IOpSIIKe TTepeBOAOM
Ha PYCCKUI A3BIK).

16. lep>kaTenb MM Biiafeliel] perucTpalMOHHOTO
YA0CTOBepeHMsI (YIIOITHOMOYEHHOEe UM JIULI0)
BOCIIPOM3BENEHHOr0 IeKapCTBEHHOrO Mpernapara
MHOCTPAHHOI'O IIPOU3BOACTBA VUIN
BOCIIPOM3BEe€HHOr0 JIeKapCTBEHHOTO Tpernapara
MIPOM3BOACTBA TOCYAPCTB - WieHOB EBpa3muitickoro
9KOHOMMYECKOTO COI03a, He HaXOASI1Ierocs B
obpamennu B Poccuiickoit demepanmn,
MpenCcTaBisieT AJj1s roCyaapCTBEHHOM perncTpayumn
NpeneibHYI0 OTITYCKHYIO LIeHY IPOU3BOAUTENS Ha
JIeKapCTBEHHBII Iperapar, He npesbilanyio 80






MIPOIIEHTOB CpeHel 3aperMcTpUPOBAHHOM
Tpeie/IbHOM OTITYCKHO II€HbI ITPOM3BOIUTES Ha

pedepeHTHbII JieKapCTBEHHbII MIpemnapar,
pacCYMTAHHOM 3a Mepuog, 3 JeT A0 NpenCcTaBaeHns
JepykaTeaeM MUK BiaagesbleM PerucTpauyuOHHOTO
yA0CTOBepeHMs (YIIOJTHOMOYEHHBIM UM JIUIIOM)
YKa3aHHOI'O BOCIIPOM3BeIeHHOTO JIEKAPCTBEHHOTO
rperiapara rnpeeabHOM OTITYCKHOM LIeHBbI,
pacCYUTAHHON UCXOAS U3 CTOMMOCTY OOHOM
JIeKapCTBEHHO (HOpMBI, a B CJTyyae ero OTCyTCTBUS -
IpenesIbHYI0 OTIIYCKHYIO LIeHY, He IpeBhIlanInyo 80
MPOLEHTOB MaKCUMaIbHOM 3aperucTpUpPOBAHHO
peeabHONM OTITYCKHOJNM IIeHbl MPOU3BOAUTENS Ha
AQHAJIOTMYHBII JIEKapCTBEHHBIN Ipenapar (1o
MeXIyHapOAHOMY HellaTeHTOBAHHOMY
HaMMEHOBAHMUIO UJIU TIPU €T0 OTCYTCTBUM -
XUMMUUYECKOMY MJIU IPYIIIIUPOBOYHOMY
HauMeHOBaHMIO, JIeKapCTBeHHO dhopMe 1
IO3UPOBKe (KOHLEHTPal U, aKTUBHOCTU B €QUMHULIAX
IeCTBUS), pACCUMTAHHOM UCXOS U3 MAKCUMAJIbHO
CTOMMOCTM OJHO¥ JIeKapCTBeHHO opmbl. B ciryyae
eCJIY C MOMEeHTA roCyLapCTBEHHO perncrpauumn
1IeHbI Ha pedepeHTHbBIN JIeKapCTBEHHbIN ITperapar
MIPOLJIO MeHee 3 JieT, pacueT IPOU3BOAUTCS UCXOAS
13 (hakTUUeCcKoro nepmojia rocyaapCcTBeHHOM
perucTpauuy 1eHbl Ha peepeHTHbIN
JIeKapCTBEHHBII TIperapar.






JepskaTesb MK BiafeIel PerucTpauyioHHOro
yIOCTOBEpEeHMS (YIIOTHOMOYEHHOE UM JIUIIO)

BTOPOTO U TOC/IeIYIOMIMX BOCITPOU3BEIEHHBIX
JIEKapCTBEHHBIX ITpeIapaToB MHOCTPAHHOTO
MPOM3BO/ICTBA, HEe HAXOISIINXCS B 0OpalleHuu B
Poccuiickoit ®epepauyu, peacTaBiseT OJ1s
roCyIapCTBEHHO PerucTpanum npeneabHyo
OTITYCKHYIO II€HY ITPOM3BOAMTE/ISI HA TIeKapCTBEeHHBIN
rpernapar Hiske Ha 5 TIPOIIeHTOB Ioc/eiHei
3aperucTPUPOBAHHOMN IIPee/IbHOM OTITYCKHOJ L€HbI
IPOU3BOAUTEJISI HA AHAJIOTUYHBIN
BOCIIPOM3BeleHHbIV JIeKapCTBEeHHbIN Ipenapar (1o
MEeXIYHapOAHOMY HeITaTEHTOBAHHOMY
HAaMMEHOBAHUIO WJIU TIPU €r0 OTCYTCTBUM -
XUMUYECKOMY UJIU TPYIIIIMPOBOYHOMY
HaMeHOBaHUIO, JIeKapCTBEHHOI hopMe, JO3MPOBKe
(KOHILIEHTpaluK, aKTUBHOCTYU B e IMHUIIAX TeNCTBUS),
PacCUMTAHHOM UCXOS U3 MAaKCUMAJIbHOM CTOMMOCTHU
OJTHO1 JIeKapCTBEHHO (POPMBI.

[Ipu CHM>KEHUM OT MaKCUMaJIbHOVA
3aperMcTpUpOBaHHOM MpeebHO OTITYCKHO 11eHbI
MpOoM3BOANTENS HA ped)epeHTHbI JieKapCTBEeHHbIN
rpernapar, a B cJiydae ero OTCyTCTBUS - OT
MaKCMMaJbHO 3aperncTpMpPOBAHHOM IeHbI Ha
aHaJIOTUYHbBIV JTeKapCTBEeHHbI mpenapart (1o
MeXIyHapOAHOMY HellaTeHTOBAaHHOMY
HaMMEeHOBAaHUIO WJIU TIPU €r0 OTCYTCTBUM -






XUMMUYECKOMY UJIY TPYIIITIMPOBOYHOMY
HaMMEHOBAaHUIO, JIEKaPCTBEHHO (opme 1

IO3UPOBKe (KOHLEHTPALMM, aKTUBHOCTU B €AMHULIAX
IeiCTBMS), paCCUUTAHHOM UCXOIS U3 MaKCUMalbHO
CTOMMOCTM OJHOJ JIeKapCTBEHHO (hopmbl, Ha 40
MPOLEHTOB IpeJie/ibHas OTITyCKHAs LieHa
IIPOU3BOLMTEIISI HA BOCIIPOVI3BEIeHHbI
JIeKapCTBEHHBII IpernapaT MHOCTPAHHOI'O
MMPOM3BOACTBA He MOXKeT IpeBbIaTh 60 IMPOILEHTOB
MaKCUMaJbHOV 3aperncTpUpPOBAaHHOI NpeaeabHOi
OTITYCKHOJ IIeHbI IPOMU3BOAUTENSI Ha pe(epeHTHbIN
JIeKapCTBEHHBII IIperapar, a B cjydae ero
OTCYTCTBUS - MAKCUMaJIbHO 3aperucTpUPOBaHHON
NpenebHOM OTITYCKHO LIeHbI [IPOU3BOAUTES Ha
AHaJIOTUYHBIN JIeKapCTBEHHbIN Mpernapar (1o
MeXIyHapOAHOMY HellaTeHTOBAHHOMY
HaMMEHOBAHMIO WJIM TIPU €r0 OTCYTCTBUM -
XUMUYECKOMY UJIU TPYIIIIMPOBOYHOMY
HaMeHOBaHMIO, JIeKapCTBEHHO dhopMe 1
IO3UPOBKe (KOHLEHTpaLM, aKTUBHOCTU B €AVHULIAX
IeiICTBMS), paCCUUTAHHOM MUCXOIS U3 MaKCUMalbHO
CTOMMOCTM OJHO¥ JIeKapCTBEHHOM (DOPMBI.

17. [epkaTenb UK Biiagesel perucTpaiuoHHOTO
yIoCTOBepeHMs (YITOJTHOMOUEHHOE UM JIUIIO)
6110aHaI0roBOro (6MOMO0O0HOTO0) T€eKAPCTBEHHOTO
mpernapara MHOCTPAHHOTO ITPOM3BO/ICTBA U/
610aHaIoroBoro (61OMo06HOr0) TeKapCTBEHHOTO






npernapara Mpomu3BOACTBa TOCYAAPCTB - YWIEHOB
EBpasuiickoro aSKOHOMMYeCKOro cor3a, He

HaxopsIerocst B oopaiieHuu B Poccuiickoit
®denepanyu, IpeaCcTaBIIsieT IJIS TOCYIapPCTBEHHOM
perucTpaunm rnpeneabHyl0 OTIIYCKHYIO LIEHY
MPOU3BOANUTEJIS HA JIeKapCTBEHHBIN Ipenapar, He
MpeBbIaKIY0 90 MPOIEHTOB CpeaHel
3aperncTpPUPOBAHHON MTpeAe/IbHONM OTITYCKHO I1€HbI
MPOU3BOANTEIS Ha ped)epeHTHDI JIeKapCTBEHHBIN
rperapar, paCCUMTaHHO 3a epuof, 3 JeT A0
MpecTaBJIeHUs IepsKaTeaeM Uin BaagelbliemM
PEruCTPaLIMOHHOTO YAOCTOBEPEH S
(YIIOTHOMOYEHHBIM UM JIMIIOM) YKa3aHHOT'O
6110aHaI0roBOro (6MOMO0O0HOTO0) T€KAPCTBEHHOTO
rperapara rnpeejabHOl OTITYCKHOM II€HBI,
PaCcCYUTAHHON UCXOMAS U3 CTOUMOCTU OAHOM
JeKapCcTBeHHOI (OpMbl, a B c/Tyyae ero OTCyTCTBUS -
NpeneibHYI0 OTITYCKHYIO LIeHY, He MpeBbIlaninyo 90
MPOLEHTOB MaKCUMMaJbHO 3apeTruCcTPUPOBAHHOMN
npeneabHON OTITYCKHOM 11eHbl Ha aHAJIOTUYHbIN
JIeKapCTBEHHBIN Tperapar (Mo MeKIyHapogJHOMY
HeIaTeHTOBAaHHOMY HaMMEeHOBAaHUIO MJIN TIPU €ro
OTCYTCTBUU - XUMUUYECKOMY WIU IPYIIIIMPOBOYHOMY
HaMeHOBaHUIO, JieKapCTBeHHOI hopme 1
I03MPOBKe (KOHIIEHTPALN, aKTUBHOCTU B € IMHUILAX
IeiCTBMS), paCCUUTAHHOM UCXOIS U3 MaKCUMalbHO
CTOMMOCTM OJHOJ JIeKapCTBEHHOI GopMbl. B ciryuae






eC/I ¢ MOMEHTA TOCyIapCTBEHHOI perucTpanumn
1IeHbI Ha pedepeHTHbBIN JIeKapCTBEHHbIN ITperapar

MIPOIILJIO MeHee 3 JIeT, pacueT IMPOU3BOIUTCS UCXOISI
13 (aKTUYECKOT0 Iepuo/ia roCcyaapCTBeHHOM
perucTpauuy eHbl Ha peepeHTHbIN
JIeKapCTBEHHBIN Mpernapar.

HepxkaTtenb Win Bjiagesel perncTpauuoOHHOrO
yO0CTOBepeHMS (YIIOJTHOMOYEHHOE UM JIUIIO)
BTOPOTO U TIOCeAYIOMNX 6M0aHaIOTOBbIX
(61oMoa006HbBIX) TeKapCTBEHHBIX MTpernapaToB
MHOCTPAHHOI'O IIPOU3BOCTBA, HE HAXOASIINXCS B
obpamenuu B Poccuiickoit demepanmn,
MpefCTaBIIsieT IJisi TOCYLapCTBEHHON perucTpanmumn
NpefenbHYI0 OTITYCKHYIO LIeHY IPOMU3BOAUTES Ha
JleKapCTBEeHHbI Mpenapar Hiske Ha 5 MPOLIEHTOB
rocjaemHel 3aperMcTpUpoOBAHHOM IIpeaeabHOI
OTIYCKHOJ LIeHbI MIPOM3BOAUTES HA aHAJIOTUYHBI
JIeKapCTBEHHBIN Ipernapar (110 MeXAyHapOLHOMY
HeINaTeHTOBAHHOMY HaMEHOBAHUIO U/ IIPU €ro
OTCYTCTBUU - XUMUUYECKOMY WIU IPYIIIIMPOBOYHOMY
HaMeHOBaHMI0, JIeKapCTBEHHO dhopMe 1
IO3UPOBKe (KOHL@HTpaLM, aKTUBHOCTU B €AVHULIAX
JIeCTBUS), pACCUMTAHHOM UCXOS U3 CTOUMOCTU
OJTHO1 JIeKapCTBeHHO (POpPMBI.

[Tpy cHVKeHMM OT MaKCUMaJlbHOM
3aperuMcTpPUPOBAHHON MTpeae/IbHONM OTITYCKHO I1€HbI






Mpou3BoAuTeNs Ha pedepeHTHbI JieKapCTBEeHHbI
rperiapar, a B cjiyyae ero OTCyTCTBUS - OT
MaKCUMaJbHOM 3aperncTpUPOBAHHOM NpeenbHOI
OTITYCKHOJ LIeHbI IPOU3BOAUTES HAa aHAJIOTUYHBI
JIeKapCTBEHHBI Mperapar (110 MeXIyHapoLHOMY
HeIlaTeHTOBAHHOMY HaMeHOBAaHUIO U/ IIPU €ro
OTCYTCTBUU - XUMUUYECKOMY WIU IPYIIIIMPOBOYHOMY
HauMeHOBaHUIO, JIeKapCTBeHHO dhopMe U
IO3MPOBKe (KOHLIeHTpaLyy, aKTUBHOCTU B eAVIHULIAX
IeincTBUS), paCCUMTAaHHOM UCXOIS U3 MaKCUMaJIbHO
CTOMMOCTM OJIHO JieKapCTBeHHO (popMbl, Ha 40
MIPOLIEHTOB IIpeJie/ibHas OTIIYCKHAS LieHa
MpOM3BOINTEJSI HA 6110aHAIOTOBbIN (6MOTI0OL06HDI)
JIeKapCTBEHHbI IIperapar MHOCTPAHHOTO
MPOM3BOJCTBA HE MOXeT IpeBbIaTh 60 IPOLEHTOB
MaKC/MaJbHOM 3apernCTpUPOBAHHOI NpeaenbHOI
OTITYCKHOJ IIeHbI IPOM3BOAUTENS Ha pedepeHTHbI
JIeKapCTBEHHBI [Iperapar, a B cjyyae ero
OTCYTCTBMS - MaKCMMaJIbHOM 3aperucTpUPOBaHHOM
peneabHONM OTITYCKHON 11eHbl IPOU3BOAUTENS Ha
AQHAJIOTVMYHBII JIeKapCTBEHHBIN Ipenapar (110
MeXIYyHapOAHOMY HellaTeHTOBAHHOMY
HaVIMEHOBAaHMIO UJIV IIPU €r0 OTCYTCTBUM -
XVMUYECKOMY UV IPYIIIIMPOBOYHOMY
HauMeHOBaHUI0, IeKapCTBeHHO dhopMe U
IO3UPOBKe (KOHLIeHTpaUyy, aKTUBHOCTU B eJMHULIAX
JeiiCTBYS), paCCUMTAHHO UCXOIS U3 CTOMMOCTU






OJTHO1 JIeKapCTBEHHO (POPMBI.

18. 3aperucTpupoBaHHas npeaebHas OTITYyCKHAS
LleHa ITPOU3BOAUTENIS HA JIeKapCTBEHHbIN IIperapar
MOKET OBbITh ITepepPerucTprMpoBaHa Ha OCHOBAaHUM
3asiBJIeHMS ¥ JOKYMEHTOB, ITOJaHHbIX JepsKkaTesieM
WIN BaAesblieM PerncTpPauyiOHHOrO Y40CTOBEpeHUS
JIeKapCTBEHHOrO Iperapara (YIoJHOMOYEeHHOTO UM
nuua) no 1 okTs6pst Kaskaoro roga. 'ocymapcTBeHHast
repeperucTpanmus OCyILeCcTBIsSeTCS UCX0Os U3
pacueTa, mpegyCMOTPEHHOI0 MeTOAMKOM, He vale 1
pasa B KaJleHIapHOM rony.

19. 3aperucTpupoBaHHas npeaebHas OTITYCKHAS
1leHa Ha JIeKapCTBEHHbI ITpenapaT Nponu3BOACTBA
roCyapcCTB - uieHOB EBpa3uiicCkoro S5KOHOMMYeCKOro
CO103a MOXET OBITh TIepepermcTpupoBaHa:

a) [J151 IeKapCTBEHHbIX IIpernapaToB HMKHeCpegHero
1leHoBOro cermeHTa 110 500 py6Jieit (BKIIOUUTETbHO)
- B CJyuae yBeJIMYEeHMUs [1eH Ha CbIpbe U MaTepuasbl,
MCII0J/Ib3yeMble MPU MPOU3BOJICTBE KOHKPETHOTO
JIeKapCTBEHHOTIO Iperapara, a Takke HaK/IagHbIX
pacxon0B, KOTOPbIE B PABHOI CTENIEHU BIUSIOT HA
YpOBeHb 3aperucTPUPOBAHHBIX 11€H HA BCe
JIeKapCTBEHHbBIE MperapaTbl, OTHECEHHbIE K OTHOMY
MEeXIYHapOAHOMY HeITaTEHTOBAHHOMY
HaMeHOBaHMIO (KosebaHMs BaTIOTHBIX KYpPCOB,






ITOBbIIII€HME CTAaBOK HAJIOTOB, POCT TapI/I(bOB Ha
JJIEKTPO3HEPIruiIo, TEHJ'IOCHa6)KeHI/Ie,

BOJOCHabOkeHMe, TapudOB Ha ITepeBO3KH, IIeH Ha
TOIIMBO, (hOpC-MakOpHbIe 06CTOSITETbCTBA,
BO3HMKIIIVE Y TIOCTABIIVKOB ChIPhSI ¥ MaTepUasIOB),
HO He Bblllle YPOBHS (pakTHuecKkoi MHGASIUN
MpeLIeCTBYIONero KaJleHIapHOro rofa ¢ yueTom
MIPOTHO3MPYEMOTO YPOBHS MHMIISIIIMM TEKYIIIETO
ro/ia, yCTaHOBJIEHHOTO (he/lepasbHbIM 3aKOHOM O
(benepasbHOM GIOIKETE HA COOTBETCTBYIOMINIA
(buHAHCOBBIN rOJI U MJIAHOBBIN TTEPUOT;

0) B ciryuae M3MeHeHMs 1[eH Ha CbIpbe U MaTepuallbl,
a Takke M3MeHeHMsI HaKJIagHbIX pacX0i0B, HO He
BbIIlIe TPOTHO3MPYEMOT0 YPOBHS MHMISAI NN
TeKYILero rojia, yCTaHOBJIEHHOTO eepabHbIM
3aKOHOM O (deepaJbHOM OI0/IKeTe Ha
COOTBETCTBYIOLI I GMHAHCOBbBIN TOJ, U TIJIAHOBbI
epuon;

B) B CJIyuae eciu cpeHeB3BellleHHas dhakTuyeckas
OTITYCKHAY 1leHa Ha JIeKapCTBEHHbIN Mperapar 3a
Mepuo/l, UCTEKIIUIA CO THS rOCyAapCTBEHHOI
perucTtpaunm (rocjiegHei rnepeperucTpaumnumn)
TpeieJIbHO OTITYCKHO 11e€HbI, Obla HUKe
3aperucTPMpPOBAHHON Ha 3TOT MepUO], IleHbI He OoJtee
YyeM Ha IMPOTHO3UPYeMblil ypOBeHb MHDJISIIINN,
YCTAHOBJIEHHBII Ha TeKYIINi ro demepasbHbIM






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

Tepuo/T, HO He BhIlIe Pa3HUIIbI MEXIY
MPOTHO3UPYyeMbIM YPOBHEM MHQISLINU TEKYIIeTro
rojia, yCTaHOBJIEHHOTO (deiepasbHbIM 3aKOHOM O
(denepasbHOM OIOIKETE HA COOTBETCTBYIOMINIA
(buHaHCOBBIN oA, U IJIAHOBBINM IePUO, U PA3HULIEH,
PacCUMTAHHO B IIPOLIEHTAX OT 3aperMcTPUPOBAHHOM
LIeHbI, MEeXIY 3aperuCTPUPOBAHHON MpeaelbHON
OTITYCKHOJ LI€HO¥ TIPOU3BOAUTEISI HA
JIeKapCTBEHHDIN Iperapar U CpeSHeB3BellIeHHOI
(akTMUeCcKoii OTITYCKHO 11€HO Ha JiIeKapCTBEHHbIA
npemnapar 3a nepmoj, MCTEeKIINI CO AHS
roCygapCTBEHHON peructpauum (rmocaemgHen
rnepeperucTpanun) npenejabHOM OTITYCKHOM I[€HbI.

20. IIpu rocynapCTBEHHOM IepeperucTpaumn
NpenebHbIX OTIYCKHBIX LI€H POU3BOAUTENEN
roCyaapcCTB - 4ieHOB EBpa3niiCKoro 3KOHOMUYeCKOro
C0103a JOKYMEHTbI HA MHOCTPAHHOM S$I3bIKe
TpeICTaB/ISIIOTCS Ha OyMaskHOM HOCUTeJIe C
3aBepeHHbIM B YCTaHOBJIEHHOM IOpSIAKe ITepeBOA0M
Ha PYCCKUM SI3bIK.

JlaHHbIe B OTHOIIEeHMM BCeX aKTUUECKMX IeH B
BaJIIOTe TOCyAapcTBa - wieHa EBpasuiickoro
9KOHOMMYECKOTO COI03a MPEeICTABISIIOTCS C YYETOM
repecyeTa Ha py6Jiu 1o KypcCy, YCTAHOBJIEHHOMY






LlenTpanbHbIM 6aHKOM Poccuiickoii ®epepaium Ha
IaTy, KOTJa IIpou3BOaMUTeIeEM OblJIa OCYIECTBIEHA

(dakTMueckast peannsanys JeKapCTBEHHbIX
rperapaToB OpraHu3anuy OITOBOI TOPrOBIN U
() anTevyHoi opraHu3auyu aubo
VHOVBUIYAIbHOMY peaIpUHUMATENI0, UMEIOI UM
JUIEH3MI0 Ha hapMalleBTUYEeCKYIO NesITeTbHOCTb.

21. 3aperucTpupOoBaHHas MpeneabHasi OTITYCKHAs
IleHa Ha JIeKapCTBEHHbIV MpenapaT MHOCTPAaHHOTO
MIPOM3BOIUTEISI MOKET ObITh ITIepeperucTpupoBaHa B
cIyJae, ec/iv poCT Kypca HallMOHAJIbHOM BaTIOThI
rocyaapCTBa-mpou3BOAUTEIS K pyOJIio 3a Iepuoz, Co
IHSI TOCYIapCTBEHHOM peructpauyu (mociegHeii
rnepeperucTpanun) npeaejabHOM OTITYCKHOM 1[€HbI
MPOM3BOANTEJISI HA JIeKapCTBEHHBIV Mpenapart A0 AHS
MoJauy JOKYMEHTOB Ha OUepeHYIO ee
repeperucTpaluio peBbilllaeT MPOTHO3MPYEMBbI it
ypoBeHb MHQJISLINYM TEKYIEro rojia, yCTaHOBJI€HHbIA
dbenepanbHBIM 3aKOHOM O (eiepaibHOM OI0/IKeTe Ha
COOTBETCTBYIOMI NI GVMHAHCOBBIN IO M TIJIAHOBbI
repuog,.

l'ocymapcTBeHHAas MepeperucTpanms npeneabHon
OTITYCKHOJ LI€HbI [IJIS1 MUHOCTPAHHBIX
MIPOMU3BOAUTENIEN OCYIECTBIISIETCS C yUETOM
MPOTHO3UPYEMOT'0 YPOBHS MHQISIIUY TEKYIIETO
rojia, yCTaHOBJIEHHOTO (deepaibHbIM 3aKOHOM O






(be,uepaanOM 6IO,EL)K€T€ Ha COOTBQTCTBYIOILU/IVI
(bMHaHCOBbIﬁ roJ U IJIaHOBbIN rnepmon, Ho He BbIIIe

pa3HUIIbI MEXAY IPOTHO3UPYEMbBIM YPOBHEM
MHQIISIIUY TEKYIIEro Ioia, yCTaHOBIEHHbIM
dbenepanbHBIM 3aKOHOM O (eiepaibHOM OIoKeTe Ha
COOTBETCTBYIOLIUI GMHAHCOBbBIN TOJ, U TIJIAHOBbI
Tepuon, ¥ pasHuleil, paCCUMTAHHOI B IIPOLEHTaX OT
3apPerMcTpPUPOBAHHOMN I€HbI, MEXIY
3aperMcTpPMpPOBAHHOMN ITpeae/bHOM OTITyCKHOM IIeHOM
MPOU3BOANUTEJIS HA JIEKapCTBEHHBIV Ipenapar u
CcpenHeB3BellleHHO haKTHUuecKoli 1ieHO BBO3a
JIeKapCTBEHHOTrO Iperapara 3a nepuop, UCTeKI Ui Co
IHS TOCYJapCTBEHHOM peructpauyn (mociesHein
repeperucTpanumn) npeneabHoM OTITYCKHOM LeHBbI, C
Y4eTOM MUHUMAJIbHOM OTITyCKHO 1[€HbI
npousBoauTes (6e3 yueta HaMeHOBaHUS
MPOU3BOACTBEHHBIX IUIOIAI0K, YUaCTBYIOUIMX B
rpo1ecce NMPOU3BOACTBA) HA TAKOW JiIeKapCTBEHHBIA
rpernapar B CTpaHax, yKa3aHHbIX B IpuiaoxkeHun N 4
K MeTOMKe, C IIpeiCTaBJIeHneM CBeIeHU (T10
BBIOODY JlepskaTesst Wi Baafesiblia
PerucTpauoOHHOr0 YA0CTOBEPEHMS JIEKapCTBEHHOIO
npermnapara (yroJHOMOYEHHOTO UM JIU1A),
MOATBEPKIAOIINX ITPeACTaBIeHHYI0 MUHUMAIbHYIO
OTITYCKHYIO II€HY IPOMU3BOAUTEJISI HA TIeKapCTBEHHBIN
npemnapar (Ha 6yMmaskHOM HOCUTeJIe C 3aBepeHHbIM B
YCTaHOBJIEHHOM IOPSIIKE IIepeBOAOM Ha PYCCKU






SI3BIK).

22. Ilpu rocynapCTBEHHOM IepeperucTpauumn
Tpefie/IbHBbIX OTITYCKHBIX LIeH IIPOU3BOAUTENei]
roCynapcCTB - 4ieHOB EBpa3uiiCkoro 3KOHOMU4YeCcKoro
C0I03a, B TOM 4MCJIe OCYLeCTBIISIOIIVX IIEPBUYHYIO U
(MIM) BTOPUYHYIO YIIAKOBKY JIEKapPCTBEHHOT'O
npenapara B Poccuiickoi ®enepaiin, Ha
JleKapCTBeHHbIe IIperaparsl B CIyJasx,
MpeayCMOTPEHHbIX TOATTYHKTaMM "a" 1 "6" myHKTa 19
Hactosuux [IpaBui, npeenbHbI YPOBEHD
peHTabenbHOCTY He MOXKeT MpeBbIaTh 30
IIPOLIEHTOB.

23. Ha ocHOBaHMM 3as1BJIeHUS AepsKkaTesisl Uin
BJIafieJIblia PErUCTPALMOHHOTO YA0CTOBEPEHUS
JIeKapCTBEHHOTrO Tperapara (YIoJJHOMOYEeHHOTO UM
JINLA) O CHYDKEHUU 3apeTrUCTPUPOBAHHOM
peeabHOM OTITYCKHO 1IeHbl TPOU3BOAUTES
MuHMUCTEPCTBOM 3ApaBooXpaHeHus Poccuiickoin
depepaliiy pacCMaTPMUBAELTCS BOIIPOC O BHECEHU U
COOTBETCTBYIOLIUX U3MEHEeHUI B peeCTPOBYIO 3aIUCh
rocy1apCTBEHHOIO peecTpa.

B cirydae cHMKeHMS 3aperucTpMpOBaHHOM
IpenebHOM OTITYCKHO LieHbl [IPOU3BOAUTES Ha
OCHOBAHMY 3asIBJICHMS lepyKaTesls MY Bilafienblia
perucTpaluoHHOrO YA0CTOBEPeHYS 1IeKapCTBEHHOTO






npemnapara (YIoJHOMOYEHHOTO UM JIuIia) IleHa Ha
TaKO¥ MperapaT He MOXeT ObITh 3asiBJieHa

JepskaTesemM WIn BlIaielblieM PEerucTpaluOHHOTO
YIOCTOBEpeHMs JIeKapCTBEHHOTO Iperapara
(YIIOJITHOMOYEHHBIM UM JIMLIOM) Ha IepeperncTpanuio
B TeueHMe Iofa CO IHS MPUHSITHUS pellleHUsI O
CHUDKEHUM TIpeie/IbHOM OTITYCKHOV 11€HbI.

MuHMCTEPCTBO 3ApaBOOXpaHeHMs Poccuiickoin
@enepaniuu 10 pe3yabTaTaM BHECEHUS
COOTBETCTBYIOIIMX U3MEHEHUI B TOCYAapPCTBEHHbI
peecTp BbIAAET AepskaTelll0 Uin Bladelbly
PErucTpaluMoOHHOr0 YA0CTOBEPEHMS JIEKaPCTBEHHOTO
npermnapara (yroJJHOMOUYE€HHOMY UM JIUIY) BBITIUCKY
"3 roCyLapCTBEHHOIO peecTpa.

24. TocymapcTBeHHAst perucTpauys u
repeperucTpaius mpeaeabHbIX OTITYCKHBIX LIeH
MIPOM3BOIMUTEIEl Ha JIeKapCTBEHHBIE IperapaTsl
OCYIIeCTB/ISIeTCSI 1J1sl IPOU3BOAMTE el 6ecryiaTHoO.

25. ®epepanbHast aHTMMOHOIIONbHAS CTYK6a
OTMEeHsIeT pellleHye O COIVIaCOBaHUM Ipele/IbHOM
OTITYCKHOJ LIeHbI IIPOU3BOAUTEIS Ha JIeKapCTBEHHbIN
rperiapar, eciay [nocjie IPUHATUS TAKOTO pelleHUs
YCTaHOBJICHO, UTO AepykaTesieM UM Bilafe/blemM
percTpaloOHHOrO YA0CTOBEPeH Y J1IeKapCTBEHHOTO
npernapara (yIoJJHOMOY€HHbIM UM JULIOM) ObLIN






IIpeacTaB/IEHbI IIOBJIMABIINME HAa PE3Y/IbTAT PEIIeHUA
HeagoCTOBepHbIe CBedeH M.

MuHMUCTEPCTBO 3ApaBoOXpaHeHMs Poccuiickorii
depepaliiy OTMEHSIET pellleHNe 0 TOCyAapPCTBEHHOM
perucTpaium Uiy repeperncTpannu npeneibHomn
OTITYCKHOJ LI€eHbI MPOMU3BOAUTES Ha JIEKAPCTBEHHbIN
rperapar B ¢cjy4dae, ecjiy rocjie IpUHATUS TaKOro
pellieHNs YCTaHOBJIEHO, YTO AepykaTeaeM Win
BJIaZieJ/IbLieM PerucTpanMOHHOIO YI0CTOBepeHNs
JIEKapCTBEHHOTO Tperapara (YIIoJTHOMOYEHHBIM UM
JIUIIOM) OBLIM TIpeiCTaBIeHbl HeJIOCTOBEPHbIE
CBeJeHMsl, IOBIMSBILINME HA Pe3Y/IbTaT IIPUHSTOTO
MuHMUCTEPCTBOM pellleHus], a TAKKe B cydae, eciin
depnepanbHast aHTMMOHOTIONbHAS CY)K0a OTMeHM/Ia
peleHne O COrIaCOBAaHMM IIpeie/IbHOM OTITyCKHOM
LIeHbI [IPOMU3BOAUTEISI Ha JIEKapCTBEHHBII pernapar.
MuHMCTEPCTBO 3ApaBOOXpaHeHMs Poccuiickoit
®denepaliviy B YKa3aHHbBIX CYYasiX UCKIHOUAET
3aperuCcTPUPOBAHHYIO (TIepeperucTpUpOBAHHYIO)
NpeneibHYI0 OTITYCKHYIO LIeHY 13 TOCyAapCTBEHHOIO
peecTpa.”.

3. B IlpaBunax BeeHMs rOCyJapCTBEHHOTO peecTpa
NpenebHbIX OTITYCKHBIX LIeH IPOU3BOAUTENEeN Ha
JIeKapCTBEHHbIE MperapaThl, BKIIOUEHHbIE B
repeveHb JXM3HEHHO HeOOXOIMMBbIX U BasKHEMIINX
JIeKapCTBEHHBIX IIPerapaToB, YTBePKIeHHbIX






YKa3aHHBIM ITOCTaHOBJIEHUEM :

a) MMyHKT 5 M3JIOKUTD B CIeAYIOLIei peJaKLyn:

"5. PeecTpoBas 3amuch COJIEPKUT CyieAylolie
CBeJleHMSI:

a) HayMeHOBaHMe iepskaTessl WIN Bajesblia
PETMCTPALIVIOHHOTO YI0CTOBEPEH S JIEKAPCTBEHHOTO
rperapara, HaMeHOBaHMe TTPOU3BOIUTEIS
JIeKapCTBEHHOTO IpernapaTa, MECTO HaX0KIeHMsI
MPOM3BOJICTBEHHBIX IUIOMIAIOK, YUaCTBYIOIIMX B
MpoIiiecce MPOU3BOACTBA JIEKAPCTBEHHOTO
rperapara, ¢ ykazaHueM CTaauy mpolecca
MIPOU3BOJICTBA;

6) HauMeHOBaHMe JIeKapCTBEeHHOTO MpenaparTa
(MexxnyHapoJHOe HellaTeHTOBaHHOe, 1IN
IPYIIIMPOBOYHOE, VU XMMUYECKOe ¥ TOProBoe
HaMMEHOBAaHMA);

B) HOMEp PerucTpPauyoHHOrO YA0CTOBEPEeHUS
JIeKapCTBEHHOTO Mperapara;

r) JeKapcTBeHHas popMma ¢ ykazaHueM 4,03UPOBKMU
JIeKapCTBEHHOIO IIperapara ¥ ero Kojudecrsa BO
BTOPUYHO (ITOTPEOUTEIbCKOII) YITAKOBKE, a TAKKe
KOMIIJIEKTHOCTD;

Il) 3aperuCTpUPOBAHHAS MIpe/Iie/ibHast OTITYyCKHAS






1[eHa TPOM3BOIMUTEJIS Ha JIEKAPCTBEHHBIN MTpernapar B
pyonsix;

e) Jara 1 HoMmep npukasza MmHucrepcTBa
3apaBooxpaHeHus Poccuiickoit @emepanu o
rocy1apCTBEHHO perncrpanum, nepepeructpannum
MpeeabHONM OTITYCKHOM IIeHbl IPOU3BOAUTENS Ha
JIeKapCTBEHHBII TIperapar;

) LUTPUXOBOI KO, HAHECEeHHBII1 Ha BTOPUYHYIO
(TOTPeOUTETHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
rpernapara;

3) KOZ, JIeKapCTBEHHOTI0 Iperapara 110 aHaTOMO-
TepaneBTUYECKO-XUMMUUECKOM Kaaccuduranmum,
pEeKOMEHI0BAaHHOI BceMMpHOI opranm3anmein
3 paBOOXpPaHEeHUs. " ;

0) IOMOJHUTDL MYHKTOM 6(1) ciemytomiero
copepskaHus:

"6(1). BHeceHMe M3MeHeHMI B peeCTPOBYIO 3aMUCh O
roCyapCTBEHHOM perucTpanum npeneirbHom
OTITYCKHOJ 1I€eHbI IPOU3BOAUTEIS HA JIEKAPCTBEHHbIN
mpemnapar B 4aCTU M3MeHeHUs] HauMeHOBaHMS
JIeKapCTBEHHOTrO Iperapara (MeXAyHapOogHOro
HernaTeHTOBAHHOTO, UK TPYIIIMPOBOYHOTO, UJIU
XMMMUYECKOTO U TOPrOBOTO HAMMEHOBAHMSI),
HaIMCaHMs TIeKapCTBEHHO (GOPMbI, HAITMCAHMUS






JO3MPOBKMN JIEKAPCTBEHHOTO IIpeIiapaTa, MSMEHEHUA
JeprKaTteyid MM Bjaageiblia perumcTpauMOHHOI'O

YIOCTOBEpEeHMsI JIEKapCTBEHHOTIO TIperapara,
U3MEeHeHMS TIPOM3BOAUTES IEKapCTBEHHOTO
npernapara, HauMeHOBaHMS TPOU3BOACTBEHHbBIX
IUIOIIAA,0K, YYaCTBYIOIIMX B IIPOLecce MTPOU3BOACTBA
JIeKapCTBEHHOTO TIperiapara, HoMmepa
PErUCTPALMOHHOTO YAOCTOBEPEHMS IEKaPCTBEHHOTO
rpernapara, WiTPMXOBOro KOJa, HAaHECEHHOTO Ha
BTOPUUHYIO (MTOTPEOUTETHCKYIO) YITAKOBKY
JIeKapCTBEHHOTO TIperapaTa, KOMIJIEKTHOCTU
JIEKapCTBEHHOTO Tperapara (py yCJI0BUN
OTCYTCTBUSI MU3MEHEHMS ero KOJMYeCTBa BO
BTOPUUHOI (ITOTPeOUTENHCKOI) YIIaKOBKE)
OCYILECTBJISIETCSI HA OCHOBAHUM 3asiBJIEHUS
JIepskaTesss Uan BiIaaeiblia perucTpaliOHHOTO
YIOCTOBEpeHMSI JIEKapCTBEHHOTO Tperapara
(YIIOJTHOMOYEHHOr0 UM 1niia) MMHUCTEPCTBOM
3apaBooxpaHenus Poccuiickoit @enmepanym 6e3
coryiacoBaHus ¢ ®emepanbHOM aHTMMOHOIIOIBHOM
CTy>k00171 ¢ coxpaHeHueM IocaeIHek
3aperMcTpPMpPOBAHHON IeHbI Ha JIeKapCTBEHHbIN
npernapar. MMHUCTEPCTBO 34PaBOOXPaHEHMS
Poccuiickoit @enepaiiiu 1o pe3yabTaTraM BHECEHUS
U3MEHEeHMI1 B peeCTPOBYIO 3aIIMCh BbIAAeT
IepskaTeao WiIM BAaAeblly perMCTPaliOHHOTO

YA, 0CTOBEpEeHMS JIEKAPCTBEHHOTO IIpernapara






(YIIOTHOMOYEHHOMY UM JIUILY) BBITIMCKY U3 peecTpa.”;

B) IYHKT 7 OOMIOJHUTD MOAIIYHKTOM T CJIeIYIOILero
coepkaHus:

"T') OTMEHBI pellleHus 0 TOCyAapCTBEHHOM
perucTpauuy UiIn rnepeperucTpauyy npeneibHomn
OTITyCKHOJ LIeHbI IIPOU3BOAUTEIS Ha JIeKapCTBEHHbIN
npemnapar.”.

YTBepKaeHa

TOCTaHOBJIeHMeM [IpaBuUTeNbCTBA
Poccuiickoit @enepaiinmn

oT 15 centsiopst 2015 1. N 979

METOZIVIKA
PACYETA IMPEJEJIbHBIX OTITYCKHBIX LIEH
[TPOM3BOJUTEJIEN
HA JIEKAPCTBEHHGBIE IIPEITIAPATHI, BKJIIOUEHHBIE
B I[IEPEYEHbD )KMI3HEHHO
HEOBXOJUMBIX I BAXXHEMIIINX
JIEKAPCTBEHHBIX [TPEITAPATOB

I. O611Me noNoXKeHUS

1. HacTosiiiast MeToAMKa yCTaHABIMBAET MTOPSIIOK
pacyeTa Ipejie/IbHbIX OTITYCKHBIX I[€H
MIPOU3BOANUTEIE IEKAPCTBEHHBIX ITPENapaToB
(masee - MIPOM3BOAUTENIM) HA JIeKAPCTBEHHbIE






IIperapaTbl, BKIIOUE€HHbIE B IIepeY€Hb )KM3HEHHO
HeO6XO,ELI/IMbIX U Ba)KHEMIIUX JIEKapCTBEHHDbIX

rpenaparos (Jiajiee - T1eKapCTBeHHbIe MTpernaparhl),
TIpU UX TOCYIapCTBEHHOM perucTpanum u
repeperucTpaum.

I1. PacueT npenesbHOM OTITYCKHO 1I€HbI HA
pedepeHTHbIN
JleKapCTBEHHbII Mperapar Mpu ee rocy1apCTBeHHOM
peructpauun

2. IlpenenbHast OTITyCKHAs IleHa Ha pedepeHTHDI
JIeKapCTBEHHBIN TMpernapaT yCTaHaBIMBAETCS 151
Kakoro Mpou3BOAUTENS B paMKax
PerucTpanoHHOTO YA0CTOBepeHMS pedepeHTHOTO
JIeKapCTBEHHOrO IperapaTa B COOTBETCTBUM C
TpeboBaHUAMM ITyHKTOB 24 1 25 ITpaBu
roCyJapCTBEHHOM perucTpanum 1 nepeperucrpaunmn
Mpeae/ibHbIX OTITYCKHBIX 1I€H MPOU3BOAUTENe Ha
JIeKapCTBEHHbIE TIperaparThl, BKIIOUYEHHbIE B
repeveHb XXKM3HEHHO HeOOXOMMBbIX M BasKHEMIINX
JIeKapCTBEHHBIX IperapaToB, YTBepKIe HHbIX
nocranosysieHueMm IIpaBurtenbcTBa Poccniickon
denmepauyu ot 29 okTs6ps 2010 r. N 865 "O
roCygapCTBEHHOM peryJiMpoOBaHUM 1IeH Ha
JIeKapCTBEHHbIE TIperapaThl, BKIIOUYEHHbIE B
repeveHb JKM3HEHHO HeOOXOIMMBbIX U BasKHEMIINX
JIeKapCTBEHHBIX ITperapatoB” (masnee - [IpaBuia), Ha






OCHOBAHUM TAHHbBIX, PACCUMTAHHBIX B COOTBETCTBUM
C HacTosIel MeTOAMKOIMA.

3. [Ipepyiaraemasi K roCcyapCTBEHHOM perucTpanumn
npeneyibHas OTIYCKHAS LieHa ITPOU3BOAUTEIS
rocy1apcTBa - yjeHa EBpasuitckoro 3kKOHOMMUYECKOTo
cor03a Ha pedepeHTHbII IeKapCTBEHHbI ITpernapar
He MOXeT MPeBbIIAaTh:

a) cpeiHeB3BelIeHHYI0 (aKTUUeCKYI0 OTITYCKHYIO
1IeHy Ha pedepeHTHBII JIeKapCTBEHHbIN Ipernapar 3a
OTYEeTHBIN NepUOoJ, PACCUNTAHHYIO B COOTBETCTBUM C
pasnenoM IV HacTosIein MeTOOMKY Ha OCHOBAaHUU
CBeJleHMi1 00 00beMax ¥ OTIYCKHBIX I[eHaX
HaXOOSIIMXCSI B oopareHnn B Poccuiickoii
®denepalivy JieKapCTBEHHBIX IIpelrapaToB
MPOU3BOANUTEJISI TOCYAAapCTBa - ujieHa EBpa3uiickoro
SKOHOMMYECKOT0 COI03a U JIeKapCTBEHHOTO
rperapara MHOCTPAHHOTO ITPOU3BOACTBA, IepPBUYHAS
U (MJIN) BTOPMYHAS YIIaKOBKa KOTOPOTO
OCYILECTBIISIETCS WIN IIJIAHUPYETCS OCYILEeCTBIISIThCS
B Poccuiickoit @enepaiimu, COrJIaCHO NpUIOKeHUI0 N
1;

0) B ciTyuae ecjiv JieKapCTBEHHbIN ITpernaparT
MHOCTPAHHOTI'O ITPOM3BO/ICTBA VJIM IIPOU3BOIUTEIS
rocyapcTBa - ujieHa EBpa3uiickoro 53kKOHOMMUYECKOTO
CO03a peayin3yeTcsl B MHOCTPaHHBIX rOCYAapCcTBaX, B






OTHOIIIE€HMM KOTOPLIX ITPEeACTaABJ/IAETCA I/IH(l)OpMaL[I/IH
00 YPOBHE€ MMHMMAJIbHbIX OTITYCKHBIX II€H Ha

JleKapCTBEeHHbIe MMperaparsl COTJIACHO MPUIOXKEHUIO
N 2, - MMHMMAaNbHYIO OTITYCKHYIO LIeHYy
npousBoauTess (6e3 yyeTa MpoM3BOICTBEHHBIX
IUIOIAA,0K) Ha JIeKAPCTBEHHBII Tperapar B
YKa3aHHBIX FOCYAapCTBax, PACCUMTAHHYIO B
COOTBETCTBUM C pa3genom VII HacTosIen MeTOANKA
Ha OCHOBAaHMM pacyeTa npeaeabHOi OTITYCKHOM
LIeHbI [TPOMU3BOAUTEISI HA JIEKAPCTBEHHBII Mpernapar,
MIpeCTaB/IsIeMOi Ha TOCYIaPCTBEHHYIO PerUCTPaLio
(mepeperucTpaumio), COrJIacHO mpuaoxkeHunio N 3 ¢
Y4€TOM Pacxofo0B, CBSI3aHHBIX C TAMOKEHHBIM
odopMmIeHNEM.

4. TIlpepnaraeMasi K rocyLapCTBEHHOM perncTpauun
npefenbHas OTIYCKHAs 1leHa Ha pedepeHTHbI
JIeKapCTBEHHBII IIperapar MHOCTPAHHOTO
MPOU3BOJCTBA HE MOXKET MPEeBbIIIATh:

a) CpeHEeB3BellleHHYIO (PaKTUUECKYIO IIeHy BBO3a
pedepeHTHOro JIeKapCcTBEHHOTO IIpenapara 3a
OTYETHBIVi ITIepPUOJI, C YIeTOM PaCcX0I0B, CBI3aHHbIX C
TaMOXe€HHBbIM 0(hOpMJIEHMEM, PACCUUTAHHYIO B
COOTBETCTBMM C paszesnioM VI HacTosIeii MeTOAUKA
Ha OCHOBaHUM CBeIeHuit 06 00beMax 1 0 LieHax
BB03a JIEKapCTBEHHOTIO IIperapaTa MHOCTPAHHOTO
MPOM3BOJICTBA, HAXOISIIErocs: B 00palleHuy Ha






TeppuTopuu Poccuiickoit @emepanyn, 3a OTYETHBII
epuom CorjiaCHO npuaoxkeHuio N 4;

0) MMHMMAaJIbHYIO OTITYCKHYIO I[eHY Ha pedepeHTHbI
JIeKapCTBEHHbII IIperapaT MHOCTPAHHOTO
MpoM3BOJICTBA (6€3 yueTa IIPOou3BOCTBEHHBIX
TUIOIIA/I0K) B MHOCTPAHHBIX FOCYIapCTBaX,
YKa3aHHBIX B IpuiokeHun N 2 K HacTos L en
MeTOJVKe, Olpee/IeHHYI0 B COOTBETCTBUM C
pasnenom VII HacTosIeli MeTOOMKY Ha OCHOBAaHUU
pacueTa, mpeayCMOTPEeHHOro npunoxkeneM N 3 K
HaCTosII el MeTOIMKe, C YYeTOM PacXo/ioB,
CBSI3aHHBIX C TAMOKEHHBIM 0(pOopMIIeHMEM.

5. Ilpepnaraemas K rocylapCTBeHHO perucTpaium
npefenbHas OTIYCKHAs IleHa Ha pedepeHTHbI
JIeKapCTBEHHBII IIperapar MHOCTPAHHOTO
IIPOU3BOJCTBA, TepBUYHASA U (WIM) BTOPUYUHAS
YIIAaKOBKA KOTOPOTO OCYLIECTBIISIETCS WU
TUIAHMPYETCST OCYIIEeCTBISThCS B Poccuiickoin
@enepanyy, He MOXKeT IIPEeBbIIIATD:

a) cpefHEeB3BeIIeHHYI0 (aKTUUECKYI0 OTITYCKHYIO
1leHYy Ha pedepeHTHbI JIeKapCTBEHHbII Mpernapar 3a
OTUYEeTHBIN MepUo, PACCUNTAHHYIO B COOTBETCTBUM C
pasgenom IV HacTosIein MeTOAUKM Ha OCHOBaHUN
CBeJleHN, MpeayCMOTPeHHbIX npunokeHeM N 1 K
HacTosIeil METOOMKE;






6) MMHMMAaJbHYI0 OTITYCKHYIO LleHY Ha pedepeHTHbI
JIeKapCTBEeHHbIN MTpernapaTt MHOCTPaHHOTO

MpOM3BO/ICTBA (€3 yueTa MPOu3BOICTBEHHBIX
TUIOIIA/10K), PACCUYUTAHHYIO B COOTBETCTBUH C
pasgenom VII HacTosIIet MeTOAMKM Ha OCHOBaHMUM
pacuera, mpeaycMOTpeHHOro npunoxkenem N 3 K
HAaCTOsIIell MeTOIMKe, U CBeIeHIi1 00 ypOBHE
MUHMMAaJbHBIX II€H JIEKAPCTBEHHOTO IIpernapara B
MHOCTPaHHBIX TOCYAapCTBax, YKa3aHHbIX B
npunoxkeHuu N 2 K HaCTOSIILEeN MeTOAMKE, C yIETOM
pacxoioB, CBSI3aHHBIX C TAMOKeHHbIM
odbopmiieHnEeM.

6. IIpu rocynapCTBEeHHON perncTpanum npenesibHast
OTITyCKHas 1leHa Ha ped)epeHTHbIIi IeKapCTBEHHbIi
rperapar Jjis1 Bcex Npou3BoAuTesell B paMKax
pPerucTpauMoOHHOr0 yA0CTOBEPEHMS JIEKapCTBEHHOIO
rperapara ¢ yueTom TpeboBaHmit myHkTa 24 [TpaBun
He MOXXeT TIPEeBBIIIATh YPOBEHb MUHUMAJIbHON U3
LIeH, PaCCYUTAHHBIX C YYETOM TPeOGOBaHMIT ITyHKTOB 3
- 5 HaCTOMMIe METONVKIA.

7. Ilpeniaraemasi K rocy1apCTBEHHOM perucTpanumn
npefenbHas OTIYCKHAs 1leHa Ha pedepeHTHbI
JleKapCTBEHHBIN Mpenapar AJis BceX POMU3BOAUTeNeN
JIeKapCTBEHHOTO Ipernapata 6e3 yuetra opMbl
BBIITYCKA JIEKaPCTBEHHOTO IIperapara, 3a
UCK/IIOYEHMEM CTy4yaeB, MPeayCMOTPEeHHbIX TYHKTOM






25 IMpaBw1, He MOSKET IPEBBIIIATh:

a) B (Jlyyae ecy B paMKax OJHOT0
PerucTpalMoOHHOrO0 YAOCTOBEPEHMS JIEKapPCTBEHHOTO
rperapara 3aperMcTpMpoBaHbl MpeeibHble
OTITyCKHbIE 1[eHbl Ha pe(epeHTHbI JIeKapCTBEHHbBIN
rpernapar C TaKoi1 ske JJeKapCTBEeHHOI popMoit 1
IO3UPOBKOM (KOHLIEHTpalMei, akKTMBHOCTBIO B
edMHUIIaX OEeMCTBUS), - CTOMMOCTb OJHO
JleKapCTBeHHOV GopMbl pedepeHTHOTO
JIEKapCTBEHHOTO TIperapara, pacCUMTaHHYIO0 MCXOS
"3 cpefHero apupmMeTMUeCKOTO 3HAaUeHMST
MOCJ/IeJHUX 3apeTUCTPUPOBAHHBIX LIeH Ha
OJIVsKaiiIIe CMeKHbIe KOJIMYEeCTBa JJeKapCTBEHHbIX
(hopM BO BTOPUYHOI MOTPEOUTETBCKOI YIIaKOBKE
3asBJIsIEMOT0 JIEKAPCTBEHHOI0 Iperapara "
YMHOKEHHYIO Ha KOJIMYeCTBO JIeKapCTBEHHbIX GopM
BO BTOPMYHOJ ITOTPEOUTETBCKON YITaKOBKE
3as1BJIsIeMOTO pe()epeHTHOr0 JIeKapCTBEHHOTO
rnpemnapara, Ha OCHOBaHUM CBEEHMIT O HATUIUU
3aperucTPUPOBAHHBIX MPee/IbHbIX OTITYCKHBIX LIeH
3asBJIsIEMOTO JIEKAPCTBEHHOIO Mpernapara COrJ1acHO
npuiosxkenuo N 5;

6) B cilydae ec/iv He 3aperucTpupoBaHbl MpefiebHble
OTITyCKHbIE 1[eHbl Ha 3asBJsieMblii pepepeHTHbIN
JIeKapCTBEHHBII IIperapar C TaKOM Xe 4,03MPOBKOi1
(KOHLIeHTpaLyeii, akTUBHOCTBIO B eIVHUILAX






IeiCTBUS), - CTOUMOCTD eUHULIbI JeiICTBYIOIIero
BelecTBa peepeHTHOrO JIeKapCTBEHHOTO

rpenapara, paCCYMTaHHYI0 UCXOS U3 CPeJTHETO
apu@MeTHnUeCcKOTO 3HaUeHUS TTOC/IeJHUX
3aperucTPMpPOBAHHBIX LIeH Ha Gmskaiiiime CMeXXHbIe
IO3MPOBKY 3asIBJISIEMOTO JIeKapCTBEHHOTO Ipernapara
¥ YMHOXEHHYI0 Ha KOJIMYEeCTBO eAVHMUI]
JeJICTBYIOILIETO BellleCcTBa 3asiBsIeMOTO
pedepeHTHOTO JIeKapCTBEHHOTO Tpernapara, Ha
OCHOBaHUM CBeIeHMI1 0 HAINIUU
3aperucTpUpPOBAHHBIX Mpeie/IbHbIX OTITYCKHBIX 1[€H
3as1BJIsIeMOTO JIeKapCTBEHHOTrO Mpernapara,
MpeayCcMOTpeHHbIX mpuoskeHneM N 5 K HacTosiIen
MeTOOMKe.

8. B ciryyae ecsin 110 COCTOSIHMIO Ha ATy
MpeACTaBIeHNs 3asiBJIeHUST O TOCYJapCTBEHHOM
perucTpauum npeaeabHOM OTITYCKHO 1[eHbI
IIPOM3BOANUTEISI Ha pedepeHTHbI JIeKapCTBEHHbI
npemnapat B MMHMCTEPCTBO 34paBOOXpaHEeHUS
Poccuiickoit @enmepaiyiyt B paMKax MeXXAyHapOIHOTO
HeIaTeHTOBAaHHOI'0 HaMMEeHOBaHMS U JIeKapCTBEHHOM
(opmbl 3aperucTpupoBaHbl IpeebHble OTITYCKHbIE
LIeHbI TPOMU3BOMTEEI HA COOTBETCTBYIOIIME
BOCIIpOM3BeleHHbIe, 6110aHaoroBbie (6110M0g00HbIE)
JleKapCTBeHHbIE TIperapaThl, Py 3TOM IIpefe/ibHast
OTITyCKHAa 1leHa Npou3BoauTeNsl Ha pedepeHTHbIN
JIeKapCTBEHHBIN TperapaT He 3aperncTpupoBaHa, TO






TrpeiaraeMasi K rocy1apCTBeHHOI perucTpauumn
rpeie/ibHast OTITYCKHAS IleHa Ha pedepeHTHbI

JIleKapCTBEHHbII MTperapaT He MOXKET ITPEBbIIIATh
MaKCMMaJIbHYIO 3aPETUCTPUPOBAHHYIO TIPEETbHYIO
OTITYCKHYIO IIEHY Ha COOTBETCTBYIOIMIi
BOCITPOV3BEIEeHHbII, 6110aHATIOTOBbIN
(61oTo06HbINT) IeKapCTBEHHBIN MTpernapar.

III. PacueT npenenbHOM OTITYCKHO 1I€HbI
Ha BOCIIPOM3BeI€HHbIN, 0110aHAIOTOBbII
(6101101 00HbII)
JIeKapCTBEHHBIN IIperapaT Npu ee rocygapCTBEHHON
peructpauun

9. lIpenenbHast OTITYCKHAS IieHa Ha
BOCITPOM3BeIeHHbIN, 6110aHAIOTOBbI
(6Morom006HbIN) TeKapCTBEHHBIN ITperapar (majiee -
BOCITPOM3BeI€HHbIN JIeKapCTBEHHBI Ipenapar)
YCTaHABJIMBAETCS JJISI KaXKI0TO POU3BOAUTES B
paMKax perucTpaluyMoOHHOr0 YA0CTOBEPEHMS
JIEeKapCTBEHHOrO IperapaTa B COOTBETCTBUM C
TpeboBaHMSIMMU ITyHKTOB 24 u 25 IIpaBui, Ha
OCHOBaHUM TAHHbBIX, PACCUUTAHHBIX B COOTBETCTBUM
C HACTOSINEN MEeTOOUKOM J1s1 KaXKA 0 TPYIIIIbI
MPOU3BOANUTEJIEN TIeKaPCTBEHHbIX MPernapaTos.

10. [Ipenyiaraemas K roCygapCTBEHHOM perucTpanumn
rpeJie/ibHasI OTITYCKHAS LleHa TPOU3BOOUTENS






rocygapcTBa - ujieHa EBpa3miickoro SKOHOMMUYeCKOTo
CO103a Ha BOCIIPOM3BedEeHHbIN JIeKapCTBEHHbIN

rperapar He MOXKeT MPeBbIIaTh:

a) OTIYCKHYIO LIeHY, PACCYMTAHHYIO C yIETOM
TpeboBaHMIT TyHKTOB 26 - 28 [IpaBui u B
COOTBeTCTBUM C pasgenoM VIII HacTosIel MEeTOOUKHA
Ha OCHOBAaHMM JAHHBIX pacueTa MpeaeabHOi
OTIYCKHOJ IIeHbI Ha BOCIIPOM3BEIEHHbI,
6110aHaJIOrOBbINi (0MOTI0I06HBI) JIEKAPCTBEHHbIA
rpernapar, IpeaCcTaB/Isie Mol Ha TOCYIapCTBEHHYIO
perucTpanuio, CoriacHo mpwioxkeHuio N 6;

6) cpeHeB3BelIeHHYIO (aKTUUECKYI0 OTITYCKHYIO
1IeHy Ha BOCIIPOU3BeAEeHHbII JIeKapCTBEHHbIN
rperapar 3a OTUYETHbIN [ePUO, PACCYUTAHHYIO B
COOTBETCTBUM C pa3zmenoM IV HacTosIeir MeTOOUKNA
Ha OCHOBAaHUU CBeAEeHNI, TIPeyCMOTPEHHBIX
npwioxeHyem N 1 K HACTOSIIEeN MEeTOIVKeE;

B) B C/Tyuae ecjIy JIeKapCTBEHHbIN ITpernaparT
MHOCTPAHHOTI'O IIPOM3BO/ICTBA VJIM IIPOU3BOIUTEIS
rocyapcTBa - uieHa EBpa3uiickoro 3kKOHOMMUYECKOTO
COI03a peayn3yeTcsl B MHOCTPAHHBIX TOCYIapCTBax, B
OTHOIIIEHUY KOTOPBIX ITPeACTaBJIsSIeTCsI MHDOpMAaI s
00 YpOBHE MMHMMAaJIbHbIX OTITYCKHBIX II€H Ha
JIeKapCTBEHHbIE TTperapaThl, yKka3aHHbIX B
npuiaoxkeHue N 2 K HaCTOsIIIE MeTOOUKeE, -






MMUHMMAaJIbHYIO OTIIYCKHYIO LIeHY TPOU3BOIMUTES
(6e3 yueTa MpoM3BOACTBEHHBIX IIJIONIAIOK) Ha

JIeKapCTBEHHBIN TIperapar B yKa3aHHbIX
rocy1apCTBax, paCCUYNTAHHYIO B COOTBETCTBUM C
pasgenom VII HacTosIIet MeTOAMKM Ha OCHOBaHUM
pacuyeTa npeneabHO OTITYCKHOV 11€HbI
MpOU3BOOUTEIS HA JIeKapCTBEHHbIN Ipernapar,
MpeCTaBISIEMOI Ha TOCYIapCTBEHHYIO PETUCTPALIUIO
(TIepepermncTpalmio), mpeaycCMOTPEHHOT 0
npunoxkeneM N 3 K HaCTOS1e MeTOAUKE, C yUETOM
pacxoioB, CBSI3aHHBIX C TAMOKeHHbIM
odbopmiieHnEeM.

11. TIpenyiaraemasi K TOCyLapCTBEHHON perucTpalumn
npeneabHas OTITYCKHAs 1[eHa Ha BOCIIPOM3BeIeHHbIN
JIEKapCTBEHHBIN IperapaT MHOCTPAHHOTO
MPOU3BOACTBA HE MOXET IPEeBbIIIATD:

a) OTITYCKHYIO I1€HY, PACCYNUTAHHYIO C YUETOM
TpeboBaHMt TyHKTOB 26 - 28 [IpaBui 1 B
cooTBeTCTBUY C pasgenom VIII HacTosIIeil MeTOAUKA
Ha OCHOBaHUU pacuerTa, IpeayCcMOTPEeHHOro
npwioxeHyem N 6 K HACTOSIIEe METOUKE;

6) cpelHEB3BEIIEHHYIO0 (DaKTUUECKYIO IIeHY BBO3a
JIeKapCTBEHHOTO TpernapaTa 3a OTYETHbII IePUO/I, C
YUETOM Pacxo/[0B, CBSI3aHHbBIX C TAMOXKEHHbBIM
odopmMmIeHMeM, PACCUUTAHHYIO B COOTBETCTBUM C






pasgenom VI HacTosIeil MeTOAMKM Ha OCHOBaHUM
CBeJleHUM, MpeayCMOTPEHHBIX NpunoxkeHuemMm N 4 K

HaCTosIell MeTOOMKE;

B) MMHMMAJIbHYIO OTITYCKHYIO LIeHYy MHOCTPAHHOTO
npousBoauTes (6e3 yuera IMpoM3BOICTBEHHBIX
TUIOIIA/I0K) HAa BOCIIPOM3BEAEHHbIN JIeKaPCTBEHHbIN
npemnapar, paCCYUTaHHYIO B COOTBETCTBUM C
pasnenioMm VII HacTosIel METOOMKY Ha OCHOBaHUM
pacueTa, IpegycMOTpPeHHOro npunoxkenuem N 3 K
HaCTosII el MeTOIMKe, C YYeTOM PacXO/ioB,
CBSI3aHHBIX C TAMOKEHHBIM 0(pOpMIIEHMEM.

12. [Ipenyiaraemast K rocyJapCTBEHHOM perucTpanumn
npenenbHas OTIYCKHAs LleHa Ha BOCIIPOW3BeAeHHbII
JleKapCTBEeHHbII Mpernapar MHOCTPAHHOTO
MPOU3BOJACTBA, TepBUYHAS U (WJIM) BTOPUYHAS
YIIaKOBKA KOTOPOTO OCYLIeCTBIISIETCS UIN
TUIAHUPYETCST OCYIIECTBIISITHCS B Poccuiickon
@enepalnyy, He MOKeT ITPEeBbIIATD:

a) OTITYCKHYIO I1€HY, PACCYUTAHHYIO C yUETOM
TpeGoBaHMIi ITyHKTOB 26 - 28 [TpaBua u B
CcoOTBeTCTBUM C pasgenoM VIII HacTosIIeil MeTOOUKHA
Ha OCHOBaHUU pacueTa, IpeayCMOTPEeHHOro
npuwioxeHem N 6 K HACTOSIIEeN MEeTOIVKE;

0) cpeHEB3BEIIeHHYIO (DAKTUUECKYIO OTITYCKHYIO
1IeHy Ha BOCIIPOU3BeJEeHHbII JIeKapCTBEHHbIN






rperapar 3a OTYETHbIN [epUo, pACCYUTAHHYIO B
COOTBETCTBUM C pa3zmenoM IV HacTosIeir MeTOOUKNU

Ha OCHOBAaHUU CBeeHNI, TIPeyCMOTPEHHBIX
npwioxeHyem N 1 K HaCTOSIIEN MEeTOIMKeE;

B) MMHMMAJIbHYIO OTITYCKHYIO II€eHYy Ha
BOCITPOM3BeI€HHBIV JIEKapCTBEHHBI ITpenapar
MHOCTPAHHOTO ITPOM3BO/ICTBA (6€e3 yueTa
MPOU3BOACTBEHHBIX IUIOIA0K) B MHOCTPAHHBIX
rocyiapCTBax, yKa3aHHbIX B IpuiioskeHun N 2 K
HaCTosII el MeTOIMKe, pACCUMTAHHYIO B
COOTBETCTBUM C pa3zaenoM VII HacTosIein MeTOAUKA
Ha OCHOBaHMM pacyeTa, NpegyCMOTPEHHOIO
npuioxeHuem N 3 K HACTOAIIEN MeTOAMKe, C yYeTOM
pacxo0B, CBSI3aHHBIX C TAMOKEHHbIM
odhopmIeHnEeM.

13. IIpu rocyapCTBEeHHOM perncTpaluu npenenbHas
OTITYCKHA$ II€Ha Ha BOCIIPOMN3BeIeHHbIN
JIeKapCTBEHHBII IIpenapar Ijisl BcexX Mpou3BoauTenein
rOCyZapcCTB - WieHOB EBpasuiickoro 3JKOHOMMUYECKOTO
C0103a B paMKax PerucTpanuoOHHOro yI0CTOBEPEHUS
JIeKapCTBEHHOTrO Mperapara ¢ yueToM TpeboBaHMIA
nmyHKTa 24 [IpaBuJ1 He MOKeT IPeBbIIIAaTh YPOBEHD
MMUHMUMAaJbHOM U3 1JeH, PaCCUMTAHHBIX C YUYETOM
TpeboBaHMit MyHKTa 10 HaCTOSII el METOAVKIA.

[Ipu rocymapcTBEHHO perucTpaiuy npeneabHast






OTIYCKHAs 1JeHa Ha BOCIIPOU3BeeHHbIN
JIeKapCTBEHHBIN TIpernapar Jjisi BCeX MHOCTPAHHbIX
MMPOU3BOANUTENEN, B TOM UMCJIe OCYIIEeCTBIISIOMMNX
VIV TUIAHUPYIOIIMX OCYIEeCTBIISITh TEPBUYHYIO U
(M) BTOPUYHYIO YIIAaKOBKY JIEKAPCTBEHHOTO
npernapara B Poccuiickoi @egepaliin, B paMmKax
PEeruCTPaIlMOHHOTO YAOCTOBEPEHM ST JIEKAPCTBEHHOTO
rpernapara ¢ yueTom TpeboBaHuit myHKTa 24 [TpaBui
He MOeT IIPeBbIIIaTh YPOBEHb MUHMMAIbHOM U3
IIeH, paCCYUTAHHBIX C yUETOM TpeOOBaHMII TYHKTOB
11 n 12 HacToOsI1Le/i METOOUKMN.

14. IIpenyiaraemas K roCyLapCTBEHHO perucrpauumn
npenenbHas OTIIYCKHAs LleHa Ha BOCIIPOU3BeAeHHbIA
JIeKapCTBEHHBII IIperapar 415 BCex Ipomu3BOAUTe e
JIleKapCTBEHHOTO Ipernapara 6e3 yueta GopMbl
BBIITYCKa JIeKapCTBEHHOTO Tpernapara, 3a
UCK/TIOUEeHMEM CTyyaeB, IpeayCMOTPEHHbIX TYHKTOM
25 TIpaBu1, He MOXKET ITPEBBIIIATh:

a) B cJIy4dae ecjiy B paMKax OgHOTO
perucTpaliMOHHOTO YAOCTOBEPEHM S JIEKAPCTBEHHOTO
rnpernapara 3aperMcTpupOBaHbI pee/ibHbIe
OTITYCKHBIE IIeHbl HA BOCIPON3BeNeHHBIN
JIeKapCTBEHHBIN IIperapar C TaKoil Ke
JleKapCcTBEeHHOV (OpMOi1 U 1O3UPOBKOIA
(KOHIIeHTpalMel, aKkTUBHOCTBIO B € IMHUIAX
IeVICTBUS), - CTOMMOCTD OJTHOI JIEKapCTBEHHOM!






(bOpMI)I BOCIIpOM3BeJeHHOTI'O JIEKapCTBEHHOI'O
mperiapaTa, paCCiMTaHHYIO UCXOOs U3 CpEeTHETro

apudMeTnUeCKoro 3Haue HUS MOC/IeTHUX
3aperMcTPMPOBAHHBIX I[eH Ha OJMsKaiiIe CMeXXHbIe
KOJIMYeCTBAa JIeKAPCTBEHHBIX (OPM BO BTOPUUHOI
MOTPEOUTENIbCKOT YITaKOBKE 3asIB/ISIEMOTO
JIeKapCTBEHHOTO IMpernapaTa ¥ yMHOXEHHYIO Ha
KOJIMYECTBO JIEKAPCTBEHHBIX OPM BO BTOPUUHOI
MOTPeOUTENbCKOT YITaKOBKE 3asIB/ISIEMOTO
BOCITPOM3BEIEHHOTO JIeKapCTBEHHOTO Iperapara, Ha
OCHOBaHMM CBeJeHU 0 HaTuIumn
3apPerucTPMPOBAHHBIX IIPeIe/IbHBIX OTITYCKHBIX I1€H
3asBJISIEMOTO JIEKApPCTBEHHOTO Mperapara,
MpeyCMOTPeHHBIX puaoskeHneM N 5 K HacTosIen
METOJIUKE;

0) B ciTyuae ecyu He 3aperMcTpUpPOBaHbI ITpeeTbHbIe
OTITYCKHbIE [1eHbI Ha 3a51BJISIEMBIA
BOCITPOM3BEI€HHbIN JIeKaPCTBEHHBIN TIpenapar ¢
TaKO1 3Xe NO3MPOBKOV (KOHL|eHTpaLye,
aKTUMBHOCTBIO B € IMHULIAX [EeVICTBUS), - CTOMMOCTb
eIVMHUILIBI AeVCTBYIOLIEro BeniecTsa
BOCIIPOM3BeeHHOI'0 JIeKapCTBEHHOIO IIperapara,
PacCUMTAHHYIO UCXOLS U3 CpeJHEro
apu@MeTHnUeCcKOTo 3HaUeHUSI TTOC/IeJHUX
3aperucTPUPOBAHHBIX I[eH Ha GmsKaiiie CMesKHbIe
IO3UPOBKU 3a5IBJISIEMOTO JIEKAPCTBEHHOIO ITpernapara
Y YMHOXXEHHYIO Ha KOJINYeCTBO eV HUL]






JeJiICTBYIOILETO BellleCTBa 3asIBJISIEMOIO
BOCIIPOM3BEdEeHHOr0 JIeKapCTBEHHOTIO Ipernapara, Ha
OCHOBAHUU CBeJEHUIT 0 HATUUUN
3apPerMcTpPUPOBAHHBIX ITPeAe/IbHbIX OTITYCKHBIX I1€H
3a51BJII€EMOTO JIeKapCTBEHHOTrO IIpernapara,
MpeayCMOTPEHHBIX puaokeHreM N 5 K HacTosIen
MeTOMKe.

15. TIpu rocygapCcTBEHHO perucTpanym rnpeaebHoi
OTIIYCKHOM LieHbl IPOMU3BOAUTEIS Ha
BOCIIPOM3BeleHHbII IeKapCTBEHHbIN IIpernapar B
cyJyae, ecji B paMKax MeXAyHapOLgHOro
HeIaTeHTOBAaHHOI'0 HaMEeHOBaHU S U JIEKapCTBEHHOM
(opMbl He 3aperMcTpMUpOBaHa MpeaeibHast
OTITyCKHas IleHa Ha COOTBETCTBYIOIINI pedepeHTHbI
JIeKapCTBEHHBII TIperapar U He 3aperucTPpUpPOBaHbI
rpezneyibHbIe OTITYCKHbIE LIEHbI TPOMU3BOAUTEIEN Ha
BOCITpOM3BeJleHHbIE JIeKaPCTBEHHbIE TIperaparsl,
pacuer LieHbl ocyuiecTBiseTcs DenepanbHON
QHTMMOHOTIOJIbHOJ CTyk607i Ha OCHOBaHUU
MMUHMMAaJIbHOI OTITYCKHOJ LIeHbI TPOM3BOAUTES
(6e3 yueTa ITpOM3BOCTBEHHBIX IUIOMIAZOK, C YUETOM
pacxonoB, CBSI3aHHBIX C TAMOKeHHBIM
odbopMIeHIeM) Ha COOTBETCTBYIOIINIT pedepeHTHbI
JIeKapCTBEHHBII TperapaT B MHOCTPAHHbIX
roCcygapCTBax, yKa3aHHbIX B IpuiaoxkeHun N 2 K
HaCTos1Iell MeTOAKeE, C IPUMeHeHueM
MOHMKawIIero KoadduiieHTa, 3HaUeHMSI KOTOPOTO






OnpenensloTCsI B COOTBETCTBUM C paszaenoM VIII
HacTOoSIel MeTOOUKMN.

IV. Pacuet cpemHeB3BelIeHHOM (haKTUUeCKOIi
OTIYCKHOJ LI€HbI
Ha JIeKapCTBEHHbIIi mpenapar IMpOu3BOAUTES
rocygapcTBa - ujieHa
EBpasuiickoro 3kKOHOMMY€eCKOro cox3a u
JIeKapCTBEHHBIN Ipernapar
MHOCTPAHHOIO IIPOMU3BO/CTBA, TIEpBUYHAS U (UIN)
BTOpPUYHAS
YIIAaKOBKA KOTOPOTO OCYIIECTBIISIETCS WU
TUIAaHUPYETCS
oCy1IecTBIAAThCA B Poccuiickoit @enepaiinmn

16. PacueT cpegHeB3BeIIeHHOI (PaKTUIECKO
OTIYCKHOJ LIeHbl HA KOHKPETHbIV JIeKapCTBEHHbIN
rpemnapar Ipou3BOAUTEISI TOCYaPCTBA - UIeHa
EBpa3niickoro 3KOHOMMYECKOTO COr3a U (MJIN)
JIeKapCTBEHHbIN IpernapaT MHOCTPAHHOT'O
MPOU3BOJCTBA, IepBUYHAS U (WJIN) BTOPUYHAS
YIIaKOBKA KOTOPOTO OCYIIECTBIISIETCS WU
TUIAHUPYETCST OCYIIECTBISITHCS B POCCUIACKOM
Odenepanyiu, IPOU3BOAMUTCS 32 OTUETHBIN ITepuom, Ha
OCHOBAaHUM CBeJeHUIA, IPeSyCMOTPEHHBIX
npunoxkenueMm N 1 K HaCTos1Iel MeTOaAUKe.

[Ipu pacueTe Takoit cpeHeB3BeLIeHHO






(baKTquCKOVI OTHYCKHOV[ LI€HbI YUUTBIBAIOTCA
CBedeHnAd 006 o6beMax u OTIIYCKHBIX LI€HAX Ha

JIeKapCTBEHHBII Iperapar 3a OTUETHbIN [epuoz, 1o
KaXIOMY IIPOM3BOAUTEIIIO B paMKaX OJHOTO
perucTpaluoHHOTrO YA0CTOBEPEHMS JIeKapCTBEHHOr' 0
rpernapara.

PacueT cpefgHeB3BellleHHOV (HaKTUYECKOi OTITYCKHOI
LleHbI Ha JIeKapCTBEHHbI MpernapaT OCyIeCTBISIeTCs
C yueToM Bcex (popm BbIITycKa (YIIaKOBKH,
KOMIIIEKTHOCTM) JIeKapCTBEHHOTO Mpernapara, 3a
UCK/TIOYEeHMEM CTyyaeB, IPeayCMOTPEHHbIX TYHKTOM
25 IIpaBuit.

17. CpegHeB3BenieHHasT GaKkTUUeCKast OTITyCKHASI
LieHa MPOU3BOANTE/IS TOCYIapCTBa - UleHa
EBpa3nitickoro 9KOHOMMY€eCKOTO COI03a Ha
JIeKapCTBEHHbIN Tpernapar (yKa3bIBaeTCs 110
TOPrOBOMY HaMMEHOBAHUI0, MEXAYHAPOLHOMY
HeIlaTeHTOBAaHHOMY HaMMeHOBaHMI0, 03U POBKe
(KOHIIeHTpalM, aKTUBHOCTU B e IMHUIIAX eiCTBUS),
JIleKapCTBEeHHOV (opMe, KOJIMUeCTBY JIeKapCTBEHHbIX
(opm B MOTpedbUTENHCKO YITAKOBKE (KOJUMYECTBY
1103 B yIIakKOBKe, 00beMy) B paMKax
perucTpaluyoHHOTO YAOCTOBEpeHMS IeKapCTBEHHOT O
nperapara, OTOYIIEeHHbIN 33 OTYETHbIN Iepuos, (lieHa
cpB3BIp OTIIN) (pybJIeii), ompexaensieTcs mo GopmyJe:






Z (II.CIIH. d)arm'{ccxom OTnyCcKa x|

LHCHA CPB3BIP OTH
! KOIHYECTBO 001mee o

rme:

1leHa (aKTUYEeCKOro OTIyCKa - (paKkTuUuecKas
OTIYCKHAs IIeHa MTPOU3BOAUTEISI TOCYJapCTBa -
yieHa EBpa3uiickoro sKOHOMMUUYECKOTO COI03a Ha
OJIHY TTOTPEOUTEJIbCKYIO YITAKOBKY JIEKAPCTBEHHOTO
rpemnapara (YKa3bpIBaeTcs 110 TOPrOBOMY
HaMEHOBAHUIO, MEXIYHAPOTHOMY
HelaTeHTOBAaHHOMY Ha'MEHOBaHUIO, TO3VPOBKE
(KOHIIEHTpaLVM, aKTUBHOCTY B € IMHUIIAX OeiCTBUS),
JIeKapCTBEHHOI (hopMe, KOJIMYECTBY JIeKapPCTBEHHBIX
$hopM B MOTpe6UTETHCKOI YITAaKOBKE (KOJTMUYECTBY
1103 B YIIaKOBKe, 00beMYy) (pyb6iieit);

KOJIMUECTBO OTII - KOJIMYECTBO YITaKOBOK
JIeKapCTBEHHOTO Tpernaparta (YyKa3bIlBaeTcs 1Mo
TOProBOMY HaMEeHOBAHUI0, MEXAYHAPOLHOMY
HelaTeHTOBAaHHOMY HaMEHOBAaHMIO0, O3V POBKe
(KOHILIEHTpaluK, aKTUBHOCTU B € IMHUIIAX IeiCTBUS),
JIeKapCTBEHHOI (opMe, KOJIMUECTBY JIeKapCTBEHHbBIX
(hopM B MOTpeOUTETBCKOI YITaKOBKe (KOTNUYECTBY
I103 B yIIaKOBKe, 00beMY) ITPOM3BOIUTEIIS
rocyapcTna - wieHa EBpasuitckoro 5SKOHOMMYECKOTO
C0103a, OTTPY>KEHHOTO 33 OTUETHBIN ITepUo, 1o
OIHOJ 11eHe (IITYK);






KOJIMYeCTBO 001Iee OTII - 0011[ee KOJIMUECTBO
YIIaKOBOK JIeKapCTBEHHOTO IMpernaparta (yKa3blBaeTcst

10 TOPTOBOMY HaMEHOBAHMIO, MeXAYHAPOLHOMY
HeIaTeHTOBAaHHOMY HaMMEeHOBAaHMUIO0, O3V POBKe
(KOHUEeHTpaluuu, aKTUBHOCTU B eAUHULIAX OeiICTBUS),
JeKapCTBEHHOI (hopMe, KOIMYECTBY JI€KapCTBEHHBIX
(bopM B mOTpebUTENBCKO YITAKOBKE (KOJTMUECTBY
1103 B yIIaKOBKe, 00beMy) ITpOM3BOgUTeNelt
rOCyZapcCTB - WieHOB EBpasuiickoro 3KOHOMMUYECKOTO
C0I03a B paMKaxX PeruncTpauyMoOHHOr0 yA0CTOBEPEHM S
JIeKapCTBEHHOTIO Iperapara, IpoM3BeJeHHOro U
OTTPY>KEHHOTO 33 OTYETHbIN nepuop (ITyK). 13
00111ero KoJMueCcTBa MCKII0UAITCS SKCIIOPTHBIE
MOCTaBKM, MIOCTaBKM, OCYILeCTBIEHHbIE B paMKax
pPa3IMUYHBIX BUA0B 'YMaHUTAPHOM [IOMOLIA, U
MOCTaBKM JIeKapCTBEHHBIX MIPernapaToB B paMKax
6J1arOTBOPUTEIbHOCTH, a TaKKe TTOCTaBKU
JIeKapCTBEHHBIX MPernapaToB C OCTATOYHBIM CPOKOM
TOOHOCTY MeHee 5 MPOLIEeHTOB.

18. CpegHeB3BenieHHasT GaKkTUUeCcKast OTITyCKHAsI
1leHa JleKapCTBeHHOTO MperapaTa MHOCTPaHHOTO
MMPOU3BOJACTBA, MepBUYHAs U (WJIN) BTOPUYHAS
YIIaKOBKa KOTOPOTO OCYLIECTBIISIETCS WIN
TUIAHMPYETCST OCYLIECTBAATHCS B Poccuiickon
@enepainyu (yKasblBaeTcs 10 TOPTOBOMY
HaMeHOBaHUIO0, MeKTYHapOJHOMY
HelmaTeHTOBAaHHOMY HaMMEeHOBaHMUI0, 03V POBKe






(KOHILIEHTpaLVM, aKTUBHOCTH B € IMHUIIAX ITeCTBUS),
JIeKapCTBEHHOI (hopMe, KOJIMYECTBY JIeKapPCTBEHHBIX

(opm B 1OTpedbUTENHCKO YITAKOBKE (KOJUMYECTBY
103 B yIIaKOBKe, 00beMy) B paMKax
PerucTpauMoOHHOr0 YAOCTOBEPEHMS JIEKAPCTBEHHOT O
nperapara, OTIOYIIeHHOTr 0 3a OTYETHbIN IepUoL,
(py6ieit) (11eHa CPB3BIIP OTIII), OTIPEAEesIeTCs 10
dbopmyie, mpuBeIeHHOI B MyHKTe 17 HAacTOsIIEn
MEeTOAVIKM.

V. Pacuet peHTabebHOCTH 111 TIEKAPCTBEHHOTO
IperiapaTa Ipou3BOANUTEJIS TOCYLapCTBa - UieHa
EBpa3sniickoro
9KOHOMMYECKOr0 COI03a I1pyU Ilepeperucrpauumn
npenebHON
OTITYCKHOJ LieHbl Ha JIeKapCTBEHHbII IIperapar

19. PacueT pacxo/10B, CBSI3aHHBIX C pa3paboTKoii,
IIPOU3BOLCTBOM U peany3alyeil 1eKapCTBeHHOro
rperiapara Ipou3BOAUTES FOCYLapCTBa - YIeHa
EBpasuitckoro 3KOHOMMYeCcKoro corsa,
IpenCcTaBiIsieMOoil Ha IlepeperncTpaluio npeneabHom
OTIYCKHOJ LIeHbl Ha JIeKapCTBEHHbII Iperapar,
OCYILECTBJISIETCS COTJIAaCHO MpuioxkeHuo N 7.

20. PacueT peHTabeIbHOCTY JIEKAPCTBEHHOTO
rpernapara 3a OTUYETHBIV [TeproJ; OCYILECTBIISETCS 110
KaXIOMY IPOM3BOAUTEIIO0 FOCYyIapCTBa - WieHa






EBpaBI/IVICKOFO 9KOHOMMYECKOro COrw3a B paMKax
OIOHOTO perMcTpauiMOHHOI'0 YOIOCTOBEPEHUS

JIEKapCTBEHHOTIO ITperapara.

21. TIlpu nepeperucTpanuu rpepeibHOi OTITYCKHOM
LIeHbl [IPOU3BOAUTES FOCYyAAapCTBa - WieHa
EBpasuiickoro 3SkKOHOMMYeCcKoro cos3a Ha
JIeKapCTBEHHBII Tperapar, HaXOIUBIIUIICS B
obpaieHuu Ha TeppuTopum Poccuiickoii
denepaiun, PakTUUECKNUIT YPOBEHD PEHTAOETBHOCTY
npoaykiuu Ro) (mpoiieHTOB) onpexensieTcs 1o
dbopmyie:

_ thaxTHueckas npuOLUIL

R x100%,

o cedecToOMMOCTh

rae:

dakTMueckast IpuObLIb - IPUOBIIL OT peaan3anumn
MPOM3BOAUTEIEM KOHKPETHOTI'O JIEKapCTBEHHOTO
rperapara 3a OTUeTHBbII MTepuoI, MpuUBeeHHAS B
npuinoxkeHun N 7 K HacToslIei metoauke (pybieit);

ce6ecToMMOCTb - CyMMa MPSIMbIX,
00LIeITPON3BOICTBEHHBIX U 00IIEX03S/ICTBEHHBIX
pacxoioB, IIpMUBeAEeHHbIX B IpuaoxkeHuu N 7 K
HacTosIelt meTonuke (pyoJeii).

22. Ilpu nnepeperucTpanuu rpeneibHOi OTITYCKHOM






LIeHbI TPOMU3BOAUTEISI TOCYLAPCTBA - WieHa
EBpasuiickoro 3KOHOMMY€eCKOro cor3a Ha

JIeKapCTBEHHDII Iperapar, He [OCTYIIaBIIii B
obpaieHmne Ha Tepputopun Poccuiickoit @emepanyn
B T€UEHMe OTYETHOTO ITepuoa, IPOTHO3MPYeMBbIit
YpOBeHb peHTabebHOCTY TTpoayKiuu (Rir)
(MpoleHTOB) onpexensieTcs o Gpopmyre:

R = NPOrHo3Han IIpHﬁLIJib

x100%,
ceDecCTOMMOCTD

rme:

MIPOTHO3HAs MPUOBLIL - TPUOBUTH OT peanu3aluumn
IIPOM3BOANUTE/IeM KOHKPETHOTO JIeKapCTBEHHOI'O
rperiapara 3a roji, KoTopas pyBeJsieHa B
npuinoxkeHuu N 7 K HacTosiiei MmeToguke (pyoieit);

ce6ecToMMOCTb - CyMMa MPSIMbIX,
001enTPON3BOACTBEHHBIX U 00IIEX03S9/ICTBEHHBIX
pacxoioB, IIpMUBeAeHHbIX B IpuaokeHuu N 7 K
HacTosieit MeToauke (pyo6ieit).

23. [Ipu niepeperucTpanuu npeneabHO OTITYCKHOM
LIeHbI ITPOU3BOANUTES TOCYIapCTBa - YuieHa
EBpasuiickoro 3kKOHOMMYeCKOro cox3a Ha
JIeKapCTBEHHBIN Tperapar B CIyJasx,

MpeayCMOTPEHHBIX MOAITYHKTaMM "a" - "B" MyHKTA 32
[TpaBun, eciu akTUIECKUit YypOBEHD






peHTabeIbHOCTY 32 OTYETHbIN mepuom, mpeBbicUT 30
MIPOIIEHTOB, 3asIBjisieMast K repeperucTpanmm
rpejie/ibHast OTITYCKHAs I[eHa Ha JIeKapCTBEeHHbII
rpenapar IOAJIEXXUT CHYDKEHMIO C yUeTOM JaHHOTO
OTpaHUYEeHMSI.

VI. PacueT cpeHeB3BelIeHHOI (PaKTUIECKO IIeHbI
BBO3a
JIeKapCTBEHHOTO IIperapaTa MHOCTPAHHOT'O
IIPOM3BOACTBA
B Poccuiickyio @enepaiinio

24. Pacuet cpenHeB3BellleHHO (haKTMUeCKOi 11eHbl
BB0O3a KOHKPETHOrO JIeKapCTBEHHOTO IIpernapara
MHOCTPAHHOTO ITPON3BOACTBA B Poccuiickyo
depnepaliviio MPOU3BOAUTCS HA OCHOBAHUM CBELEHU,
penyCMOTPeHHbIX npuiiokeHem N 4 K HacTosIein
MeTOIMKe.

[Tpu pacueTe cpeaHeB3BellIeHHOM (aKTUUeCKOit
1IeHbI BBO3a JIEKAPCTBEHHOIO MMpernapara
YUMTHIBAIOTCS CBeJIeHMsT 00 06beMax 1 O IleHaX BBO3a
JIeKapCTBEHHOTO Iperapara 3a OTYeTHBIV [1epuof, 1o
KaKIOMY MHOCTPAHHOMY IIPOU3BOAUTENIO B PaMKax
OIHOTO PETrUCTPALIMOHHOTO YAOCTOBEPEHMS
JIeKapCTBEHHOTO Iperapara.

PacueT cpegHeB3BelIeHHOM (DaKTUUeCKO 1IeHbI
BBO3a JIEKapCTBEHHOI'O IIpernapara OCyLeCTBIISIeTCs C






yueToM (hopMbI BbIITycKa (YIIaKOBKH,
KOMIIJIEKTHOCTM) JIeKapCTBEHHOTO IIperapara, 3a

UCKJ/IIOUEeHMEeM CJTyuyaeB, IpeSyCMOTPEHHbIX MTyHKTOM
25 MMpaBut.

25. CpenHeB3BellleHHas ¢hakTuueckas IieHa BBO3a
JIeKapCTBEHHOTO Iperaparta (YyKa3bIlBaeTcs 1Mo
TOPrOBOMY HaMeHOBaHUI0, MeXAYHAPOLHOMY
HellaTeHTOBAaHHOMY HaiMeHOBaHMIO0, 03U POBKe
(KOHIIEHTpaluK, aKTUBHOCTU B € IMHUIIAX IENCTBUS),
JIeKapCTBEHHO (opMe, KOJIMUECTBY JIeKapCTBEHHbBIX
(hopm B IMOTPeOUTENHCKOI YIIAKOBKE (KOJIMYECTBY
1103 B yIIaKOBKe, 00beMy) MHOCTPAHHbIX
MPOU3BOANUTEJIEeN, YKa3aHHBIX B PETUCTPALIMIOHHOM
YIOCTOBEPEeHMM JIeKapCTBEHHOTIO Ipenapara,
BBE3€HHOTO 3a OTUETHbIN MMepuo, Ha TEPPUTOPUIO
Poccuiickoit ®enepatiyin (1ieHa CpB3BIIP BBM)
(py6neit), oripenesnsieTcs mo hpopmyse:

Z ( HCHa (l)iil(']‘H‘lCC KOI'0 BBO3a X KOJI}

1ICHa CPB3BIIP BB
) KOJIHYECTBO 00111ee BB

rae:

1leHa (hakTHuecKoro BBo3a - pakTuyeckas LieHa BBO3a
OJIHOJi TTOTPEOUTENHCKOI YIIAaKOBKM JIEKAPCTBEHHOTO
npernapara (yKa3bIBaeTcsl 10 TOPTOBOMY
HaMEHOBAHUIO, MEXIYHAPOTHOMY






HernaTeHTOBaHHOMY HaMe@HOBAHMIO, 103 POBKeE
(KOHIIEHTpalM, aKTUBHOCTU B e IMHUIIAX eiCTBUS),
JIeKapCTBEHHOV (opMe, KOJMUECTBY JIeKapCTBEHHbBIX
(opm B MOTPeOUTENHCKOI YIIAKOBKE (KOJIMYECTBY
1103 B yIIaKOBKe, 00beMy) MHOCTPaHHOTO
Mpon3BOICTBA (pyobiIeit);

KOJINYECTBO BB - KOJIMYECTBO YIIAKOBOK
JIEKapCTBEHHOTO TperapaTa MHOCTPAaHHOT O
IIPOU3BOLCTBA (YKa3bIBaeTCS 10 TOPTOBOMY
HaMMEHOBAaHUIO, MEeXIYHAPOLHOMY
HelaTeHTOBAaHHOMY HaMMEeHOBAaHMUIO0, O3V POBKe
(KOHUeHTpaluu, aKTUBHOCTU B eJUHULIAX JeiICTBUS),
JeKapCTBEeHHOI (hopMe, KOIMYECTBY JIeKapCTBEHHBIX
(dbopM B mOTpebUTENBCKO YITAKOBKE (KOJTMUECTBY
1103 B yTIIakKOBKe, 00beMy), BBe3eHHOTO MHOCTPaHHBIM
MPOU3BOANUTENIEM (MMIIOPTEPOM) 38 OTYETHbIN
repuoz o O4HO 1jeHe (1ITYK);

KOJIMYECTBO 00IIee BB - 00IIee KOJTUUECTBO YITAKOBOK
JIeKapCTBEHHOTO MpernaparTa (YKa3bIBaeTcs 110
TOPTOBOMY HaMMeHOBAHMIO, MEKIYHAPOTHOMY
HelaTeHTOBAaHHOMY HaME@HOBAHMIO, 103U POBKE
(KOHIIEHTpaLM, aKTUBHOCTY B € IMHUIIAX AEeCTBUS),
JIeKapCTBEHHO (opMe, KOJIMUECTBY JIeKapCTBEHHBIX
($hopM B MOTpeOUTETHCKOI YITAaKOBKE (KOJTMUYECTBY
1103 B YITaKOBKe, 06’b€MYy) MHOCTPAHHBIX
MPOM3BOINUTENIEI B paAMKaX PerMCTpaIiOHHOTO






YA,0CTOBEepeHNS JIeKapCTBEHHOTrO IIperapara,
BBE3€HHOTO0 3a OTUETHLIN Iepuon, (ITYK).

V3 00111ero KoaM4eCcTBa MCKIIYAKTCS ITOCTAaBKA,
OCyIIeCTB/IEHHbIE B PAMKaX Pas/iMUHbIX BUL0B
T'YMaHUTApPHO ITOMOIIA, U TIOCTaBKMU JIEKAPCTBEHHBIX
MpernapaToB B paMKax 6,1arOTBOPUTENIbHOCTH,
MMOCTaBKM JIeKapCTBEHHBIX IIpeIapaToB C
OCTAaTOYHBIM CPOKOM TOIHOCTY MeHee 5 IPOLIeHTOB,
a TaKkKe MOCTaBKM JIeKapCTBEHHBIX IIPenapaToB C
(akTMUeCcKoii 1IeHO¥ BBO3a, ITpeBbIIIalonet
3aperMcTpPMpPOBAHHYIO IPeIeIbHYIO OTITYCKHYIO IIEHY
MIPOU3BOIUTES.

VII. PacyeT MMHMMAaJIbHOM LI€HBI TPOU3BOAUTEIS
Ha JIeKapCTBEHHbII MIperapar B MHOCTPAHHbBIX
rocyapcTBax,

YKa3aHHBIX B IpuiaokeHun N 2 K HacTosuen
MeTOoAUKe

26. PacueT OTIyCKHOV 1IeHbI TIPOU3BOAUTEJIS HA
JleKapCTBEeHHbBIII Ipernapar (110 TOproBoMy
HaMeHOBaHMIO, MEXIYHAPOLHOMY
HernaTeHTOBaHHOMY HaMeHOBAHMIO, 103 POBKeE
(KOHIIEHTpalM, aKTUBHOCTU B e IMHUIIAX eiCTBUS),
JIeKapCTBEHHO (opMe, KOJMUeCTBY JIeKapCTBEHHbIX
(hopm B IOTpeOUTENHCKOI YITAKOBKE (KOJINYECTBY
1103 B yIIaKOBKe, 00beMy) ITpOM3BOIUTCS Ha






OCHOBAHUM CBeIIeHUI1 00 YPOBHE MMHVMMAJIbHBIX LI€H
JIEKapCTBEHHOTO IIperiapara (663 yueTa

MMPOM3BOACTBEHHbIX IJIOMAA0K) B UHOCTPAHHbBIX
rocyapCTBax, yKa3aHHbIX B IpuaoskeHun N 2 K
HaCTosIell MeTOAVKe, M Ha OCHOBAaHUM CBeeHWIA,
MpeayCMOTPEHHBIX Tabauileit 1 npuwioxkenust N 3 K
HaCTosIeli MeTOOMUKeE.

27. B Tabmuue 1 npwioskeHus N 3 K HaCTOSIIIEI
MeTOIMKe MUHUMAJIbHbIE [I€HbI ITPOU3BOAUTES HA
JIeKapCTBEHHBIN TIperapaT B MHOCTPAHHBIX
roCcygapCTBax, yKa3aHHbIX B IpuiaoxkeHun N 2 K
HacTosIIell MeTOIMKe, YKa3bIBAIOTCS B PYOIISIX.
[TepecueT 1ieHbI B MHOCTPAHHO BAJIIOTE B pyoJIN
OCYIIIECTBJISIETCS 10 CpeJHEMY KypCy
COOTBETCTBYIOIIEl MHOCTPAHHOJ BaJIIOThI K py0JIIo
Poccuiickoit @epgepaunmn, yCTaHOBJIEHHOMY
LlenTpanbHbIM 6aHKOM Poccuiickoit ®epepainm 3a 3
KaJIEHJAPHbBIX MeCs1ia, ITpeaiecTBYIoIe MeCsIy
IaThl MONAUM 3asIBJIEHUS O TOCYAapCTBEHHOM
peructpauuu (mepepermcTpanuymm) npeaeabHoOi
OTITYCKHOJ LIeHbI IPOMU3BOAUTEISI Ha JIEKaPCTBEHHbIi
rpernapar, KOTOpbIi (KypC BaJIOTHOTO IepecyeTa)
yKa3bIBaeTcs B Tabsuiie 2 mpuioskenust N 3 K
HacTosILell MeToanKe.

28. B ciy4dae eciny JieKapCTBEHHBIN Ipenapar
peanyu3yeTcsl B MHOCTPAHHBIX TOCYNapCTBax,






YKa3aHHBIX B ITIPUIIOKEHUN N2k HaCTOHILLeVI
MeTOoAMuKe, 1o APYI'MM TOPrOBbIM HAMMEHOBAHMEM,

B Tabymmiie 1 npuioxkenust N 3 K HacTosIe
MeTOIMKE YKa3bIBAKOTCS COOTBETCTBYIOIIEE TOPrOBOE
HaMMeHOBaHMe ¥ MMHMMAaJIbHbIE 11eHbI
MIPOU3BOOUTEIS Ha JIEKAPCTBEHHbIN IIpenapar.

29. B cimydae rocygapCTBEHHOM perucTpanumn
(nniepepeructpauum) B Poccuiickoit ®enepain
npeneabHON OTITYCKHOM 11eHbl Ha JIeKapCTBEHHbIN
rpernapar ¢ KoJIM4eCTBOM JIeKapCTBEHHbBIX (DOPM B
MOTPeOUTENbCKOT YITaKOBKe (KOJIMYECTBOM 103 B
yIaKoOBKe, 00beMOM), OTCYTCTBYIOIIMM B OJHOM WJIN
HEeCKOJIbKX MHOCTPAHHbIX I'OCYAAPCTBAX, YKA3aHHBIX
B nipuokeHun N 2 K HaCTosIIein MeToAnKe, B
tabauie 1 mpunoxenust N 3 K HACTOSIIIE METOIMKE
YKa3bIBAalOTCS MMHMMAaJIbHbIE LI€HbI HA 3a5IBJISI€MbIil
JIeKapCTBEHHBIN Tpernapar ¢ OvsKanmmMu
CMeXXHBIMM KOJIMYeCTBaMM JieKapCTBeHHbIX (JOpM BO
BTOPUYHOI MOTPEOUTETHCKON YIIaKOBKE (BHE
3aBUCUMOCTU OT HAIMYMS UX TOCYIapCTBEHHON
perucTpaunmu Ha TeppuTopmun Poccuiickoi
®enepanin), KOTOpPbie PeaTn3yITCI B MHOCTPAHHbIX
rocyapCTBax, yKa3aHHbIX B IpuoskeHun N 2 K
HacTosILell MeToanKe.

[Tpy 3TOM MUHMMAaJbHAS IIeHa TTPOU3BOJUTENIS Ha
3asIBJISIEMbIi1 JIeKapCTBEHHBI IpernapaT






ompezenseTcsl Kak cpenHee apudmMeTnieckoe
3HaueHMe CTOMMOCTHU O HO JieKapCTBEeHHO (hOpMbI

JIeKapCTBEHHbBIX IIPenapaToB, UMENIUX OvsKaiie
CMesKHbIe KOJIMYeCcTBa JieKapCTBEHHBIX (OPM BO
BTOPUUHOI MOTPEOUTETHCKOI YITaKOBKe,
YMHOXXeHHO€e Ha KOJINYeCTBO JIeKapCTBEHHBIX (OpM
BO BTOPUYHO MTOTPEOUTENBCKOI YITAKOBKE
3asBJISIEMOTO JIEKAPCTBEHHOIO IIperapara B KakIOM
M3 MHOCTPAHHBIX rocynapcTs (rpada 6 Tadbmmibl 1
npunoxkeHns N 3 K HaCTos1el MeTOIuKe).

B ciiyuae rocymapcTBeHHO perncTpamnum
(mepepeructpauumn) B Poccuiickoit @emepanym
IpeneibHOM OTITYCKHOM LieHbl 1IeKapCTBEHHOTO
rperiapara ¢ LO3MPOBKOW, OTCYTCTBYIOILEH B OHOM
MJIM HECKOJIbKUX MHOCTPAHHBIX FOCYIapCTBaXx,
YKa3aHHBIX B IpuiaokeHun N 2 K HacTosuiein
MeToauKe, B Tabmuile 1 mpunoskenus N 3 K
HaCTOsAI el MEeTOAMKE YKA3bIBAKTCS MUHMUMAJIbHbIE
LIeHbI Ha 3a5IBJISIEMbIVi JIEKAPCTBEHHBIN ITpenapar ¢
OTVKAM MMM CMEXHBIMU NO3MPOBKaMU (BHE
3aBUCUMOCTU OT HAIMYMS UX PETUCTPALUU Ha
Tepputopuu Poccuiickoi @enepanum), KOTOpbie
peanu3yrTCcs B MHOCTPAHHBIX FOCYIapCTBax,
YKa3aHHBIX B ipuiokeHun N 2 K HacTosuien
MeTOIVKe.

HpI/I STOM MMHMMaJIbHAA LI€Ha IMTPOM3BOAUTEIIS Ha






3asBJIsIeMbIli JIeKaPCTBEHHBI IIperapar
ompezensieTcs Kak cpefgHee apudpmeTnieckoe
3Ha4YeHMe CTOMMOCTY O HOM eI HUIIbI
IeJiICTBYIOLLErO BellleCcTBa J1eKapCTBeHHbIX
TpernapaToB, MUMeIMX Oaukaiiiie cMeXXHbie
IO3UPOBKYU, YMHOXEHHOE Ha KOJIMYECTBO e JMHMNI]
JeICTBYIOILETO BelleCcTBa 3asBisieMOTo
JIeKapCTBEHHOrO Mperapara B KaKI0M U3
MHOCTPAHHBIX TOCyaapcTB (rpada 7 Tabmuiibl 1
npunoxkeHusa N 3 K HacTos1en meToauke). B pacuere
He YUYMUTBIBAIOTCS GypKaiiiime cMesKHbIe JO3VPOBKM,
MpeBbIIIAKIIe JO3MPOBKY 3asIBIEHHOTO
JIeKapCTBEHHOrO Mmpernapara, npegHa3HauYeHHOTO 151
MPMMEeHeHNs B leAaTPpUJYecKoii pakT1Mke (Ha
OCHOBAaHUM CBeJEHUII MHCTPYKILUM T10
MeIUIIMHCKOMY IIpMMeHeHNI0), 6oj1ee ueM B 2 pasa.

30. B ciydae ecny JieKapCTBEHHbBIV Ipenapar
MHOCTPAHHOTO ITPOMU3BOACTBA, B TOM UUCIe
MPOM3BOJICTBO FOTOBO IeKAPCTBEHHOI (POPMBI,
epBUYHAA U (MJIM) BTOPUUYHAS YIIaKOBKA KOTOPOI'O
OCYILECTBJISIETCS WIN MIJIAHUPYETCS OCYILECTBIISIThCS
B Poccuiickoii @epepaniuu, IpOU3BOIAUTCS TOTBKO
st ipofiaxku B Poccuiickoit @epepatiyin (He
peanu3yeTcsi B MUHOCTPAHHBIX rOCYIapCTBax,
YKa3aHHBIX B IpuiokeHun N 2 K HacTosuien
MeTOAVKeE), IJI pacyeTa OTITYCKHOJ LIeHbl Ha
JIeKapCTBEHHBIN TIperapar npenCcTaBiseTcs






I/IH(I)OpMaI_U/IH O MMHMMAJIbHBIX II€HaX OIPYTIUX
MHOCTPAaHHBbIX HpOMBBO,ELI/ITeJIeﬁ Ha JieKapCTBE€HHbIE

pernaparsl, COBNaAamIMe M0 MeXIYHAPOAHOMY
HenaTeHTOBaHHOMY HalMEeHOBAaHUIO (TIpU €To
OTCYTCTBUU T10 IPYNIIMPOBOYHOMY UJIU
XMMMUUYECKOMY), JIeKapCTBEHHOI hopme, 103MPOBKe
(KOHIIEHTpaluK, aKTUBHOCTU B € IMHUIIAX [eiCTBUS),
obparampInyecs B TOCyIapcTBe MPOMU3BOAUTES
JIeKapCTBEHHOTO Tperapara, Ha OCHOBAaHMUM JaHHBIX
M3 OTKPBITHIX 0OIIEOCTYITHBIX MICTOUHMUKOB,
COOTBETCTBYIONIUX TpebOBaHMSIM ITyHKTa 17 I[TpaBuiI.
[Tpu sTOM 3as1B/IeHHAS K TOCYAapCTBEHHO
perucTpainuu eHa Ha TaKoM JIeKapCTBEHHBIN
rperapar He JOJDKHA IPEeBBIIIAaTh MMHMMAIbHYIO
LIeHy IPYTUX UHOCTPAHHBIX IIPOU3BOAUTENEN (C
YUeTOM pacxo0/0B, CBSI3aHHBIX C TAMOKEHHbIM
odbopmIeHMeM), pacCUMTAHHYIO HA OCHOBaHUM
Tabmuibl 1 mpuaokeHus N 3 K HaCTOsIIe MeTOAMKe.

VIII. PacueT npenesbHOM OTITYCKHO 1I€HbI
TIPOU3BOOUTENISI
Ha BOCITPOM3BeIeHHbI JIeKapCTBEHHBII IpernapaT

31. llepskaTenb UaK Biagesiel, PerucTpayiOHHOTO
yA0CTOBepeHMs (YIIOJTHOMOYEHHOE UM JINLL0)
BOCIIPOM3BEdEeHHOr0 JIEKApCTBEHHOTIO Ipernapara B
ciay4dae, eCliv TipefiesibHas OTITYCKHAs 11eHa Ha
COOTBETCTBYIONINI pedepeHTHbIN JIeKapCTBEHHBI






rpernapar 3apermcTpMpoBaHa, IpeCcTaBisieT AJist
roCyIapCTBEHHO perucTpaiuu rpeaebHy0

OTITYCKHYIO 1[€HY Ha JIEKAPCTBEHHbIN ITperapar, He
npesbiiamyio neny (Lnp) (py6meit), pacCYUTaHHYIO
1o hopmyie:

100-K

I'I'tlp = _lm ™ ——=xKax K,

rae:

Liped - 3aperncTpupoBaHHas Ha AaTy MOAuM
3a51BJIEHUS O TOCYaPCTBEHHOM perucTpaiumn
MpeeabHOM OTITYCKHOM 11eHbl e pskaTeieM Ui
BJIaZe/IbLIEM PErUCTPALMOHHOTO YI0CTOBEPEHNS
BOCIIPOM3BEe€HHOI0 JIEeKapCTBEHHOTO Tperapara
(MM YTIOJTHOMOYEHHBIM UM JIMIIOM) TIpeiesbHas
OTIYCKHAs I1eHa 3a MOTPEeOUTETbCKYIO YITaKOBKY
pedepeHTHOTO JTeKapCTBEHHOTrO Iipernapara (masee -
1leHa pedepeHTHOTO JIeKapCTBEHHOTO ITpernapara);

Kn - nonmskaroniuiit kKoab@uiimeHT, 3HaUeHUS
KOTOPOTO IIPY TOCYNAapCTBEHHOI perucTpanmnmn
PacCUUTHIBAIOTCSI B COOTBETCTBUM ITYHKTOM 33
HacCTosIell MeTOAVKM U ITyHKTOM 26 [TpaBu (ganee
- TIOHIVDKAIOUIMI K03GhuUIMeHT) (TPOIeHTOB), C
OKpYTJIEHMEM J0 COTHIX;

Kd - koapduiivenT nepecuera dhacoBku,






OHpe,U,EJIHeMblﬁ KaK COOTHOILIEHME MEXOY
KOJIMYeCTBOM JIEKaPCTBEHHDbIX (IJOpM B YITaKOBKe

BOCITPOM3BEIEHHOTO JIEKapCTBEHHOTO TIpernapara u
pedepeHTHOrO JIeKapCTBEHHOTO Mperapara;

Kz - koadduiineHT nepecueta 103UPOBKY,
orpezie/isieMbIif KaK COOTHOIIEHME MEeKILY
KOJIMYECTBOM €JJMHUII] aKTMBHOTO BEleCTBa B
I03MPOBKE BOCIIPOU3BEIEHHOTO JIEKAPCTBEHHOTO
rperapara u KOJIu4ecTBOM eIMHUII aKTUBHOTO
BelllecTBa B 103MPOBKe pedepeHTHOro
JIeKapCTBEHHOTO Tpernapara.

32. lleHa Ha pedepeHTHbIN JJeKapCTBEHHbIA
npenapar onpeaensieTcs KaKk MUHUMaJIbHasI
3aperucTpUpoOBaHHas MpeaeabHas OTITYCKHas LjeHa
Ha pedepeHTHbIV TeKapCTBEHHbI Mperapar ¢ Takoi
’Ke 03U POBKOM (KOHIIEHTpalMeil, aKTUBHOCTBIO B
eIVHUIIAaX AeCTBUS) M TAaKUM >Ke KOJIMYeCTBOM
JeKapCTBeHHbIX ()OPM BO BTOPUUHOI
MOTPeOUTENIbCKOT YITaKOBKE, UTO U
BOCITpOM3BeeHHbII IeKapCTBEHHbIN Ipenapar, C
y4eToOM cJIyuyaeB, TpeayCMOTPEHHBIX MTYHKTOM 25
[Tpasui.

B cirydae eciin He 3aperncTpUpOBaHbI IpeiebHble
OTITyCKHbBIE IIeHbl Ha pedepeHTHbIN JIeKapCTBEHHbIA
rpernapar ¢ TaKMM ke KOJIMYEeCTBOM JIeKapCTBEHHBIX






(hopM BO BTOpUUHOI IIOTPEOUTETHCKOI YTIaKOBKE,
YTO U 3asIBJIIEMBIif BOCITPOM3BEIeHHbIN

JleKapCTBEHHbBII MTperapar, lieHa Ha
BOCITPOM3BEeIeHHbIN JTIeKAPCTBEHHbIN ITpernapaT
oIrpeesieTcs Kak CTOMMOCTD OJTHO JIeKapCTBEHHOM
dhopmbl pepepeHTHOTO JTeKapCTBEHHOTIO IIpernapara,
paccuMTaHHas MCXOISl U3 CPpeHero
apudMeTNUEeCKOTro 3HAYEHMS 3aPeruCcTPUPOBAHHbBIX
LIeH Ha G/ysKaiiinme cMeskKHbIe KOJIMYeCTBa
JIeKapCTBEHHbIX ()OPM BO BTOPUUHOI
MTOTPeOUTENIbCKOI YITaKOBKE pedepeHTHOr0
JIeKapCTBEHHOTrO Mperapara ¥ yMHOXeHHas Ha
KOJINYECTBO JIEKAPCTBEHHBIX (OPM BO BTOPUUHOM
MOTPeOUTENIbCKOT YITaKOBKE 3asIB/ISIEMOTO
BOCIIPOM3BEIEHHOr0 JIeKapCTBEHHOTO Iperapara,
ripu 3ToM K cooTBeTcTBeHHO paBeH 1.

B ciydae eciiv He 3aperMcTpUpOBaHbI IpeeabHbIe
OTITyCKHbIE 1IeHbl Ha pedepeHTHbIN JIeKapCTBEeHHbIi
rperiapar ¢ Takou e J03UPOBKOI, 4YTO U
3as1BJISIeMbIli BOCIIPOM3BedeHHbI JIeKapCTBEeHHbIN
nperapar, lieHa Ha BOCIIPOM3BeeHHbI
JIeKapCTBEHHBIN TIpernapar ornpemenseTcs Kak
CTOMMOCTb OJTHOV eAVHUIIbI AeCTBYIOIIEro
BelllecTBa pedepeHTHOTO JIeKapCTBEHHOTO
npernapara, pacCYMTaHHas UCXO0Is U3 CpeHero
apudmMeTHUEeCKOTrO 3HaUeHMS 3aperucTpUpPOBaHHbBIX
1IeH Ha O/vsKaiiie CMesKHbIe T03UPOBKMU






pedepeHTHOTO JTeKapCTBEHHOrO Ipernapara u
YMHOKEHHAs Ha KOJIMYECTBO eIVHMUIL IeiCTBYIONIETrO

BellleCTBa 3as4B/IsIeMOr0 BOCIIPOU3BeJeHHOI'0
JIeKapCTBEHHOrO Mpernapara, Impu a3tom Ku
COOTBETCTBEHHO paBeH 1.

B ciyuae eciiu mpefenibHast OTITyCKHAS LieHa
npousBoauTeNsl Ha peepeHTHbI JieKapCTBEHHbBI
Trpernapar 6blj1a IepeperucTpupoBaHa, To
YUYUTBIBAETCS MOCTEIHSS 3aperMcTpUMpoOBaHHAS
npenenabHas OTITYCKHAs IleHa Ha pedepeHTHbIN
JIeKapCTBEHHBIN IIperapar.

33. B cnyyasix, mpu KOTOPBIX B paMKax
MeXIYHAapOAHOTO HEeIMaTeHTOBAaHHOTO
HaMeHOBaHMs (TIpU ero OTCYTCTBUY -
IPYIIIMPOBOYHOTO UM XMMUUECKOTO) U
neKkapcTBeHHOI opMbl Ha pepepeHTHBI
JIeKapCTBEHHBII Ipernapar 3aperucTpupoBaHbI
pasnuMuHble TpeiebHble OTITYCKHbIE 1I€HBbI,
MIpUMeHSsIeTCs cpeHee apudMeTUeckoe 3HaUeHMe
MOHIKaIIero koadduimeHTa, pacCuuTaHHOe Ha
OCHOBAHUM 3apeTUCTPUPOBAHHBIX MTPeAeIbHBIX
OTITYCKHBIX IIeH Ha pedePeHTHbI JIeKapCTBEHHbI
npernapar, 3a MCK/II0OUeHMeM CJIydaeB, IPU KOTOPBIX
MOHMKAIIN KO3DGUIMEHT paBeH HYJIIO.

B ciydae eCJit Ha OaTy I10aa4u B MI/IHI/ICTepCTBO






3apaBooxpaHenus: Poccuiickoit @epgepaumnn
3asiBJIEHMSI O TOCYAapCTBEHHOM perucTpalun
NpenebHOM OTITYCKHOM LieHbl [IPOU3BOAUTES
rocymapcTna - wieHa EBpasuiickoro 5JKoHOMMUUYECKOTO
COI03a Ha JIeKapCTBEHHbIV ITpernapar He
3aperucTpUpOBaHa MpeaeabHas OTIIYCKHAas 1jeHa Ha
BOCIIPOM3BeleHHbIVi IeKapCTBEHHbIN IIpernapar
MMPOM3BOANTES TOCYAapCTBa - YyieHa EBpasuiickoro
3KOHOMMYECKOI'0 CO03a, COBIALAI0LINIA 110
MeXIyHapOAHOMY HellaTeHTOBAHHOMY
HaMMEHOBAaHMUIO (TIPU €ro OTCYTCTBUY -
IPYIIIMPOBOYHOMY MJIU XMMUYECKOMY),
JIeKapCTBEHHOI (hopMe, TTOHVDKAIO I

Ko buiineHT onpemensieTcs: mo Gopmyaam
MOHMXKAIINX KO3DOUIMEHTOB, IPUMEHSIeMbIX ITPU
pacueTe npeaeibHOM OTITYCKHO 1I€HbI
MMPOM3BOANTES HA MTePBBIVi BOCIPOU3BEIEHHBIN
JIeKapCTBEHHbIN Ipernapar, IpecraBisieMoi Ha
rOCyJapCTBEHHYIO PeTUCTPpalNI0, COIIaCHO
npuioxenuto N 8.

B cnydae eciin Ha faTy nogauu B MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®enepauuu
3asiBJIEHMSI O TOCYIapCTBEHHOV peTucTpalun
peebHONM OTITYCKHOM 1I€HbI JIEKAPCTBEHHOTO
rperapara MHOCTPAHHOTO IPOU3BOACTBA, B TOM
Yycie IepBUYHas U (M) BTOpUYHAS YIIaKOBKa
KOTOPOT'O OCYIIeCTBJISIETCS WV TVIaHUPYEeTCS






OCylIecTBIATbCS B Poccuiickoit @epgepaunn, He
3aperucTpuUpoBaHa rnpenejibHas OTITYCKHA IleHa Ha

BOCIIPOM3BeleHHbII1 IeKapCTBEHHbIN Ipenapar,
COBIIAAAIOLINI TT0 MEXIYHAPOLHOMY
HeIlaTeHTOBAaHHOMY HaUMeHOBaHMUIO (TIPU ero
OTCYTCTBUU - TPYIIIMPOBOYHOMY MUY XMMUUECKOMY),
JIeKapCTBEeHHO (opMe, TTOHVKAIO LT

K03 PUIMEHT orpepensieTcs no ¢opMyiaM pacuera,
peayCcMOTpeHHbIM npunokeHneM N 8 K HaCTOsII el
MeTOOMKe.

B ciydae eciin Ha faTty nogauu B MMHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoit ®emepaiinn
3asiBJIEHMS O rOCYJapCTBEHHOV perucTpalun
IpeneibHOM OTITYCKHOM LieHbl [IPOU3BOAUTES
rocyapcCTBa - wieHa EBpasuiickoro 5JKOHOMMYECKOTO
COI03a Ha JIeKapCTBEeHHbIV ITpernapar
3aperucTpUpOBaHa MpeaeabHas OTIIYCKHAas 1jeHa Ha
BOCITPOM3BEI€HHBIN JIEKAPCTBEHHBII TIpernapar
MMPOM3BOANTES TOCYAapCTBa - YyieHa EBpasniickoro
3KOHOMMYECKOI'0 CO103a, COBIIAAI0LINIA 110
MeXIyHAapOAHOMY HellaTeHTOBAHHOMY
HaMMEHOBaHMUIO (TIpU €ro OTCYTCTBUM -
TPYNIIMPOBOYHOMY WJIU XMMUYECKOMY),
JIeKapCTBEHHO (hopMe, TTOHVDKAIO T

Ko duiineHT onpemensieTcs mo popmysaaMm pacueta
MOHMXKAIINX KO3DOUIMEHTOB, IPUMEHSIeMbIX ITPU
pacueTe npeneibHOM OTITYCKHO 1I€HbI






MIPOM3BOAUTEIS Ha BOCIIPOMU3BEAeHHBIN
JIeKapCTBEHHbII IIperapar, lpejCcTas/seMoil Ha
rOCyJapCTBEHHYIO PerucTpanuio, COrjaacHo
npunoxenuto N 9.

B cyuae eciiu Ha gaty nogauu B MMHUCTEPCTBO
3apaBooxpaHeHus Poccurickoit ®emepaiinn
3asiBJIEHMS O rOCYLapCTBEHHOM perucTpauun
NpeneibHOM OTITYCKHOM LI€HbI IeKapCTBEHHOTO
rpernapaTra MHOCTPAHHOTO IPOU3BOJCTBA, B TOM
yycsie nepBuyHas 1 (MaI1) BTOpMUYHAS yIIaKOBKa
KOTOPOTI'0 OCYILIeCTBJISIETCS WV IUIAaHUPYETCS
OCYIIeCTBIATbCS B Poccuiickoit ®epepaunn,
3aperucTpUpoOBaHa MpeaeabHas OTITyCKHas 1jeHa Ha
BOCIIPOM3BeleHHbIi1 IeKapCTBEHHbIN Ipenapar,
COBIIAAAIOIINIA IO MEXIYHAPOLHOMY
HeIaTeHTOBAaHHOMY HaMEeHOBaHMIO (IIPU ero
OTCYTCTBUU - IPYIIIMPOBOYHOMY U XUMUYECKOMY),
JIeKapCTBEHHO (opMe, MOHMKAIOILINIA
K03hPUIIMEHT ornpepensieTcs mo ¢opMyiaM pacuera,
npeaycMOTpeHHBIM npuaokeHneM N 9 K HacTosII el
MeTOMKe.

B oTHOIIEHMM BOCIIPOU3BEIEHHOT'0, 6110aHAJIOTOBOTO
(6ronomo6HOr0) OpdaHHOrO JeKAPCTBEHHOTO
rpernapara IMoHVKaIMmii KO3p UIMeHT
ompenesnsieTcs mo hopmysaaM pacueTa,
IpenycMOTpPeHHBbIM npuioxkeHneM N 8 K HacTosLL e






MeTO/IMKe, [IJIsl BOCIIPOM3BeIeHHOTO,
6uoaHaoroBoro (61omnomo6Horo) opdaHHoOro

JIEKapCTBEHHOTIO IIperapara.

34. B ciiyuae eciu ripefenibHast OTITYCKHAS LleHa Ha
pedepeHTHbII JieKapCTBEHHbI MIpenapaT B paMKax
MeXIYHAapOAHOIO HEeIaTeHTOBaHHOIO
HayMeHOBaHUS U JieKapCTBeHHOI popMbl He
3aperMcTpupoBaHa WiM eciau B paMKax
MeXIYHAapOAHOIO HelaTeHTOBAaHHOI'O
HauMeHOBaHUS U leKapCTBeHHO opMbl
pedepeHTHbIN JIeKapCTBEHHBIN ITpernaparT
OTCYTCTBYET, iepkaTelb IV Biajeel]
perucTpaluMoOHHOrO YA0CTOBEPEHMS
(YIIOJTHOMOYEHHOE UM JIUI0) BOCIIPOM3BEL€HHOTO
JIeKapCTBEHHOrO Mpernapara npeficTaBiseT Ojisi
roCyIapCTBEHHOV perucrpauum rnpeaeabHylo
OTIIYyCKHYIO LIeHY Ha JIeKapCTBeHHbIIi IIperapar, He
npeBbImamInyo 1eny (Lmp) (pybieit), paccuuTaHHYIO
o hopmyie:

I, =1L x IUIUO(:{ “xKepxKan,

rae:

IIm - 3aperucTpupoBaHHas MpeeabHast OTITyCKHAs
1leHa Ha MTOTPeOUTENbCKYIO YITaKOBKY






JIEKapCTBEHHOTO IIperiapaTa, COBIIadalomero 1o
MEXOYHAPOAHOMY HEIIATEHTOBAHHOMY

HaMMEHOBAaHMUIO (TIPU €r0 OTCYTCTBUM T10
IPYIIMPOBOYHOMY WM XMMUYECKOMY) U
JeKapCTBeHHOI hopme, oripefieieHHas B
COOTBETCTBUU C ITYHKTOM 35 HaCTOsIe MeTOIUKI
(manee - MakcUMasbHas LieHa) (pyo6iiein);

K1 - moHmkawmmiit KoaQGUIMeHT, 3SHaUeHUS
KOTOPOTr'0 P roCyAapCTBEHHON perucTpalyun
PaCcCYNTHIBAIOTCS B COOTBETCTBUM ITYHKTOM 36
HaCTosII el MeTOOMKN U MyHKTOM 28 IIpaBun
(IPOLIEHTOB), C OKPYIJIEHMEM [I0 COTBIX.

Ilnst pacueTa npeaeabHON OTIYCKHOM I€HbI
MPOM3BOAUTENSI HA UMMYHOOMOJIOTMYECKUTA
JIeKapCTBEHHBIN Tpernapar (BakKiuHy) B
COOTBETCTBMM C HAI[MOHA/IbHBIM KaJIeHIapeM
MPOoPMIaKTUIECKUX TPUBUBOK ITOHMKAIOIIIA
KO3 PUIIMEHT He TPUMEHSIETCS.

B ciryyae eciiv B paMKax MeKIyHapPOTHOTO
HernaTeHTOBAaHHOTO HayMeHOBaHMS 1 JIeKapCTBEHHO
dhopMmbl TpesesibHast OTITYCKHAS IleHa Ha
pedepeHTHbII TeKapCTBEHHbBIN ITpenapar He
3apermcTpMpoOBaHa U 3aperuCTPUPOBAHA MpeeTbHast
OTIYCKHAs IIeHa TPOU3BOAUTEIS Ha
BOCITPOM3BeeHHbIN JIeKapCTBEHHbII Mperapar ¢






yueToM TpeboBaHMIt MyHKTa 15 HacTosel
MEeTOIVMKHU, [IJISl pacueTa MpeaeTbHbIX OTITyCKHBIX 11€H

MIPOM3BOINUTEIEI Ha BTOPbIE U MOC/IeIyIOIe
BOCITPOM3BeeHHbIE JIeKapCTBeHHbIe ITpernapaThl
TTOHIVBKAIOIINI KO3(PhUIMEeHT He TIPUMeHSIeTCS;

Kd - cooTHOIIEHME MeKTY KOJTMYECTBOM
JIeKapCTBEHHBIX (POPM BO BTOPUUYHOI yITaKOBKE
BOCITPOU3BEAEHHOTO JIEKAaPCTBEHHOTO TIpernapara u
KOJIMYEeCTBOM JIeKapCTBEHHBIX (HOPM BO BTOPUUHOI
yIIaKOBKe JIeKapCTBEHHOT'O TIperapara,
COBITAIAIOMIETO M0 MEKAYHAPOLHOMY
HEeMaTeHTOBAaHHOMY HaMEeHOBAHUIO (TIPU €ro
OTCYTCTBUY TI0 TPYTIIIMPOBOUYHOMY UJTU
XMMUYECKOMY) U JileKapCTBeHHOIt hopMme;

Kn - cooTHOIIeHMe MEXTY KOJTMUECTBOM e IMHUILL
aKTMBHOTO BelleCTBa B 103MPOBKe
BOCIIPOM3BeeHHOTO JIeKapCTBEHHOTrO Tpernapara u
KOJIMYeCTBOM eMHUI] aKTUBHOTO BellleCTBa B
I03MPOBKe JIeKapCTBEHHOTO Mperapara,
COBITAIAIOIIET0 M0 MeXAYHaPOLHOMY
HernaTeHTOBAaHHOMY HaMeHOBaHMUIO (TIpU ero
OTCYTCTBUM TI0 TPYNIIIMPOBOYHOMY MJIU
XMMMUYECKOMY) U JIeKapCTBeHHOI (hopMme.

35. MakcuMasbHas IieHa ompeessieTcst Kak
3aperucTpupoBaHHas (mepeperucTpupoBaHHast)






IpenejibHasda OTITYCKHAS II€Ha 3a HOTpe6I/ITeJIbCKYIO
YIIaKOBKY JIEKAaPpCTBEHHOI'O ITperapara,

COBIIQIAIONIETO C 3asIBJAsSIeMbIM BOCIIPOM3BeI€HHbIM
JIeKapCTBEHHBIM IIpernapaToM M0 MeXAYHAapOAHOMY
HeIaTeHTOBAaHHOMY HaMEeHOBaHMIO (TIPU ero
OTCYTCTBUU 10 XUMUYECKOMY WU IPYIIIMPOBOYHOMY
HaMMeHOBaHMIO), IeKapCTBEHHOI popMme 1
IO3MPOBKE C MAKCUMAIIbHOM CTOMMOCTBIO OZHOM
JIeKapCTBEHHOI (GOPMBI:

B CJTy4yae ecJiM 3apermcTpupoBaHa
(TIepeperncTpmupoBaHa) mpeaeabHas OTIIYCKHA lieHa
Ha TaKoJ1 JieKapCTBEHHbBIN IIpernapar, COBIagaomnii
T10 KOJINYECTBY BO BTOPUYHOI MOTPEOUTETbCKOIA
YITaKOBKE C 3asIBJIIEMbIM BOCIIPOM3BeA€HHbIM
JIeKapCTBEHHBIM IIpernapaToM, MakCMMasibHas IieHa
orpenesisieTcs KaK MocjieqHssl 3aperMcTpMpoBaHHas
(mepepernctTpupoBaHHas) rpefesibHas OTITyCKHAS
11eHa Ha TaKO1 JIeKapCTBEHHBIN ITperapar;

B CIydae ec/IM Ha TaKoV JleKapCTBEeHHbIN Ipenapar B
paMKax perMcTpalMOHHOTO YAOCTOBEPEHU S
JIeKapCTBEHHOrO Iperapara 3aperucTpupoBaHO
(TIepeperncTpMpoOBaHO) HECKOJILKO Tpeie/IbHbIX
OTIYCKHBIX LI€H Ha JIeKapPCTBEHHbIE ITperaparsl,
OTJIMYHBIX IT0 KOJIMUECTBY BO BTOPUYHOI
MOTPEOUTENIbCKOJ YITAKOBKE OT 3asIBJIIEMOTO
BOCIIPOM3BeleHHOI'0 JIeKapCTBEHHOTO Iperapara,






MaKCMMaJibHas 1[eHa OIpefeIseTcs Kak cpefgHee
apudmeTnueckoe 3HaUeHMe MTOC/IeTHUX

3aperuCcTPUPOBAHHLIX (TIepeperuCcTPUPOBAHHbIX)
IpenebHbIX OTITYCKHBIX LIeH Ha TaKue
JleKapCTBeHHbIe IIperapaTbl UCXOAS U3 CTOUMOCTU
OJIHOJ1 JIeKapCTBeHHO (POPMBbI, yMHOKEHHOE Ha
KOJIMYEeCTBO JIeKapCTBEHHbIX (HOPM BO BTOPUYHOI
MOTPeOUTENbCKOI YITaKOBKE 3asIBIsIeMOT0
JIleKapCTBEHHOTO Mpemnapara, npu atom K
COOTBETCTBEHHO paBeH 1;

B CJydae OTCYTCTBUS 3aperuCTPUPOBAHHBIX
TpeJie/IbHBIX OTITYCKHBIX I[€H Ha JIeKapCTBEeHHbI
rpernapar, COBIaaroIIuii 0 MeXAYHAPOIHOMY
HernaTeHTOBaHHOMY HaM@HOBaHMUIO (TIpU ero
OTCYTCTBUY 10 XMMUUECKOMY MUY TPYTIIIIMPOBOUYHOMY
HaMeHOBaHMIO), JIeKapCTBEHHOI Gopme 1
I03MPOBKe, MaKCMMaJbHasl IleHa OIpeaesieTcsl Kak
3aperucTpupoBaHHas MpefeabHast OTITYCKHas 1ieHa
3a MOTPeOUTEeTbCKYIO YIIaKOBKY JIeKapCTBEHHOTO
rpernapara, COBITaIAI0NIEero C 3asiBJIsieMbIM
BOCITPOM3BeJeHHBIM JIEKapCTBEHHBIM ITperapaTom
110 MeXIAYHapOJHOMY HellaTeHTOBAHHOMY
HaMeHOBaHUIO (IIPU €r0 OTCYTCTBUM 110
XVMMYECKOMY UJIY TPYIIIIMPOBOYHOMY
HauMeHOBaHMIO) U JIeKapCTBeHHO (opme ¢
MaKCUMaJIbHOJ CTOMMOCTbIO e M HULIbI
Ie/iCTBYIOILIEro BelecTBa;






B CTydae eC/IM Ha TaKoVi JeKapCTBEeHHbIN Ipenapar B
paMKax perMcTpalOHHOI0 YAOCTOBEepeHM S
JIeKapCTBEHHOTIO Iperapara 3aperucTpypoBaHoO
(TIepeperncTpMpoOBaHO) HECKOJILKO Tpeae/IbHbIX
OTIYCKHBIX LIEH Ha JIeKapCTBEHHbIE ITperaparsl,
OTJIMYHBIX I10 AO3UPOBKE C 3aSIBJISI€EMbIM
BOCIIPOM3BeleHHBbIM JIEKapCTBEHHBIM IIperapaTom,
MaKCuMaJsbHas lleHa omnpenesnseTcs Kak cpegHee
apudmMeTHUecKkoe 3HaUeHMe TTOCaeIHIX
3aperucTPUPOBAHHBIX (TIepepernCcTPUPOBAHHbBIX)
Ipefe/IbHbIX OTITYCKHBIX L1eH Ha TaKye
JIeKapCTBeHHbIe IperapaThbl UCXOAS U3 CTOUMMOCTU
eIMHUILIbI Je/CTBYIOLero BenjecTsa, YMHOXEHHOe Ha
KOJIMYECTBO eAVHMNLL JeliCTBYIOLIEro BellecTBa
3asBJIsIEMOTO JIEKAPCTBEHHOIO Mperiapara, Ipyu 3TOM
Kz cooTBeTcTBEeHHO paBeH 1.

36. IToHmkaromuit KoabbULMeHT aJis pacueTa
Tpene/ibHbIX OTITYCKHBIX 11€H Ha BOCIIPOM3BeIeHHbIE
JIeKapCTBEHHbBIE MperapaTsl ONpenesieTcs B
COOTBETCTBUM C MaKCHMMaJIbHOM 1IeHO! U
PacCUMTHIBAETCSI B COOTBETCTBUM C ITYHKTOM 33
HACTOsIei MEeTOAUKMN.

B ciy4dasix, mpy KOTOPBIX Ha JIeKapCTBEHHBIN
rperiapar, ornpeaeaeHHbI B COOTBETCTBUU C
TpeOOBaHMSIMM ITYHKTA 35 HACTOSIIEI T METOAVKMY,
3aperuMcTpMpoOBaHbI Pa3jMYHbIe ITpeiebHbIe






OTITyCKHbIE I[€HbI, IPUMEHSEeTCs CpeaHee
apudmeTnuecKoe 3HaUeHMe IMOHMKAIOIIEro

Ko3hduIMeHTa, pacCUMTaHHOE HA OCHOBAaHUM
MOC/IeTHUX 3aPerUCTPUPOBAHHBIX
(TlepeperucTpypoBaHHbIX) MPeeTbHBIX OTITYCKHBIX
IIeH Ha TaKoii JeKapCTBEeHHbII ITpernapar, 3a
UCKTIOUEHMEM CTYyYaeB, ITPY KOTOPBIX MOHVKAKOLI M
Ko buineHT paseH 0.

IX. PacuerT ripefiesibHOM OTITyCKHOV 11€HbI
MMpou3BoOANUTENEeN
Ha JIeKapCTBEHHbIN Mpernapar IIPOu3BOOUTENS
rocygapcCTBa - YjeHa
EBpasuiickoro 3KOHOMMUYECKOT0 CO103a IIpU ee
rnepeperucTpanmumn

37. IIpemenbHas OTIYCKHAY [leHA HA JIeKapCTBEHHbIN
rperiapar Ipu ee rnepeperucrpanumn
YCTaHaBJIMBAETCA [IJIS1 K&KJ0I0 IPOU3BOAUTEIS B
paMKax perncTpaluyMOHHOI0 YAOCTOBEPEHM S
JIEKapCTBEHHOrO IperapaTa B COOTBETCTBUM C
TpeboBaHUAMM TYHKTOB 24 1 25 [IpaBmI 1 He MOKeT
MpeBbIIIaTh MMHMMAIbHYIO [JeHYy, PAaCCYUTAHHYIO B
COOTBETCTBUM C HACTOSILLVIM Pa3aeioM.

38. [lepeperucrpanys rnpeaeabHOM OTITYCKHOV 11€HbI
MMPOM3BOANTES TOCYAapCTBa - YyieHa EBpa3niickoro
9KOHOMMYECKOTO COI03a Ha JIeKapCTBEHHbI






rpernapar B CJIy4asixX, IIpeyCMOTPEHHbIX
MOANyHKTaMu "a" - "B" nmyHKTa 32 [Ipaswui,

OCYIIEeCTBJISAETCA NCXOO:

a) U3 pacyera, MNpesyCMOTPEHHOrO puioxkeHnem N
7 K HaCTOSIIEe MEeTOIMKE;

6) 13 060CHOBaHMS pacyeTa MpeIeTbHOM OTITYCKHO
[IeHbI Ha JIeKaPCTBEHHbIN MperapaT Mpou3BOAUTENS
rocyapcTBa - wieHa EBpasuiickoro 5SKOHOMMYECKOTO
C0103a, IIpeCTaBJIsIeMOI Ha IlepeperucTpaLmio,
cornacHo npmiaoxenuio N 10.

39. [IpemenbHast OTITyCKHA LieHA IMTPOU3BOIUTES
rocygapcTBa - wieHa EBpa3mitCkoro 5SKOHOMMUUYECKOTO
C0103a Ha JIeKapCTBEHHBI Tperapar npu ee
repeperucTpalum B CaIy4yasix, yKa3aHHbIX B

MOAIYHKTaxX "a" ¥ "B" myHKTa 32 [IpaBui, moaaesxxut
YBeJINYEHUIO:

a) Ha BeJIMUMHY YAOPOKaHMS ChIPhSI U MAaTePUAIOB;
6) Ha BeJIMUMHY M3MEHEeHUs HaK/IaJHbIX PACXO/I0B.

40. [IpepenbHas OTIYCKHAS LleHa IPOU3BOAUTES
rocygapcrsa - uieHa EBpa3mitckoro 5SKOHOMU4YeCckoro
COl03a Ha JIeKapCTBEeHHDIN [Ipernapar Ipu ee
repeperucTpanum B caydyae, yka3aHHOM B IIOAITYHKTE
"6" myHKTa 32 IIpaBuI, IMOIJIEKUT YBEJIMUEHMIO B






YaCTU II€H Ha CbIpbe U MaTepuaJjibl, UCIIOJIb3yEeMbI€
IIpu MIpoOnU3BOACTBE KOHKPETHOI'O JIEKAPCTBEHHOI'O

Trpernapara, IpoIOPIMOHATbHO BeJIUUMHE
YIOPOKaHMS CTOMMOCTY ChIPbSI M MAaTepUAIOB B
CTPYKTYpe 3aTpaT Ha IMPOMU3BOJICTBO U peasn3aiinio
JIeKapCTBEHHOTO ITperapara, KOTOpoe B paBHOI
CTEeIeHM B/IMSIeT Ha 3aperMCTPUPOBAHHbIE LIEHbI Ha
BCe JIeKapCTBEHHbIE TTPerapaThl, OTHECEHHbBIE K
OTHOMY MeXIyHapOAHOMY HellaTeHTOBaHHOMY
HaMeHOBaHMIO U MMeIoII/ie OAVMHAKOBBIN MyTh
BBeIEHMS.

41. BenmnumHa yBeIMueHNUS 3aperMcTpUPOBaAHHOI
npeeabHONM OTITYCKHOM 11eHbl Ha JIeKapCTBEeHHbIN
rperapar Npou3BOAUTENIS TOCYAAPCTBA - YleHa
EBpasuiickoro 3akKOHOMMYECKOro cox3a npu ee
repeperucTpanuu B CIydasix, yka3aHHbIX B
MoANyHKTax "a" u "6" myHkra 32 IIpaBui, He TOKHA
MpEeBbINIATh YPOBEHDb (PaKTUUECKOT MHDIIIIUN
IpezecTBYIOILero KaleHAapHoro roga ¢ yueTom
MIPOTHO3UPYEeMOTO YPOBHS MHGSAIMM TEKYIEro
rojfia, yCTaHOBJIEHHOTO (eepaabHbIM 3aKOHOM O
(benepanbHOM O10[IKETE HA COOTBETCTBYIOIMIA
(buHaHCOBBIN roA, U MIaHOBLI epuof, (M)
(TIPOIIEHTOB), OTIpeIeIsieMblil 0 popMyIie:






Y= UITL%(100+ yposenb undpsiimm, )
100

-100%,

rge:

WIILI - mHAEeKC MOTpeOUTETbCKMUX II€H Ha TOBAPhI U
YCITYTU TIpeIieCcTBYIIIero KaJieHJapHoro roaa
(TIpOLIEeHTOB);

ypoBeHb MHGAALMUTT - IPOrHO3UPYyeMbliit ypOBeHb
MHOISLIMM TEKYIero roja, yCTaHOBIeHHbBIN
dbenepasbHBIM 3aKOHOM O (eepaibHOM OI0/IKeTe Ha
COOTBETCTBYIOL I GMHAHCOBBIN IO U TIJIAHOBDI
rnepuof (IIpoLLeHTOB).

42. Ilpu pacueTe TipefieJIbHOM OTITYCKHOI 11€HbI Ha
JIeKapCTBEHHBIV TIperapar npu ee mepeperucrTpanumn
B CJIy4yasiX, YKa3aHHBIX B MIOAIIYHKTAX "a" - "B" IIYHKTa
32 IlpaBwii, HE YUNTBHIBAETCS YBeIMYEHME HAaKIaHbIX
pacxomoB IPM M3MEHEHUM CITI0C00a OTHECEHUSI
00IIeITPON3BOICTBEHHBIX U 00IIEX03S/ICTBEHHBIX
pacxo/ioB Ha ce6eCTOMMOCTD JIEKAPCTBEHHOTO
rperapara, a Takxke Ipyu U3MeHeHUM 3HaYeHUIT
roKasareJieii, UCI0Ib3yeMbIX B COOTBETCTBUM C
YUETHOM MOJIUTUKON TIPOU3BOAUTEJISI TOCYLAPCTBA -
wieHa EBpa3niiCKOro 5KOHOMMYECKOTO CO03a JJIst
OTHeCEeHMS O0IIeMPON3BOICTBEHHBIX U
00111eX035/1CTBE HHBIX PACcX0/I0B Ha Ce6eCTOMMOCTh






JIEKapCTBEHHOTIO IIperapara.

43, Tlepepeructpaiiys npeaeabHON OTITYCKHO I€HbI
MPOU3BOANUTEJISI TOCYHApCTBa - uieHa EBpa3uiickoro
SKOHOMMYECKOTO COI03a Ha JIEKAPCTBEHHbI N
rperiapar B c1yvyae, IpegycMOTPeHHOM ITOAITYHKTOM
"T" myHKTa 32 IIpaBui, OCyILeCTBISETCS Ha
OCHOBAaHMM CBeJeHUIA, IPefyCMOTPEHHbIX

npwiokeHueM N 1 K HacTosIIe i METOOUKE.

44. llpepenbHast OTIIYCKHAY 1LleHa [IPOU3BOAUTEIS
rocygapcTBa - wieHa EBpa3miiCkoro 5SKOHOMMUYECKOTO
CO103a Ha JIeKapCTBEeHHbI IIpernapatT MOAJIeXXUT
repeperucTpanum B caydyae, yka3aHHOM B MOAITYHKTe
"T" myHKTa 32 [IpaBui, eciy cpeHEeB3BelleHHAS
(dakTuueckast OTITyCKHas 1ieHa Ha JIeKapCTBEeHHbI
rperapar 3a Iepuo, UCTEKIINIA CO THS
roCcyapCTBEHHO perucrpauum (rociaegHent
rnepeperucTpanmm) npeaeabHOM OTITYCKHON 1I€HbI,
Obla HISKe 3aperucTpUMpPOBaHHOM Ha 3TOT ITePUO],
1IeHbI He 60Jiee UeM Ha ITPOTHO3MPYEMBbIiT YPOBEHD
MHOISIIMA, YCTAHOBJIEHHBI Ha TEKYIINii TOg,
dbenepabHBIM 3aKOHOM O (efiepayibHOM OI0/IKeTe Ha
COOTBETCTBYIOMI NI GVMHAHCOBBIN IO M TIJIAHOBBINA
TePUOL,

45. BenuunHa yBeJIMueHMS 3apeTUCTPUPOBAHHOM
NpeJie/IbHOM OTITYCKHOM 1JeHbl TPOM3BOAUTETS






rocygapcCTBa - 4ieHa EBpaBMVICKOFO 9KOHOMMYECKOTIO

COI03a Ha JIeKapCTBEHHbII MTpenapar Ipu ee
repeperucTpanyi B cydae, yka3aHHOM B ITOIITYHKTE

r" myHkTa 32 IIpaBun (Ye) (IpOLeHTOB),
ompenenseTcs mo popmyJie:

ICHA 3aper - IICHa CPB3B 0TI,

V.=V %xH, - x100%,

1eHa saper

roe:

V1 - IpOrHO3UpYyeMblii ypoBeHb UHMAL UM,
YCTAHOBJIEHHBII Ha TeKYyIINi rox degepagsbHbIM
3aKOHOM O (deepaJibHOM OI0/IKeTe Ha
COOTBETCTBYIOL M GMHAHCOBBIN TOJ, U TIJIAaHOBDI
epuof (IIpoLLeHTOB);

W - koadbduiieHT 11eHOBOJ TPYIIbI,
ompezesnsieMblii B COOTBETCTBUM CO 3HAUEHUSIMU
K03 duiineHTa 11eHOBO IPYIIIbl, TPMMEHSIEeMOT0
IIpU pacyeTe MpeebHbIX OTITYCKHBIX 1IeH
MIPOM3BONTENEN Ha IeKapCTBeHHbIe ITperaparhl,
MpeJiCTaB/sIEMbIX HA MTepeperucTpaluio, COraacHO
npunoxenuwo N 11.

LleHoBas rpyr1imna ornpenenseTcss UCXOIs U3
3apernMcTpPUPOBAHHON TIpeie/IbHOM OTITYCKHOM 11€HbI
Ha JIeKapCTBEHHBIN Mperapar 3a Iepuo, UCTEeKII






CO IHS TOCYAAapCTBEHHOI perucrpanum (mociaegHein
rnepeperucTpanun);

LIeHa 3aper - 3aperncTpupoBaHHas IpeeabHast
OTIIYCKHAa4 11eHa Ha JIeKapCTBeHHbIi Ipernapar 3a
Tepuol, UCTEKIIUI CO THS roCyAapCTBEHH O
perucTtpaunm (IocjiegHei rnepeperucrTpaLmnumn)
(py6meii);

1leHa CPB3B OTIIII - CpeiHeB3BellleHHas paKkTuyeckas
OTIYCKHAa 1leHa IIPOMU3BOAUTES TOCYIapCTBa -
yneHa EBpa3uitckoro 5SKOHOMMYECKOTO COK03a Ha
JIeKapCTBEHHBIN Tperapar, OTIYIEHHbIN 3a
OTYETHBIN MepUo/, paCCYUTAHHAS B COOTBETCTBUMU C
paszeniom IV HacTosiImeir MmeToauku (pyoJein).

46. [Ipeparaemas K repeperucrpauuu rpeneibHas
OTITYCKHAa 1JeHa Ha BOCIIPOU3Be eHHbIN
JIeKapCTBEHHBII IIperapar He MOXKeT IIpeBbIlaTh
OTITYyCKHYIO LIeHY, PACCUMTAHHYIO B COOTBETCTBUM C
HACTOSIIell MeTOIMKOJ C yIeTOM TpeOOoBaHMIA
nyHkra 31 [Ipasu.

X. Pacuer npenenbHOM OTITYCKHO 1I€HBI HA
JIEKapCTBEHHBIN
npernapar MHOCTPaHHOTO ITPOMU3BOACTBA, B TOM UMCJIe
repBUYHas
U (MIU) BTOPUUHAS YIIaKOBKA KOTOPOTO
OCYIIECTBJISIETCS






WU TVTAaHUPYETCS OCYIIeCTBISAThCS B Poccuiickoit
®Genepaiuu,
MIpY ee mepeperncTpannn

47. IIpepenbHast OTIYCKHAY 1leHa Ha JIeKapCTBEHHbIN
rperapaTt MHOCTPAHHOI'O IPOM3BOLCTBA IIPU ee
repeperucTpanuy yCTaHaBIMBAETCS IJIS1 KaKIOT0
MIPOU3BOAUTEIISI B paMKax PerncTPaluOHHOrO

YA 0CTOBEpEHMS JIEKAPCTBEHHOTO ITpernapara B
COOTBETCTBUY C TPEOOBAHUSIMMU ITYHKTOB 24 1 25
[TpaBuiI 1 He MOXKeT MpeBbIIAaTh MUHUMAJIbHYIO
LIeHY, PaCCUMTAHHYIO B COOTBETCTBUM C HACTOSLLIUM
pasgenom.

48. Ilepepeructpaiys npeaeabHON OTITYCKHO I€HbI
Ha JIeKapCTBEeHHbII MpernapaT MHOCTPaHHOTO
MPOU3BOACTBA OCYLIECTBJISIETCSI HA OCHOBAHUN:

a) cBeieHMIt, TpeayCMOTPeHHbIX puiokeHueM N 4
K HACTOSIIEe MeTOAVIKE;

6) 000CHOBaHMS pacyeTa Ipeae/bHOM OTITYCKHOI
LIeHbI Ha JIEKaPCTBEHHBIN IperapaT MHOCTPAHHOTO
MPOU3BOJACTBA, B TOM UMCJie IepBUIHAS U (UIJIN)
BTOpPMYHAS YIIAKOBKA KOTOPOTO OCYIIECTBJISIETCS WU
TUIAHMPYETCST OCYLIECTBASIThLCS B Poccuiickon
depnepauyin, mpeAcTaBasieMOil HAa IlepeperucTpanuio,
coryiacHO nmpuiioxkeHuto N 12.






49. [lepepernctpauus npeneabHON OTITYCKHO L|€HbI
Ha JIeKapCTBEHHbIIi pernapaT MHOCTPAaHHOTO

IIPpOM3BOLCTBA, IepBUYHAS U (M/IU) BTOPUYHAS
YIIaKOBKAa KOTOPOTO OCYIIECTBIISIETCS UK
IUIAHUPYETCS OCYLIECTBASATLCS B Poccuiickoi
®denepaliviy, Ha JeKapCTBEHHbIN MpemnapaT
OCYILECTBJISIETCS HA OCHOBAHUM

a) CBeieHUI, TIpelyCMOTPEeHHbBIX puiokeHnem N 1
K HaCTOS1Iein MeTOOUKE;

6) 060CcHOBaHMS pacyeTa, MpeayCMOTPEHHOTO
npunoxkeHneM N 12 K HaCTos1eil MeTOOUKE.

50. IIpepenbHas OTIIYCKHAS LieHA Ha JIeKapCTBEHHbI
nperapaTt MHOCTPAHHOT'O MPOMU3BOICTBA, B TOM UUCJIEe
IepBUYHas U (MJIM) BTOPUYHAS YIIAKOBKA KOTOPOTO
OCYUIECTBJISIETCS] WIN TUIAHUPYETCS OCYLIeCTBISThCS
B Poccuiickoii ®epepaiivin, Ha TeKapCTBEHHBIN
rperapar Ipu ee rnepeperucTpauum noajaesKuT
YBeJIMYEHUIO TIPY COOTIONEeHUM CJIeIYIOIMUX YCTOBUIA:

a) ecJIM POCT Kypca HallMOHA/IbHO BajlOThI
rocynapcTBa - IpOM3BOAMUTEIS IeKapCTBEHHOTO
npernapara K py6Jito co JHSI ToCyapCTBEeHHOM
perucTtpaunm (IocjiegHei rnepeperucrTpalmnmn)
IpesieIbHOM OTIIYCKHOM 1leHbl [IPOM3BOAUTEIS Ha
JIeKapCTBEHHBIN IIperapar 10 OTHOLIEHUIO K KypCy
HALMOHAJIbHOV BAIIOTHI IO AAThI ITOLA4YU






OJOKYMEHTOB Ha €€ OUepeJHYIO IlepepermcTpaumnio
IIpeBbIlIaeT HpOI‘HOBI/IpyeMbII;'I YPOBEHDb I/IHqJJ'IHI_U/II/I

TeKYyILero rojia, yCTaHOBJIEHHBI (eepasbHbIM
3aKOHOM O (eiepa/ibHOM OI0/IKeTe Ha
COOTBETCTBYIONIMIT (PMHAHCOBBIN IO, U MJIAHOBBIN
repuon;

0) eciu cpeHeB3BellleHHasl pakTuJyeckas IeHa BBO3a
JIeKapCTBEHHOTrO Mpernapara (/15 JJeKapCTBEHHOI'O
rnperapaTa MHOCTPAHHOT'O MPOU3BOACTBA, IIEpBUYHAS
¥ (MIM) BTOPUUYHASA YIIaKOBKA KOTOPOTro
OCYILECTB/ISIETCS WU IVIAaHUPYETCS OCYILEeCTBIISIThCSI
B Poccuiickoii ®egepainiyin, mpuMeHSI€TCS
CpeqHeB3BellleHHAs [1eHa OTITYCKAa) 3a OTUYETHBII
repuoj OblIa HIKE 3aPerMCTPUPOBAHHONM HA 3TOT
repuop, 1leHbl He 60Jiee UeM Ha ITPOrHO3MPYEMBbIit
ypoBeHb MHOJISALMM, YCTAHOBIEHHBIN Ha TEKYIIUit
roj, ¢emepasbHbIM 3aKOHOM O (heepaTbHOM
O10[IKeTe Ha COOTBETCTBYIOIMINIT (DMHAHCOBBIN Ol U
TUIAHOBBI TTEPUOT;

B) eC/IM IIpefie/ibHas OTITYCKHas LleHa Ha
JIeKapCTBEHHBIN IpernapaT MHOCTPAHHOI'O
MIPOM3BOJCTBA IIPU ee IlepeperucTpauuy He
IIpeBbllIaeT MYHUMA/IbHYIO OTITYCKHYIO LIeHY Ha
JIeKapCTBEHHBIN IIperapaTt MHOCTPAHHOI'O
MIPOU3BOACTBA B MHOCTPAHHBIX F'OCYAAPCTBAX,
YKa3aHHBIX B IpuiaokeHun N 2 K HacTosuiein






MeTOAMKe, ONpee/leHHYI0 B COOTBETCTBUM C
pasnenom VII HacTosIell MeTOOUMKY Ha OCHOBaHUU

pacueTta, mpeayCMOTPeHHOro npuaoxkennemMm N 3 K
HaCTosell MeToAKe, C YUYeTOM PacXon 0B,
CBSI3aHHBIX C TAMOK€HHBIM 0OpMJIEHUEM.

51. TIpenyiaraeMas K rmepeperucTpaium npeaeabHast
OTITyCKHAas 1JeHa Ha BOCIIPOU3BeeHHbIN
JIeKapCTBEHHBIN IMperapaT He MOKeT IPeBbIIIaTh
OTMYCKHYIO I1eHY, PACCYMTAHHYIO B COOTBETCTBUM C
HACTOSIII el MeTOOMKOI C y4eTOM TpeboBaHMik
myHkTa 31 [TpaBuit.

52. BeinunHa yBeauueHNs 3aperucTpUpoOBaHHOI
peeabHOM OTITYCKHOJ I1eHbl Ha JIeKapCTBEHHBIN
rperapaTt MHOCTPAHHOTO IIPOM3BOCTBA IIPU ee
nepepeructpauum (Yu) (IIpoieHTOB) C OKPYIIeHUueM
IO COTBIX ompenensieTcs mo Gpopmyre:

11eHa 3aper - LIeHa CPB3B BB,
lICHa 3aper

yu_yll%xul‘- XIOO‘}’D‘

rae:

VII - IPpOTHO3UPYEMbIii ypOBeHb MHMIAIUMA,
YCTaHOBJIEHHbBII Ha TeKyuit rog denepajibHbIM
3aKOHOM O (deJlepaJbHOM OrO/IKeTe Ha
COOTBETCTBYIONI I GVHAHCOBBIN IO M TIJIAHOBBIA






repuo/, (IIPOLIeHTOB);

Un - k03 uiiMeHT 11eHOBO IPYIIIbI,
orpejeisieMblil B COOTBETCTBUM CO 3HAUEHUSIMU
K03hPHUIMEHTOB 1eHOBO IPYIIIIbI,
npeaycMoTpeHHbIMU punoxkenuem N 11 K
HacTosILell MeToamnKe.

LleHoBas rpyrimna ornpeaensieTcss UCXOIs U3
3aperucTpUPOBAHHON TIPeIe/IbHOM OTITyCKHOM I1€HbI
Ha JIeKapCTBEHHLIN Mmpernapar 3a Iepuo, UCTeKII WA
CO IHS TOCYAAapCTBEHHOI perucrpanum (mociegHein
rnepeperucTpanun);

LIeHa 3aper - 3aperncTpupoBaHHas MpeaeabHast
OTIIYCKHAa4 11eHa Ha JIeKapCTBeHHbIi1 IIperapar 3a
Tepuo/T, UCTEKIIUI CO THS rOCyAapCTBEHH O
perucTpaunu (IocjiegHei nepeperucrTpaLmnumn)
(py6meii);

1leHa CPB3B BBII - Cpe/iHeB3BellleHHas (paKkTuueckas
LleHa BBO3a JIeKapCTBEHHOTO Mmpernapara
MHOCTPAHHOTIO ITPOU3BOJICTBA, BBE€3€HHOTO 3a
OTUYEeTHBIN MepUOo, paCCUMTAHHAS B COOTBETCTBUM C
pasaeniom VI HacTosIei MeToauKu (pyoJei).

53. BenuunHa yBeJn4eHUs 3aperuCcTpUpOBaHHOIM
MpeeabHONM OTITYCKHOM 11eHbl Ha JIeKapCTBEHHbIN
rperapaTt MHOCTPAHHOI'O IIPOMU3BOJICTBA, IIEPBUYHAS






u (WIn) BTOpMUYHAs YITaKOBKa KOTOPOTO
OCYIIECTBJISIETCS WU TUIAHUPYETCS OCYIeCTBIISAThCS

B Poccuiickoit ®@enepanyiy, Ipu ee nepeperucrpanum
ompenenseTcs o ¢popmyJie, IpMBeJeHHON B ITYHKTe
45 HacTosIIe! MeTOOVUKMN.

54. B ciiyyae eciii 32 OTUETHBIN TT€PUO]T
JIeKapCTBEHHBIN IpernapaT B paMKax OgHOIO
perucTpalMoOHHOTO0 YAOCTOBEPEHM ST BBO3UJICA HA
TeppuTopuio Poccuiickoit ®emepainy MHOCTPAHHBIM
poOuU3BOAUTEIEM (MMIIOPTEPOM) U OTTPY>KAJICS
MHOCTPaHHbBIM IIPOU3BOAUTENEM, OCYILEeCTBISBIINM
TIePBUYHYIO U (UJIU) BTOPUUHYIO YIIAKOBKY
JIeKapCTBEHHOrO mnpenapara B Poccuiickoii
®denepanyy, pacueT npeeabHON OTITYCKHONM 1€HbI
MIPOM3BOANTES TIPU TIepeperucTpalnn
OCYIIIeCTBJISIETCS C IpUMeHeHeM 0011eit
CpeHeB3BelIeHHOM 1IeHbl BBO3a U OTITyCKa
JIeKapCTBEHHOTO TIperapara.

O61as cpeqHeB3BellleHHAs IleHa BBO3a M OTITyCKa
JIeKapCTBEHHOIO Iperapara IpuMeHseTcs BMeCTO
cpenHeB3BellleHHO (haKTUUecKoii lieHbl BBO3a
JIeKapCTBEHHOrO mpemnapara (LleHa CPB3BIIP BBII) U
cpefHeB3BellleHHOM (aKTUUYeCKO¥ OTITYCKHO I[€HbI
JIeKapCTBEHHOTO Tperapara (1ieHa CpB3BIIP OTIIM)
IIpY IlepeperucTpanuy rnpeaeibHoi OTIIYCKHO 1 eHbl
MIPOU3BOAUTEJIS HA JIeKapCTBEHHbIN ITpernapar B






CIyJasix, pegyCMOTPEeHHbBIX ITyHKTOM 34 IIpaBui,
IJISL PACYETOB B COOTBETCTBUM C IMMOAIMYHKTOM "0"

myHkTa 50, myHKTaMu 52 1 53 HacTosIIeil METOIUKN.

XI. Pacuet npenesibHOM OTITYCKHO 1I€HbI
IIPOM3BOANUTES
Ha JIeKapCTBEHHBIN Mpemnapar Ipu ee
repeperucTpanumn
B 1IeJISIX CHIMDKEeHUS

55. Tlepepeructpannsi B LesIX CHUKEHMS
NpeneibHOM OTITYCKHO LI€HbI TPOU3BOAUTES Ha
JIeKapCTBEHHBIN TperapaT MPOBOANTCS B CIyYasiX,
MpeayCMOTPEHHBIX MOAITYHKTOM "a" ITyHKTa 42
[TpaBu, B CBSI3U CO CHMKEHMEM LI€HBI B
HAUVOHAJbHOV BJIIOTE Ha JIeKapCTBEHHBIN IIperapar
B MHOCTPAHHbBIX FOCYJapCTBax, YKa3aHHBIX B
npwioxeHuu N 2 K HaCTosIell MeTOAVKE, Ha
OCHOBaHMM pacyera, IpeayCMOTPEHHOTO
npwioxeHeMm N 3 K HaCcTOsIEel MeTOauKe, B Cy4dae,
eCJIM pacCYUTaHHas B COOTBETCTBUM C pa3geyiom VII
HaCTos1Iell MeTOAVKM MUHMMAJIbHAS OTITYCKHAS
1leHa TPOU3BOANUTEJIS Ha JIEKAPCTBEHHbIN ITpernapar ¢
YUEeTOM pacxo[o0B, CBSI3aHHBIX C TAMOKEHHbIM
obopMIeHNeM, HIKe, UeM 3apeTruCTpUpPOBaHHAs
npeneyibHas OTIYCKHAS [leHa Ha JIeKapCTBEHHbIN
rnpemnapar.






56. [lepepeructpauusi npeneabHOM OTITYCKHO LI€HbI
BOCITPOM3BEeAE€HHOr0, 6110aHAIOTOBOTO
(610MO06HOTO0) JIeKAapPCTBEHHOTO IpernapaTta
MIPOBOIAMUTCS B CIy4asiX, IpeayCMOTPEHHbIX
MOAITYHKTOM "6" myHKTa 42 I[TpaBuJ, B CBSI31 CO
CHIDKeHMeM IpeJle/IbHOV OTITYCKHO LieHbI
pedepeHTHOrO JTeKapCTBEHHOrO Iipernapara B
CIyvasix, pegyCMOTPEeHHBIX ITOAITYHKTOM "a" IIYHKTa
42 TIpaBu.

[TepeperucTtpanus B 1eJIsIX CHUKEHUS TIpee/IbHOM
OTITYCKHOJ 1[eHbI BOCIIPOM3BeJeHHOTO,
6110aHaI0roBOro (61MOMOL0OHOTO0) IeKAPCTBEHHOTO
rpernapara OCyIIeCTBJ/ISIETCS B C/ydae, ecyin
3aperMcTpupoBaHHas Mpeje/ibHast OTITyCKHAas 1ieHa
BOCITPOM3BEIeHHOT0, 6110aHaIOTOBOTO
(61orom06HOT0) JIeKapCTBEHHOTO ITpernapaTa
MpeBbIIIaeT eHy peepeHTHOTO JIeKapCTBEHHOTO
rpernapara, repeperMcTpMpOBaHHYIO B 1eJISIX
CHIDKEHMSI B COOTBETCTBUM C ITYHKTOM 55 HacCTOsIII el
MeToauKku. [Ipy 3TOM Tipene/ibHas OTITyCKHAsI IleHa
BOCITPOM3BEIEeHHOT0, 6110aHAIOTOBOTO

(61010 g06HOT0) JIEKAPCTBEHHOTO MperapaTa He
MOKET IIPEeBBINIATh IIeHy pedepeHTHOro
JIeKapCTBEHHOTrO Mperapara,
repeperucTPUPOBAHHYIO B LIEJIIX CHUKEHUS B
COOTBETCTBUM C ITYHKTOM 55 HacCTOsIIe METOIUKNA.






57. TlepeperucTtpaiiusi ipeAeabHOM OTITYCKHO 1[eHbI
Ha BOCIIPOM3BeI€HHbIN, 0110aHAIOTOBBI

(61orom06HbIN) TeKapCTBEHHbIN Mpenapar
MHOCTPAHHOTO TPOU3BOJICTBA, B TOM UMCIIE
TepBUYHAS U (MJI1) BTOPMUHAS YITAKOBKA KOTOPOTO
OCYILECTBJISIETCS MJIU TUTAHUPYETCS OCYIIECTBIISThCS
B Poccuiickoii @epepaiium, MIpOBOAUTCS B CTydasix,
MpeayCMOTPEHHBIX IMOAITYHKTOM "B MyHKTA 42
[TpaBui, HAa OCHOBAaHUM TAHHBIX pacueTa MpeaeabHbIX
OTITYCKHBIX IIeH Ha BOCIIPOM3BeIeHHbIE,
6moaHasoroBbie (6MOMOIO6GHbIE) T€KAPCTBEHHbIE
Mpernaparsl, MpeiCTaB/ISIeMbIX Ha TOCYIapPCTBEHHYIO
PETrMCTPALMIO B COOTBETCTBMM C TpuioskeHreM N 9 K
HacTosIIIelt MeTOIMKe B CBSI3Y C TOCYIapCTBEHHO
perucTpanmeit BTopoiit 1leHbl Ha BOCIIPOM3BeI€HHBI,
610aHaIOrOBbIN (6MOTIOI0OHBII) JIeKapCTBEHHbI
rpernapar, COBIagaouii o MeKIyHapOAHOMY
HernaTeHTOBaHHOMY HaMeHOBaHMIO (TIpU ero
OTCYTCTBUY - TPYIIIMPOBOUYHOMY MU XMUMUUECKOMY),
JIeKapCTBeHHO hopMe U TO3UPOBKE.

[TepeperucTpaliysi B LieJsIX CHUKEHUSI ITpeieTbHOI
OTITYyCKHOJ LIeHbl Ha BOCIIPOM3BeI€HHbI,
610aHaIoroBbIN (6MOTIOI0OHBI) JIeKapCTBEHHBIA
npernapaT MHOCTPAHHOTO POMU3BOJICTBA, B TOM UMCJIe
repBUYHas U (MJIM) BTOPMUUHAS YITaKOBKAa KOTOPOTO
OCYIIeCTBJISIETCSI WIM TUIAHUPYETCS OCYLIeCTBISITbCS
B Poccuiickoit @epepaiium, OCYIIECTBIISIETCS B






clydae, eC/iit 3aperMCTpMpOBaHHAA IIpeae/ibHasda
OTITYCKHAS II€Ha MPEeBbIIIAET [I€HY, paCCUMTAHHYIO B

KauecTBe MPOeKTa Mpeie/ibHOM OTITYCKHOM 1IeHbI Ha
BOCITPOM3BEeIeHHbIN, 61M0aHAIOTOBbIA
(6MomomO0HbIN) JIeKapCTBEHHbIN IIpernapar B
CcooTBeTCTBUM C pasnenom VIII HacTosIIen
METOIMKIU.

58. IlepeperucTpauusi mpeaebHOM OTITYCKHO I€HbI
BOCITPOM3BEe€HHOr0, 6110aHAIOTOBOTO
(610MO100HOTO0) JIeKAPCTBEHHOTO MpernapaTta
IIPOU3BOANUTEJIS TOCYHAapCTBa - uieHa EBpa3uiickoro
3KOHOMMYECKOI'0 CO03a IMMPOBOAUTCS B CIydasX,
Npe1yCMOTPEHHBIX MIOAITYHKTOM "T" ITYHKTA 42
[TpaBui1, HAa OCHOBAHMM JAHHBIX pacyeTa Ipeae/ibHbIX
OTITyCKHBIX LIeH Ha BOCIIPOM3BeleHHbIE,
61moaHaoroBsie (6MOMOIOOHBIE) T€KAPCTBEHHbIE
npernaparsl, IpefCcTaB/isieMbIX Ha TOCYAAPCTBEHHYIO
perucTpalmi B COOTBETCTBUM C MpuiokeHueM N 9 K
HaCTOsI el METOIMKE B CBSI3YU C TOCYJapCTBEHHOMN
perucrpaiyei BTOpoJ 1ieHbl Ha BOCIPOM3BeIeHHbI,
6110aHaI0rOBbIN (6MOIOL0OHBIN) TeKapCTBEHHbIN
rpernapar IpoMu3BOLUTEISI TOCYAAPCTBA - UleHa
EBpasuiickoro 3aKOHOMMYeCcKoro cor3sa,
COBIIAAAIOIINI TTI0 MeXIYHaPOAHOMY
HelaTeHTOBAaHHOMY HaMEeHOBaHMIO (IIpU ero
OTCYTCTBUU - TPYIIIMPOBOYHOMY U XUMUUYECKOMY),
JeKapCTBeHHOIt (hopMe U T03UPOBKe.






[Tepepeructpanus B 1esIX CHYDKEHUS IIpeeTbHO
OTITYCKHOJ IIeHbI BOCITPOU3BEIE€HHOTO,

61oaHanoroBoro (61MonoL06HOr0) 1eKapCTBEHHOTO
rpernapara MpoM3BOAUTENS TOCYNapCTBa - UieHa
EBpa3niickoro 9KOHOMMYEeCKOTO COr03a
OCYIIeCTBJISIETCS B C/Tyyae, ecyiu
3aperncTpupoBaHHas NpefeabHasl OTITYCKHas 1ieHa
MpeBbIlIaeT 1ieHYy, pACCYMTAaHHYIO0 B KaueCTBe
MMpOeKTa NMpeae/ibHOM OTITYCKHO 1IeHbl Ha
BOCITPOM3BeIeHHbIN, 6110aHAIOTOBbI

(61010 M00HbIN) BOCITPOM3BEIEHHbII,
610aHaIOroBbIN (6MOIIO0I0OHBI) JIeKapCTBEHHbIA
npernapar Ipou3BOJUTEJISI TOCYAAPCTBA - UieHa
EBpa3niickoro 9KOHOMMYEeCKOTO CO103a B
cooTBeTCTBUM C pasgenom VIII HacTosIIen
MeTOIMKMA.

59. lIpepenpHas OTIYCKHAS LieHA Ha JIeKapCTBEHHBI
rperiapar Ipy nepeperucTpaluy B LeIsIX CHYKeHUS
YCTaHaBJIMBAETCS [IJIS1 K&KIOTO IPOU3BOAUTEIIS B
paMKax peruMCcTpalnyioHHOIO Y4 0CTOBepeHM s
JIeKapCTBEHHOTIO IIperapara B COOTBETCTBUM C
TpeboBaHUSIMMU TYHKTOB 24 1 25 [TpaBut.

[Tpunoxenne N 1

K MEeTOAMKe pacueTa npeaeabHbIX
OTMYCKHBIX 1IeH TPOU3BOAUTENIEe
Ha JIeKapCTBEeHHbIEe Mpernaparsl,






BKJIIOUEHHBIE B [IepeveHb KU3HEHHO
HEOOXOOMMBIX U BasKHEMIINUX
JIeKapCTBEHHBIX MperapaToB

CBELOEHWNA

06 o6bemMax 1 OTMNYCKHbIX LLeHaxX Haxoas
B Poccmnckonm depepaumnn nekapcTBeH
npon3BoOnNTENs rocygapcTea - YaeHa |
3KOHOMMNYECKOro COK3a 1 JIeKapCTBEHI
WHOCTPAHHOIr 0 NMPoOM3BOACTBA, MEePBMYHA
yNakKoOBKa KOTOPbIX OCYLLEeCTBAAETCSA U
ocyllecTBnaTbCa B Poccmnckonm del

3a nepuopn <*> ¢ r.no r.

(HanmeHoBaHuMe OopraHmsaunn-3ans

|. CBeneHnsa o IeKkapcTBeHHOM nper

1. Homep permcTpanyioHHOrO yI0CTOBEPEH NS

2. MexxniyHapogHOe HelmaTeHTOBaHHOe, U
rpynnOMpoOBOYHOE, UV XUMUYECKOe
HauMeHOBaHMe

3. ToproBoe HaMMeHOBaHME







4. JlekapcTBeHHas ¢popMa, 103UPOBKA U

IeicTBuUs

KOHLIeHTpanmusd, O6'b€M, dKTMBHOCTbDb B e AMHULaX

5. O611e€e KOaM4eCcTBO BO BTOPUYHOIA
(TOTpeO6UTETBCKOI) YITAKOBKE

Il. PacyeT LeHbl

N | KonnyecTtBo CpenHeB3BeleHHas | 3ape
I/11 | OTIYILE HHOT'O dakTueckas npen
JIEKapCTBEHHOTO | OTITYCKHAS I[eHa oTmy
mpernapara JIeKapCTBEHHOTO Jiexa
mperapara 3a npen
ThIC. TRIC. | morpe6urensbckyo | motp
YIaKOBOK | py6redt | vyavopky (Ges yIaK
HIIC), pybneii pyos

1 2 3 4 5

<*> OTYeTHbIN nepuopg MNpw rocygapcTee
OTMYCKHOW LieHbl Mpou3BOAMTENA Ha JleKapcT

COOTBETCTBUN C MNyHKTOM 23 [lpasun

rocy

nepeperncTpaunmn npenesnbHbliX OTMYCKHbIX Liet






npenapaTbl, BKJ/IOYEHHbIe B MepedvyeHb >XXU3HE
NleKapCTBEHHbIX MNpenapaToB, YTBEPXAEHHbI
Poccuinckonm ®epepauunm ot 29 oktabps 2010
peryampoBaHUN LEeH Ha JIeKapCTBEHHbIE rpel
XXN3HEHHO HeobXoAMMbIX U Ba)KHEWLWNX Nek:
nepuoa Npu nepeperncTpaunm npenenbHom ¢
JleKapCTBEHHbIN NpenapaT onpenensaeTcsa B coc
Mpasun.

<**> 3anoJIHAeTCHa Npu nepeperncTpaymn
Npon3BOANTENS Ha NeKapCTBEHHbIN npenapa
noAnyHKTOM "r" nyHkTa 32 u nyHKTOM 34 [1paB
nepeperncTpaunmn npenesbHblX OTNYCKHbIX Let
npenapaTbl, BKJ/IOYEHHbIE B MepedvyeHb >XXU3HE
JIeKapCTBEHHbIX MpenapaToB, YTBEP)XXOEHHbI
Poccuinckonm ®epepaynm ot 29 oktabps 2010
peryampoBaHMN LEH Ha JieKapCTBEHHble rpel
XKN3HEHHO HE0BX0AMMbIX U Ba)KHENLINX sieKapc

MpumeydaHme. ononHNTENLHO B hopme Tabnne
OaHHble 006 obbemax peanusayum ne
BCEM (PpaKTUYECKUM OTMYCKHbIM LeHan
OyMa>kHOM HocuTene (B 2 ak3eMnasgpax

[Il. PeecTp OTrpy30K JleKapCTBEHHOI O Mpe
c 20 rog no 20 rog







N | Toprosoe
/11 | Ha3BaHUeE

BTOPUYHON

YI1aKOBKe)

(JlekapCTBEHHas
dbopma, m03MpOBKa,
KOJIMYECTBO BO

(TOTpPe6bUTETHCKOI)

[TpousBomutens | Hamen

IIOCTaBI

HUtoro

CpenHeB3BelieHHas pakTHUUeCcKast OTIYCKHAS 1[eHa JI
(6e3 HIIC), py6ueit

PykoBogurenb
OpraHmMsaluum-
3asiBUTEJIS

(TIoTNCh)

(p.n.0.)

(TenedoH,
agpec
9JIEKTPOHH
TIOYTHI)

M.II. (mpu Hanmmumn)







Ucrionuurenb

(mommuck) | | (p.n.0.) | | (Tenedosn,
azmpec
37IeKTPOHH
TIOYTHI)

[Tpunoxenwne N 2

K METOVKe pacueTa pefeabHbIX
OTITYCKHBIX LIeH IPOU3BOANTEeN
Ha JIeKapCTBEeHHbIE Iperaparsl,
BK/IIOUEHHBIE B IIepevyeHb )XM3HEeHHO
HeOOXOMMBbIX ¥ BaXKHeMIINX
JIeKapCTBEHHBIX MpernapaToB

ITEPEYEHb
MHOCTPAHHBIX TOCYIOAPCTB, B OTHOIIEHUNA
KOTOPBIX ITPENCTABJIAETCA
NHOOPMAIIVIA Ob YPOBHE MMHVMAJIBHbBIX
OTITYCKHbBIX HEH
HA JIEKAPCTBEHHBIE ITPEITAPATDI

1. Benrpusa
2. 'peueckast Pecrrybmka
3. KoposieBCcTBO benbrus

4. KoponeBcTBo McnaHus






5. KoponeBctBo Hupmepnannoos

6. Pecrty6mmka ITosbina

7. PyMbIHUS

8. Cnosaiikast Peciy6smka

9. Typenikast Pecryb6mmka

10. ®paniysckas Pecrrybamka
11. Yemckast Pecrry6mka

12. CTpaHa npon3BoOUTE NS

[Tpunoxeunne N 3

K MeTOJMKe pacueTa IpeJe/bHbIX
OTITYCKHBIX LIeH IPOU3BOANTEeN
Ha JIeKapCTBEeHHbIe IIperaparhl,
BK/IIOUEHHbIE B [IepeyeHb KM3HEeHHO
HeOOXOMMBIX ¥ BaKHEMIINX
JIeKapCTBEeHHbIX IIperapaToB

PACYHET
npenenbHOn OTMYCKHOW LeHbl MPON3BOaAN
npenapaT, NpeacTaBAAeMon Ha rocy)
perncTpauunio n nepeperncTpaLy

(HanmeHoBaHMe opraHmMsaunn-3ans






I. CBegeHna o neKkapCTBEHHOM rper

1. Homep perncTpaiMoHHOTO yI0CTOBEPEHMSI

2. MeskgyHapogHOe HelmaTeHTOBaHHOe, N
IPYIIIMPOBOYHOE, UM XMMUYECKOe
HayMeHOBaHMe

3. ToproBoe HaMEeHOBaHME

4. JlekapcTBeHHas ¢popma, T03MPOBKA MU
KOHIIeHTpaIusi, 06beM, akTUBHOCTb B €IMHUIIAX
JencTBUS

5. Ob1ee KoaMuecTBO BO BTOPUYHOM
(MOTpe6UTETBCKOI) YIIaKOBKE

Il. Pac4eT UeHbl







N Kox | MuHuMmanbHas IIpoekT
/o | TH OTITyCKHas 1leHa OTITYCKHOM
B3/l | mpomusBomuTens Ha 1IEeHbI
EADC | nekapcTBeHHbII "mocTaBKa 6e:
mpemnapar B CTpaHe OILIAThI
MIPOU3BOANTENIS U B TaMO>XKeHHO
IPYTUX MHOCTPAHHBIX ITOIIIMHBI U
rocyJapCTBax B cbopoB 3a
COOTBETCTBUM C TaMOKeHHOe
tabnuiein 1 <*> odopmiierne’
pybsieit <**>
HauMeHoBaHue | IleHa,
MHOCTPAHHOTO | pyb6Jeii
rocygapcTna
1 2 3 4 5

<*> VYKa3blBalOTCA AaHHble K3 Tabnuubl 1
"MuUHMManbHaa OTMNyCKHasd uUeHa MNpPOou3BOAUT
CTpaHe npon3BoOUTENd U B AOPYrnUX WMHOCTP:
nepecyera), pybnen" n ctpaHa, LeHa KOTOPOW |

<**> He 3anonHaeTca AN NeKapCTBEHH
rocyfnapcrtea - 4ieHa EBpasuMnckoro skKoHOMvy
rnpernapaToB MHOCTPAHHOINO NPON3BOACTBA, MNef
KOTOPbIX OCYLLeCTBAATCA WX MJaHupyeTc






depepauunn.

Tabnuua 1. CeBepgeHnsa o6 ypoBHe MUHI
N | Toprosoe JlekapcTBeHHas | KommuecTs(
/Tl | HAMMeHoBaHue |dopma, noTpeo6uTe)
JIeKapCTBEHHOTO | AO3MPOBKA WIN | YITAaKOBKe
npenapara KOHIIeHTpaLus,
o6beM,
dKTUBHOCTL B
eJVHUIIaAX
neicTBuUs
1 2 3 4

MuHuMasibHas pacueTHasa OTIIYCKHAS IieHa IMTPOMN3BO]

MuHuMaJibHas pacyeTHasa OTITYCKHAs IieHa ITPOMN3BO]

MuHuMasbHas OTIIYCKHAs LIeHa ITPOM3BOAUTEJIS Ha J.

HasBanue cTpaHbl ¢ MMHMMAILHOM OTITYCKHOM LI€HO!

OcobBeHHOCTH <***%%>

<*> PacyeT UEHbl MPOU3BOAUTCH MyTEM I
npenapata B WMHOCTPaHHOW BastoTe B pybnu |






HaCTOALLEro NPUIOXKeHUs.
<*¥> PaccyuTblBaeTCcA B CJly4ae rocy
(Nnepepernctpaunn) npenenbHON OTAYCKHOW |
KOJINYECTBOM JIeKapCTBEHHbIX (hOpM B NoTpebun
ynakoBke, o6bemy), KOTOpoe OTCYyTCTBYET B pe
<k**>  PaccuymTbiBAaeTCA B CJQy4ae rocC
(nepepernctpaumun) npenenbHoONn OTMNYCKHOW |
[O3UPOBKON, KOTOpas OTCYTCTBYeT B pedepeH1
<¥¥FF*> YKasblBaeTCA Ha3BaHWe CTpaHbl, Ki
pacyeTa MUHMMaANIbHON OTMYCKHOW LLEHbI.
<¥FR¥RRE> B cny4vae ecnm uUeHbl B OTOesIbHbIX
MeXroCyapCTBEHHbIX COrjaweHun no BonM
npenapaTa, B cTpoke "OcobeHHOCTMN" HacToA
0COBEHHOCTN (OopMUPOBAHUA ITUX LeH. [pu
JleKapCTBEeHHbIe rpernapaTbl, MnocTaBaseMble :
opraHusauun (poHOoB) Mo peweHno BcemmnpHc

Tabnunua 2. Kypc BanoT 455 pacye
MUWHMMaJIbHbIX OTAYCKHbIX LLEH Ha N1eKap
3a nepwuog C r.mo r.

1 |Crpana | HammeHnoBanue | CpenHuii Kypc
BaJIOThI BaJIIOTHI <*>

<*> PaccyumTbiBaeTCA MO CpefHeMy Kypcy
Poccuinckon ®epepauynmn, yctaHoBsieHHOMY baH






npejlecTeyolme Mecsauy AaTbl nogadyu 3as
perncrtpaumm mam nepeperncrpaumm npenenb
npenapaTt (HanpuMmep, Npu rnogaye [OOKYMe
paccyYMTbiBaeTCqa Ha OCHOBaHUN COOTBETCTBYIOL
MapT).

PykoBoguTenb
opraHmu3aluu-
3asIBUTeJIS

(mommuck) | | (p.n.0.) | | (TenedoHn,
azmpec
9JIEKTPOHH
TIOYTHI)

M.II. (mpu Hanmnumn)

Hcrionuurenb

(mommuce) | | (p.n.0.) | | (TenedoH,
azmpec
9JIEKTPOHH
IIOYTHI)

[Tpunoxenwne N 4

K MEeTOJVIKe pacueTa IpefeabHbIX
OTITyCKHBIX 1IeH TPOU3BOIUTEIIEN
Ha JIeKapCTBeHHbIe Iperaparsl,






BKJIIOUEHHBIE B [IepeveHb KU3HEHHO
HEOOXOOMMBIX U BsKHEMIIINX

JIEKaPpCTBEHHBLIX IIpeIriapaToB

CBELOEHWNA
06 o6bemMax n o LeHax BBO3a JIeKapCTBE
WHOCTPAHHOIro NPOM3BOACTBA, HAaXo4ALL
Ha TeppuTopumn Poccnimnckon depeg
3a OTYETHbIN nepuog <*> ¢ r. no

(HanmeHoBaHuMe OopraHmsaunn-3anBs

|. CBeneHnsa o NeKapcTBeHHOM nper

1. Homep perucTpaiMoHHOTO YI0CTOBEPEHMSI

2. MexxnyHapoJHOe HellaTeHTOBaHHOe, U
IPYIIIMPOBOYHOE, VU XMMUUYECKoe
HauMeHOBaHMe

3. ToproBoe HaMMeHOBaHMe

4. JlekapcTBeHHasi GbopMma, 103MPOBKa WU
KOHIIeHTpa1usi, 06beM, akTUBHOCTb B eIMHUIIAX
NencTBUs







5. Ob11ee KOIMYECTBO BO BTOPUUHOIA
(MOTpebUTEeIHCKOI) YITaKOBKE

Il. PacyeT ueHbl

N | HaumenoBanue | Homep Hara
/11 | IPOM3BOANUTENS | TAMOXKEHHOM | TaMOKEHHOM
Ieknapanuu | gexkaapaiunu

Htoro

Utoro: cpenHeB3BelleHHas (hakTUyecKas lieHa BBO3E
py6eii

PykoBoguTtenb
OpraHmu3auun-
3asBUTeNS







(mogmmuce) | | (b.n.0.) | | (tenedoH,
azpec
37IeKTPOHH
TIOYThI)

M.IL. (mpu Hanmmumn)

Ucrionuurenb

(mopmuck) | | (p.n.0.) | | (Tenedosn,
azmpec
9JIEKTPOHH
TOYTHI)

<*> OTYeTHbIII IepUOJ, TPU TOCYyAAPCTBEHHOI
perucTpauun npeaeabHO OTITYCKHON IIeHbI
MPOU3BOANUTEJIS HA JIeKapCTBEHHbII IIpernapar
orpezesisieTCss B COOTBETCTBUM C ITyHKTOM 23 I[IpaBui
rOCyLapCTBEHHOM perucTpauuy 1 nepepeructTpanmun
Npene/bHbIX OTITYCKHBIX L[eH IPOU3BOAUTENel Ha
JIeKapCTBEHHbIE TperapaThl, BKIOUYEHHbIE B
repeyeHb JKM3HEHHO HEOOXOIMMBIX M BasKHEM X
JIeKapCTBEHHBIX TPerapaToB, YTBEePXKAEHHbIX
rnocraHosyieHneM [IpaBurtenbcTBa Poccniickoii
®enepanyum ot 29 okTsi6ps 2010 r. N 865 "O
roCygapCTBEHHOM peryJiMpOBaHUM LIEH Ha






JIeKapCTBE€HHbIE ITpeIiapaThbl, BKIIOUYEHHbIEC B
rnepedyeHb >)KU3HEHHO HeO6XOIU/IMbIX U BaSKHEMIINX

JIeKapCTBEHHDIX IIpernapaTos”.

OTueTHBIN IIEpUO IPU IIepeperucTpanun
NpenebHOM OTITYCKHOM 1LIeHbl IIPOU3BOAUTES Ha
JIEKapCTBEHHBIN IIpernapar onpenensieTcs B
COOTBETCTBUM C IYHKTOM 37 yKa3aHHBIX [IpaBuii.

[MTpumeyvanme. JIOTIOJTHUTEIBHO MIPEACTABISIOTCS B
anekTpoHHO hopme (Excel) maHHbIe 06 060BEMaAxX
BB03a JIeKapCTBEeHHBIX MpeIapaToB 0 BCEM
(akTMueckuM cayyasiMm BBO3a 3a OTUETHbIN ITepuo/,.

[Tpunosxenne N 5

K METOJIMKe pacueTa ImpeaeabHbIX
OTITYCKHBIX IIeH TTPOU3BOIUTEIE
Ha JIeKapCTBEHHbIE TTPeIaparsl,
BKJIIOUEHHbIE B TIepeUYeHb JKM3HEHHO
HEOOXOIMMBIX U BasKHEMIIINX
JIeKapCTBEHHBIX MperapaToB

CBEOEHNA
0 HaJIM4YNM 3aperncTpupoBaHHbIX Npeae.
3a5BJISIeMOro JIeKapCTBEHHOI 0 Mpert:

(HanmeHoBaHuMe OopraHmsauunn - 3aste

I. CBeoeHMsA 0 NeKapCTBEHHOM rpen






1. Homep perncTpaiMoHHOTO yI0CTOBEPEHMST

2. MexxniyHapogHOe HelmaTeHTOBaHHOe, U

IPYNIMPOBOYHOE, UIU XMMUUECKOe
HalIMeHOBaHue

3. ToproBoe HaMMeHOBaHME

4. JlekapcTBeHHas ¢popma, 103UPOBKa U

KOHLIeHTpanmusd, 06'bEM, dKTMBHOCTbDb B e IMHUILaX

nencTBus

5. O611ee Koam4eCcTBO BO BTOPUYHOIA
(MOTpe6bUTETHCKOI) YITAKOBKE

Il. Pac4eT UeHbl

N |Bnazener JlekapcTtBeHHas | Konunuec
II/TI | perucTpalnoHHoro | popma, roTpebu
YA0CTOBEPEHMSI, IO3MPOBKaA YITaKOBK!
MIPOM3BOAUTEID,
YITaKOBII UK,
BBIITYCKAOIII1
KOHTPOJIb
1 2 3 4







3HaueHMe, PaCCUNTAHHOE UCXO/S M3 CPeIHero apudi
3aperMcTPMPOBAHHbIX IIeH Ha OJIVsKaiie CMeXKHbIe
MOTPeOUTEIbCKOI YIIaKOBKE 3asiBJISIEMOrO JIeKapCTBe
JIeKapCTBEHHBIX ()OPM BO BTOPUYHOI IOTPEOUTETHCE
npenapara (6e3 HIIC), pybmeit. <**>

3HaueHMe, PACCUNTAHHOE MUCXO/S U3 CPeIHeTo apudi
6svkaitiie CMeXXHble T03MPOBKY 3asIB/ISIEMOTO JIeKE
DeJiCTBYIOIIEro BellecTBa 3asiB/sieMOro JeKapCTBEeHH

PacuetHas npenejibHasd OTIIYCKHAs Li€eHa 3ad4BJ/IIeMOT
HI[C), py6]’[€]71. <>}<>}<>{<>}<>

PykoBogurennb
OpraHu3alum-
3asiBUTeJISI

(TIoATINCh)

(¢.n.0.)

(TenedoH,
ampec
3IeKTPOHH
TIOYTHI)

M.II. (mpu Hanmnumun)

Hcrionuurenb







(mopgmmuce) | | (b.n.0.) | | (TenedoH,
azpec
371eKTPOHH
TIOYThI)

<*> YKa3bIBAIOTCA CBeIeHNS 000 BCcex
perucTpalMOHHbBIX YIO0CTOBEPEHUSIX, JIeKapCTBEHHbIX
dbopmax, o3upoBKax (KOHLEHTPALUIX, aKTUBHOCTU
B eVIHULIAX [eiiCTBUS), YIIAKOBKaX, Ha KOTOpPbIe
3aperucTpPUpPOBaAHBI IIpefie/ibHble OTITYCKHbIE 1JeHbI
3asBJISIeMOT0 JIeKapCTBEHHOTO IIpernapara B
HyMepaluu, COOTBETCTBYIOLIEN pasneny 11
HaCTOSLIero IMpuaI0KeH .

<**> PaccuMThIBAETCS B C/yUasix, yKa3aHHBIX B
MOAIYHKTE "a" IIYHKTa 7 U B IIOAIIYHKTE "a" IIYHKTa
14 meTogMKM pacueTa MpeeabHbIX OTITYCKHBIX L1eH
NIPOM3BOJNTE e} Ha JIeKapCTBEeHHbIe IIpernaparhl,
BKJ/IIOUEHHbIE B IlepeyeHb XKM3HEeHHO HeOOXOIVIMbIX U
Ba)KHeMIIMX JIeKapCTBEHHbLIX IIpernapaTos,
YTBepKIEeHHOM [ocTaHoBIeHeM [IpaBuTenscTsa
Poccuiickoit ®emepauyn ot 15 centsiops 2015 . N
979.

<**¥*> PacCUMTHIBAETCS B CJIyYasix, yKa3aHHbIX B






MOAITYHKTe "6" MyHKTa 7 U B MOAITyHKTe "6" ITyHKTa
14 meToguKM pacueTa MpeenbHbIX OTITYCKHBIX [1eH

MPOM3BOINUTEIEN Ha JIeKapCTBEHHbIE IIperapaThl,
BK/TIOUEHHbIE B ITepevyeHb KM3HEHHO HeOOXOIVIMbIX U
Ba)KHEeIIMX JJeKapCTBEHHbIX ITpernapaTos,
YTBEPXKIEHHOI ITocTaHoBIeHeM [IpaBuTeIbCTBA
Poccuiickoit ®emepauyu ot 15 centsops 2015 . N
979.

<##**S YKa3bIBaeTCsl pacueTHas mpejiesibHast
OTITyCKHAas 1eHa [l AO3UPOBKU U 06I11ero
KOJIMYeCTBa B IOTPeOUTENbCKOI yIIaKOBKe,
TpeJICTaBJIeHHbBIX B MyHKTax 4 1 5 pasmena I
HACTOSIIIET0 MTPUJIOKEeHMS.

[Tpunoxeunne N 6

K MeTOAMKe pacueTa npeaeabHbIX
OTIYCKHBIX 1I€H TPOU3BOAUTENeI
Ha JIeKapCTBEeHHbIEe Mpernaparsl,
BKJIIOUEHHbIE B [lepevyeHb KM3HEHHO
HEOOXOAMMBIX U BasKHEMIINX
JIeKapCTBEHHbBIX MMpernapaToB

PACYHET
npenesibHOM OTNYCKHOW LeHbl Ha BOCH
6brnoaHanorosbin (bonongobHbIN) nekapc
npeacTaB/ISeEMON Ha rOCy A4AaPCTBEHHY







(HanmeHoBaHuMe OopraHmsauunn - 3aqt

|. CBeneHnsa o IeKapCcTBEHHOM nper

1. Homep perncTpaiOHHOTO yI0CTOBEPEHMSI

2. ME)K,ELYHapO,H,HOQ HeIlaTeHTOBaHHOe, NJIN
TPpYHIIIMPOBOYHOE, NI XMMNUYECKOe
HalMEeHOBaHMe

3. ToproBoe HaMeHOBaHMe

4. JlekapcTBeHHas ¢popMa, T03MPOBKA MU
KOHIIEHTpaLus, 00beM, aKTUBHOCTb B €AMHUIIAX
JecTBUs

5. Ob1ee KoamMuecTBO BO BTOPUYHOI
(MOTpe6UTETBCKOI) YITaKOBKE

Il. PacyeT ueHbl

N |IIpousBoauTens | 3aperncTpupoBaHHas npenern
/11 npenapart (Lped) miu Ha nek:
rpeeabHOM OTITYCKHOM 11eHO







MIPOU3BOANUTE/b | HAMMEHOBAl
JIeKapCTBeH
rperiapara
1 2 3 4
PykoBonurenn
OpraHmMsaluum-
3asiBUTEJIS
(mogmucs) | | (b.n.0.) | | (TenedoH,
azpec
37eKTPOHH
TIOYTHI)
M.IL. (mpu HanmMumun)
Wcnionuurenn







(mopgmmuce) | | (b.n.0.) | | (TenedoH,
azpec
371eKTPOHH
TIOYThI)

<*> [leHbl HA JIeKapCTBEHHbIE TIperapaTsl Liped u
IIm, a Takke KoadduimenTs mepecuera Ku, Kb 1 K
OMpenesnsiTCsI B COOTBETCTBUM C pasaenom VIII
MEeTOIUKM pacueTa Mpee/ibHbIX OTITYCKHBIX II€H
MMPOM3BOANTEIEN HA JIeKAPCTBEHHbIE ITpernaparhl,
BK/TIOUEHHbIe B ITepevyeHb XM3HEeHHO HeOOXOIVMbIX U
BayKHEMIIMX JIeKapCTBEHHBIX MPenapaTos,
YTBEPXKIEHHO IT0CTaHOBIeHreM [IpaBuTenbCTBa
Poccuiickoit ®epepaunu ot 15 centsiops 2015 . N
979.

[Tpunoxenue N 7

K MeTOJVIKe pacueTa IpeJelbHbIX
OTITYCKHBIX LIeH TPOU3BOIUTEIeN
Ha JIeKapCTBeHHbIe Iperaparsl,
BKJIFOUEHHbIEe B [IepevyeHb KM3HEHHO
HEOOXOMMBIX M BaKHEM X
JIeKapCTBEHHBIX NpernapaToB

PACHET
npeaenbHOn OTNYCKHOM LeHbl Ha fiekap






NPOV3BOANTENSA FOCYAaPCTBa - Y/eHa |
3KOHOMMWYECKOro Colo3a, NpeacTass
Ha rocyapCTBEHHYIO NepeperucTy

(HanmeHoBaHuMe OopraHmsauunn - 3aqe

|. CBeneHnsa o IeKapCcTBEHHOM nper

1. Homep perncTpaioHHOTO yI0CTOBEPEHMST

2. ME)KJIYHapO,H,HOQ HeIIaTeHTOBaHHOe, NJIN
TPpYMIIIMPOBOYHOE, NI XMMNUYECKOEe
HalMeHOBaHMe

3. ToproBoe HaMeHOBaHMe

4. JlekapcTBeHHas ¢popma, T03MPOBKA MU
KOHIIEHTpaLMs, 00beM, aKTUBHOCTb B €AMHUIIAX
JecTBUs

5. Ob11ee KoamMuecTBO BO BTOPUYHOM
(MOTpebuUTeNbCKOI) YITaKOBKE

Il. PacyeT ueHbl

N |IIpomsBoauTtens | [IpsamMbie pacxombl
/11







MaTepuasbl | CbIpbe |3apaboT
riaTa
1 2 3 4 5
PykoBoguTenb
OpraHusauun-
3asiBUTENS
(mommuce) | | (p.n.0.) | | (TenedoH,
azpec
37IeKTPOHH
I1OYTHI)
M.IL. (ipu HaTMUUN)
WcnionanTensb
(mommuck) | | (p.n.0.) | | (TenedoHn,
azpec
37IeKTPOHH
IIOYTHI)







<*> OTHOCSITCS Ha OOIIEITPON3BOICTBEHHbBIE U
00111eX039/iCTBeHHbIE PaCXO/IbI.

<**> 3amnoHsIeTCs )i IeKapCTBEHHBIX IIperapaTos,
HaXOOMBIIMXCSI B 0OpalieHn Ha TeppUTOPUN
Poccuiickoit ®epgepauyu.

Tabnuma 1. [Tnanmpyemsblit 06beM BbIITyCKa
JIEKapCTBEHHOTO
rpernapara, ero y/ieJibHblii BeC B 0011leM 00beme
MIPOM3BOIVMBIX
JIEKapCTBEHHBIX ITPENapaToB, B HATYPaIbHOM
Y CTOMMOCTHOM BBIpake HUMU

N | HaumeHoBaHue Enununa [Tnanupyemsbli
II/TI | IeKapCTBEHHOIO | M3MepeHus | 00beM

rpernapara, BBIMYCKA, B
II03MPOBKa U HaTypaJbHOM
KOJIMYECTBO B BbIpakeHUU
MOTPEOUTENTbCKO (KOIMYecTBO
YIIaKOBKe, eIHMUIL

IIPOU3BOLUTEIb U3MepeHus)







Tabnuiua 2. KanbKy/asaiys 3aTpaT MaTepuaaoB
I10 IIPOU3BOICTBY OJHOJI IOTPEOUTETHCKOI
YIIaKOBKU

(rpada 3 pasmesna Il HaCTOSIIErO MPUTOKEHMST)

(HauMeHOBaHMe IperapaTa, J03MpPOBKa U
KOJIMUECTBO

B ITIOTPEOUTENIbCKOI YITaKOBKE)

/11

Pacxonpl
Ha
MaTepuasbl

Enunuina
M3MepeHUs

Hopma
pacxona
(cornacHo
TeXHNYeCKOMY
periameHTy
TIpenIpusITUS)

Len
dax
3aKy
HIC

pyo)

4

<*> B pacueTe Ha OHY ITOTPEOUTEIBCKYIO YIIAKOBKY.






<**> B ciiydae OTCYTCTBMS 3aKYTIKM MaTepuasoB,
HeOOXOMMBIX JJIsI TPOU3BOICTBA KOHKPETHOTO
JIeKapCTBEHHOTIO IIperapara, IpeCcTaBIsIoTCs
CBeneHMs 10 aHAJIOTMYHBIM 110 CBOMM
XapakTepyucTuKaM MarepuasnaM, 3aKyraeMbIM IJIs
MPOU3BOJCTBA UHBIX KM3HEHHO HEOOXOMMBIX U
BaKHeMIIMX JIeKapCTBEHHBIX IIPernapaTos, LieHbl Ha
KOTOpbIE paHee 3apermcTpyupoBaHbl.

Tabnuia 3. Onuch JOKYMEHTAJTbHOTO
MOATBEPKIEHMS PACXOI0B Ha MaTepPUaJIbl
(rpada 3 pasmesna Il HaCcTOSIIErO MPUIOKEHMST)

N
/1

HanmenoBaHue | HaumeHoBaHue
maTepuasa [IOCTaBII KA

Homep u ma1
TOBapPHO
HaK/IaaHO,
Trpy30BOM
TaMO>XeHHO}
Jexiapauumn
MHOTO BUA
JOKYyMEeHTal
MOATBEPKIE

4

Tabnuia 4. KaabKy/asmys 3aTpaT ChIpbs
I10 IIPOU3BOICTBY OJHOJ IOTPEOUTETHCKOI






YIIaKOBKU
(rpada 4 pasnesna Il HacToOSIIErO TPUTOXKEHMS)

KOJIMYECTBO
B ITOTPEOUTEbCKOI YITAKOBKE)

(HaMMeHOBaHMe Tpernapara, 103MpoBKa 1

N CraTbyu pacxomoB Enuuunia Hopma
II/11 | HA ChIpbe u3MepeHus | pacxoga
(coryacHO
TeXHUYEeCKOl
periamMeHTy
peaIpusITH
1 2 3 4
AKTHUBHag
dbapmarieBTHUECKAS
cyocTaHLms
BcrmmomorarenbHbie
BellecTBa

<*> B pacueTe Ha OJIHY ITOTPEOUTETBCKYIO YIIaKOBKY.






<*#> B cjiydae OTCYTCTBUS 3aKyTIKU
BCIIOMOTAaTe/IbHBIX BEI[ECTB, MCII0/Ib3yEeMbIX IIPU
MPOM3BOJICTBE KOHKPETHOTO JIeKapCTBEHHOTO
npernapara, mpeJCcTaB/sIIOTCs CBeeHMSI TI0 3TUM XKe
BCIIOMOTaTe/IbHbIM BellleCTBaM, 3aKyraeMbIM JJ1sI
MIPOU3BO/CTBA UHBIX KM3HEHHO HEOOXOMMBIX U
BaXKHENIINX JIeKapCTBEHHBIX ITpernapaToB, lleHbl Ha
KOTOpbIe paHee 3aperuCTPUPOBaAHBI.

Tabnuua 5. udopmarus
006 aKTMBHOJ (papMalleBTUYECKOI CyOCTaHIIM
(rpada 4 pasmeina Il HacTOSIIErO MPUTOKEHNST)

N | HammeHoBaHMe YnenbHbI BeC IIpc
II/T1 | aKTUBHOM aKTUBHOM aKT
dapmaiieBTHUECKOI | hapmalieBTHUUYeCKoit | dar
cyoCcTaHLIMU cyOCTaHLIM B cyo

craTbe "ChIpbe” 3a
OTYeTHbIN TTepuof,
B HATypaJIbHOM
BbIpaXKEeHUMU,
MPOLIEHTOB







Tabnuua 6. Omnmch
IOKYMEHTAJbHOT0 ITOATBEPIKIEHMS pacX0/I0B Ha
ChIpbe
(rpada 4 pasmeina Il HaCTOSIIErO MPUTOKEHNST)

N | HaumeHnoBanue Hanmenosanue | Homep 1
11/11 | hapMaieBTMUYeCKOJ | ITOCTaBIIMKa JaTa
CyOCTaHLIUY WU TOBapHC(
BCIIOMOTaTe/IbHOTO HaKaagr
BellecTBa U
IrPy30BO
TaMoXKe
JIeKaapa
1 2 3 4

Tabnuia 7. PacmmdpoBka 3aTpar 1Mo cTaThe
"3apaboTHas raTa”
(rpada 5 pasmesna Il HacToSIIIErO MTPUTOXKEHMS)







N | CtpyKkTypHbI€e Ormuiata | Crpaxossie | CTpa
/1 | moApasfieneHnss |Tpyda | B3HOCHI IO | Ha Of
o 20 20 cuety, |coumu
cuety, |pybneit <*>|cTpa:
pyouteit Hecy
CIIy Y
TpoV
rpod
3a60.
cyer
1 2 3 4 5
3apaboTHas
TiaTa
PabOTHMKOB,
3aHSITBIX
HeIoCpeCTBEHHO
Ha IIPOU3BOACTBE
JIeKapCTBEHHOTO
rperiapara
Utoro

B pacueTe Ha OJHY TOTPEOUTENBCKYIO YITAKOBKY <**>







<*> VYU THIBAIOTCS CTPAXOBbIe B3HOCHI HA
006s13aTe/IbHOE COLIMAIbHOE CTPAaXOBaHMe Ha cayJait

BpeMeHHOV HETPYOOCIIOCOOHOCTY U B CBSI3U C
MaTepMHCTBOM, 00sI3aTe/IbHOE IEHCUOHHOe
CTpaxoBaHMe, 00si3aTeIbHOe MeIUIIMHCKOe
CTpaxoBaHMe.

<**> PaccunTtsiBaeTcs 1o gpopmyie "MitoroBoe
3HaueHue (B py6:six)" /" TInaHupyeMblit Win
(dakTrueckuit 06’beM BbIITyCKa Mperapara’ B
COOTBETCTBUM C pa3nesioM V MeTOAMUKM pacueTa
Tpene/bHbIX OTITYCKHBIX LIeH IPOU3BOAUTENel Ha
JIeKapCTBEHHbIE TIperapaThl, BKIOUYEHHbIE B
repeveHb JXM3HEHHO HEOOXOIMMBIX M BasKHEM X
JIEKapCTBEHHBIX IIPerapaToB, YTBEPXKAEHH O
nocra”HosysienueMm [IpaBurennctBa Poccuiickon
®enepanym ot 15 centsiops 2015 r. N 979.

Ta6nuia 8. PacimmgpoBka 3aTpar
1o cTaThbe "OO1enpon3BOACTBEHHbBIE PACXOIbI"
(rpadmr 6 - 9 pasgena Il HacTOSIErO MPUIOXKEHMS)

8.1. PaciumdpoBKa 3aTpar I10 cTaThe "3apaboTHas
riaTa
006I1IerTPON3BOICTBEHHOTO ¥ BCIIOMOTATeTbHOTO
rnepcoHana”

(rpada 6 pasmesna Il HaCTOSIIErO MPUIOKEHMST)







N | CtpyKkTypHbI€e Orutata | Ctpaxossie | CTpaxo
T/T1 | mofipasfesieHus | TpyJa | B3HOCHI IO | Ha 00s:
mo 25 |25cuery, |couuan
cuety, | pybsei <*> | crpaxo
pyo6uteit Hecyac'
ciyyae:
MIPOU3E
rpodec
3aboie
CUery, |
1 |2 3 4 5
Utoro
B pacueTe Ha OJIHY MOTPEOUTETHCKYIO YITAKOBKY <**>

<*> YUuTHIBAIOTCS CTpaXxoOBbl€ BBHOCBI Ha
obs13aTeIbHOE CoMaJIbHOE CTpaXOBaHMe Ha cnyqaﬁ

BpeMeHHO HETPYAOCIIOCOOHOCTY U B CBSI3U C

MaTepPUHCTBOM, 00513aTe/IbHOE IIeHCHMOHHOe
CTpaxoBaHMe, 06s13aTe/IbHOE MeIUIIMHCKOe
CTpaxoBaHMUe.






<**>YxaspiBaeTcsi popmyJia, B COOTBETCTBUM C
KOTOPOW pacCUnTBLIBAETCS [1eHA Ha OTHY

MOTPEOUTENIbCKYIO YITAaKOBKY.

8.2. PacmimndpoBKa 3aTparT Mo CcTaTbe
"DJIEKTPOIHEPTHUSI, TEIJIOCHAOXKEH e,
BOJIOCHaOKeHMe ¥ TOIUIMBO"

(rpada 7 pasmeina Il HACTOSIIErO MPUTOKEHMST)

N | Crarbs 3aTpat [MocraBmuk | CTOMMOCTD

/1 yoyr (6e3
HIC),
pyb6uieit

1 2 3 4

1. | dnexkTposHeprus

TeruiocHabkeHNne

BopocHabkeHue

Ll IRl I

Tonnuso

Htoro

B pacueTe Ha OgHY TOTPEOUTETBCKYIO YIIAKOBKY

<>







<*>Vka3biBaetcst GopmyJia, B COOTBETCTBUMU C
KOTOPO¥ PacCUMTHIBAETCS IleHa Ha OJTHY

MOTPEOUTENbCKYIO YIIAKOBKY.

8.3. PacmmdpoBKa 3aTparT 110 cTaTbe "AMOPTU3aINS
OCHOBHBIX CPeACTB, UCIOIb3yEMBbIX [IJ15
IMPOM3BOACTBA"

(rpada 8 pasmesna Il HaCcTOSIIErO TPUTOKEHMST)

N OcHOBHbIE Amoptusauus (6e3 HIC),
/I | CpeacTBa pyoteit
1 2 3

Utoro
B pacueTe Ha OHY ITOTPEOUTENBCKYIO YITAKOBKY
<E>

<*>Vka3biBaetcst GopmyJia, B COOTBETCTBUM C
KOTOPOJ pacCUMTHIBAETCS I1eHA Ha OJTHY
MOTPEOUTENbCKYIO YIIAaKOBKY.

8.4. PacimdpoBKa 3aTpar
110 ctaThbe "TIpoure 0OUIEITPOU3BOACTBEHHbIE
pacxonnl”






(rpada 9 pasgeina Il HacTOSIIErO MPUTOKEHMS)

N |CraTbs IMocTaBuMk | CTOMMOCTD YCIYT
I/TI | paCXOZIOB | YCIAYTU (6e3 HIIC), pybieit
1 2 3 4

Htoro

B pacuete Ha ofHY HOTpe6MTeJIbCKon YIIaKOBKY
<E>

<*>Vka3spiBaetcst GopmyJia, B COOTBETCTBUMU C
KOTOPOJ pacCUMTHIBAETCS IIeHa Ha OJIHY
MOTPEOUTENHCKYIO YITAKOBKY.

Tabauua 9. Pacmingposka
3aTpart 1o craTbe "OO6IexX03511ICTBEHHbIE PACXO/Ibl"
(rpadsr 10 - 12 pasngena II HacTOSIIIIErO TPUTOKEHMNST)

9.1. Pacuindposka 3aTpar 1o cratbe "PazpaboTka’
(rpada 10 pasgena Il HaCTOSIIETO MPUIOKEHMS)







N | CraTes pacxomoB IToctaBuiuk | CTOMMOCTD
I1/T1 YCIIyTU yoiyr (6e3
HIC),
pybneii
1 |2 3 4
1. |PaspaboTtka
KOHKPETHOTO
JIEKapCTBEHHOT'O

rpernapara, B TOM
Yiucie
COOCTBEHHbIE
pPacxo/bl
MIPeIIPUITUS

PerucrtpanyioHHbIe
MpOLeIyPbl, B TOM
yucie
IOKJIMHMUYECKIe
UCCIIeJOBaHUS
J1eKapCTBEHHBIX
CPelCTB U
KIMHUYeCcKye
UCCIIeJOBaHUS
J1IeKapCTBEHHOTO
npemnapara







3. |IIpoune pacxombl

HUtoro

B pacueTe Ha OJjHY ITOTPEOUTENBCKYIO YIIAKOBKY

<FE>

<*> VKasbiBaeTcs ¢hopmMyJia, B COOTBETCTBUM C
KOTOPO#1 pacCUMTHIBAETCS LIeHa Ha OJHY
ITOTPEOUTENIBCKYIO YITAaKOBKY.

9.2. PacmudpoBka 3aTpar 1o ctatbe "Peanusarus”
(rpadpa 11 paspgena I HacTOSIIETO MPUIOKEHMST)

N |Crarbs [TocraBwuk | CTOMMOCTD yCIIyT
II/TI | pacXOJIOB | yCJIYT (6e3 HIIC), py6ueit
1 2 3 4

Uroro

B pacueTe Ha OJjHY TOTPEOUTENBCKYIO YIIAKOBKY







<*>Vka3biBaetcst GopmyJia, B COOTBETCTBUMU C
KOTOPOJ pacCUMTHIBAETCS I1eHA Ha OJTHY
MOTPEOUTENbCKYIO YIIAaKOBKY.

9.3. PacmndpoBKka 3aTpaT
1o ctaTbe "TIpoune 00O1IEX035I/iICTBEHHBIE PACXOIbl"
(rpada 12 pasgena Il HaCTOSIIETO MPUIOKEHMS)

N | CraTbs IToctaBmuk | CTOMMOCTB YCITYT
TI/TI | pacXoJ0B | yCJIyTU (6e3 HJIC), pybsneit
1 2 3 4

Utoro

B pacueTe Ha OHY ITOTPEOUTENBCKYIO YITAKOBKY
<EF>

<*>Vka3biBaeTcsi GopmyJia, B COOTBETCTBUMU C
KOTOPOJi PacCUMTHIBAETCS 1I€HA Ha OJTHY
IMOTPEOUTENbCKYIO YITAaKOBKY.

[TpubbLIL U peHTabeIbHOCTb MPOaYKIINK (rpadbl 13 u
14 paspena Il HacTOSIIErO TPUIOKEHMS)
OTIpeIeJISIIOTCSI B COOTBETCTBUM C pasgenom V
METOIMKM pacueTa IpedeabHbIX OTITYCKHbIX IIeH






HpOI/ISBOILMTEHeﬁ Ha JIeKapCTBEHHbIE ITpeI1apaThbI,
BK/IIOYE€HHbIE B [TIepeYeHb JKM3HEHHO HeO6XO,ELI/IMbIX n

BaKHEN X JIeKapCTBEHHBIX ITPerapaTos,
YTBepsKIeHHO mocTaHoBeHreM [IpaBuTeIbCTBa
Poccuiickoit ®emepauyu ot 15 centsiops 2015 . N
979.

[Tpumeuanue. Tabnuiia 9 IBISIETCST TUTIOBOIA,
IOIyCKAeTCs BKIKDUYEHME B Hee JOMOTHUTEbHBIX
CBeJIeHM 1, YUUTHIBAIONIMX CIIOCOO OTHECEHMSI
00IIeITPON3BOICTBEHHBIX U 00IEX03S/ICTBEHHBIX
pacxoaoB B COOTBETCTBUM C YUETHON MOJIUTUKOM
opraHmusaiuun.

[Tpunoxenne N 8

K METOJVKe pacueTa pefeabHbIX
OTITYCKHBIX LIeH IPOU3BOANTEeN
Ha JIeKapCTBeHHbIe Mperaparsl,
BK/IIOUEHHBIE B ITIepevyeHb )XN3HEeHHO
HeOOXOMMBIX ¥ BaKHEMIINX
JIeKapCTBEHHBIX MpernapaToB

®OPMV/JIBI
PACUYETA ITOHWXXAIOIINX KOPDOUITMEHTOB,
[IPVMEHSIEMBIX ITPU PACUETE
[IPEJIEJIPHOM OTITYCKHO LIEHBI
[TPOM3BOJIUTEJISI HA TTEPBBIN
BOCIIPOU3BEJIEHHBIN, BUOAHAJIOTOBBIN






(BMIOTIOZIOBHBIN) JIEKAPCTBEHHBI
[TPETIAPAT, A TAKJXKE BOCITPOM3BEJIEHHLIN,

BMOAHAJIOTOBBIN
(BUOTIOZIOBHBII) OPOAHHDBII TEKAPCTBEHHBIN
TIPEITAPAT,
TIPEJICTABJIIEMOI HA TOCYIAPCTBEHHYIO
PETMICTPAIIMIO

3aperncTpupoBaHHas
npenenbHas
OTITyCKHas 1eHa 3a
MOTPEOUTENTBCKYIO
YIIaKOBKY
pedepeHTHOTO
JIeKapCTBEHHOTO
Tnperapara, pyoJiei

(Uped)

[MoHmxkatomuit KoapdbuieH:
pacyeTa 11eHbl Ha IePBbIN
BOCIIPOM3BEEeHHbIN JIeKaPCT!
npernapart (Km)

IIPOU3BOANUTEIIS MHOCTpa
rocygapcraa - IIPOU3BC
YyjieHa MPOLIEHT
EBpasuiickoro
SKOHOMMYECKOTO

CO103a, ITPpOIE€HTOB

1

o 100 py6ieii
(BKITIOUMTEJIBHO)







ot 100 py6ieii 0 4x(1] "
1o 500 pyb6ieit "
(BRJIIOUMTEJIBHO)

ot 500 py6ieii 3,6 (1,,)"" =10 [ 4x(I1,,
o 100000 py6steit
(BKIIIOUNUTENILHO)

cBblie 100000 40 55
pyb6neit

<*> JlekapcTBeHHbI€e TIpernapaThl MHOCTPAHHOTO
MIPOM3BOLCTBA, B TOM UMCJie IepBUYHA U (UIIN)
BTOPUYHAS YIIAKOBKA KOTOPBIX OCYIECTBJISIETCS WU
TUIAHUPYETCST OCYIIECTBISITHCS B POCCUIACKOM
®Qenepauyn.

[Tpunoxenne N 9

K METOJIVMKe pacueTa IpeaeabHbIX
OTIYCKHBIX I[€H ITPOU3BOAUTENEN
Ha JIeKapCTBEeHHbIEe ITperaparhl,
BK/IIOUEHHbIE B ITIepeveHb JKIU3HEHHO
He00XO0OMMBbIX ¥ BasKHEMIINX
JIeKapCTBEHHBIX MpernapaToB

®OPMYV/JIbI






PACYETA ITOHMXAIOUIX KOSOPULIMEHTOB,
[TPUMEHSEMBIX

[IPU PACYETE IMPEJEJIBHOM OTITYCKHOI LIEHBI
[IPOVI3BOJIUTESI
HA BOCITPOU3BEJEHHBIN, BUOAHAJIOTOBBIN
(BUOITIOIOBHEIN)
JIEKAPCTBEHHGBIN ITPEITAPAT,
[IPEZICTAB/ISEMOI1
HA TOCYIIAPCTBEHHYIO PETMICTPALIUIO

3apeructpupoBaHHas | [loHykawomuit KoahduiyeH:

npenenbHas pacuera 1LeHbl Ha
OTITyCKHas LieHa 3a BOCIIPOM3Be€HHbINI
MOTPEOUTENbCKYIO JlekapcTBeHHbli npemnapar (K
YIIaKOBKY
pebepeHTHOTo NPOU3BOANUTENST | MUHOCTPAH:
JIeKapCTBEHHOTO rocyzapcrsa - IIPOU3BOZ,
npemapara, py6meii | V€Ha TPOLEHTO
(Liped) EBpasuiickoro <F>
3KOHOMMYECKOr0
C0103a,
MPOLIEHTOB
1 2 3
o 100 py6aeii 0 0
(BK/IIOUNTEIIBHO)







ot 100 py6ueii 3,6x(11.)"" | 4x(11,)
1o 500 pyb6ieit et e
(BRJIIOUMTEJIBHO)

ot 500 py6ieii 3,6x(11,,,)"" 4x(I1,)
1o 100 000 py6ieii
(BK/IIOUNTENILHO)

CBBIIILIe 50 65
100000 pyb6ueii

<*> JlekapcTBeHHbI€e TIpernapaThl MHOCTPAHHOTO
MIPOM3BOLCTBA, B TOM UMCJie IepBUYHA U (UIIN)
BTOPUYHAS YIIAKOBKA KOTOPBIX OCYIECTBJISIETCS WU
TUIAHUPYETCST OCYIIECTBISITHCS B POCCUIACKOM
®enepauyn.

[Tpunoxenne N 10

K METOJIVMKe pacueTa IpeaeabHbIX
OTITYCKHBIX I[eH TTPOU3BOUTEIe
Ha JIeKapCTBEeHHbIEe ITperaparhl,
BK/IIOUEHHbIE B ITIepeveHb JKIU3HEHHO
He00XO0OMMBbIX ¥ BasKHEMIINX
JIEKapCTBEHHBIX ITpernapaToB

OBOCHOBAHWE PACHETA






npeaenbHOn OTNYCKHOM LeHbl Ha fiekap
NPON3BOANTENS FOCYAAPCTBA - YJieHa |
3KOHOMUYECKOro Colo3a, NpeacTaBIsSeMo

(HanmeHoBaHuMe OopraHmnsauunn - 3aqe

|. CBeneHnsa o IeKapCcTBEHHOM nper

1. Homep perucTpaioHHOTO yI0CTOBEPEHMST

2. ME)KJIYHapO,H,HOQ HeIIaTeHTOBaHHOe, NJIN
TPpYIIIMPOBOYHOE, NI XMMHNYECKOE
HalMeHOBaHMe

3. ToproBoe HaMeHOBaHMe

4. JlekapcTBeHHas ¢popma, T03MPOBKA MU
KOHIIeHTpalusl, 00beM, aKTMBHOCTb B eIVMHMUIIAX
JencTBUs

5. Ob11ee KoamMuecTBO BO BTOPUYHOM
(MoTpebuTeNbCKOI) YIIaKOBKe

Il. PacyeT ueHbl

N | IIpsamblie pacxombl
/1







MaTepunaabl

ChIpbe

daxT. | miaH. | npoueHToB |dakT. |MIaH. |1po
yBeJIM4YeHUS yBe
1 2 3 4 5 6 7
PykoBonurenn
OpraHmMsalum-
3asiBUTEJISI
(mopnuck) | | (b.n.o.) | | (tenedosn,
azpec
37eKTPOHH
TIOYTHI)
M.IL. (mpu Hanmnumn)
Ucnonuurenn
(mopmmuck) | | (p.n.0.) | | (Tenedosn,
azpec
37eKTPOHH
TIOYTHI)







<*> MiHdopmarnus 1o HakJIagHbIM pacxomam
3aI0JIHSIeTCS [IPU IepeperncTpanum rnpemeabHbiX
OTIYCKHBIX LIEH TPOU3BOAUTEIEN Ha JIeKapCTBEHHbIE
rpernaparsl B CJIyyasix, MpegyCMOTPEHHbIX
MoAMyHKTaMM "a" u "B" myHKTa 32 IIpaBui
rOCyZapCTBEHHOM perucTpauum 1 nepepeructTpauumn
MpenebHbIX OTITYCKHBIX 1I€H MPOU3BOAUTENEN Ha
JIeKapCTBEHHbBIE MperapaThl, BKIIOUEHHbIE B
repeyeHb JKM3HEHHO HEOOXOAMMBbIX U BasKHEMIINUX
JIeKapCTBEHHBIX IPerapaToB, YTBePKIEeHHbIX
rocrtaHoByieHueM IIpaBurtenscTsa Poccuiickoin
®eneparum ot 29 okTsi6ps 2010 . N 865 "O
rocy1apCTBEHHOM PeryJiMpoBaHUM I1€H Ha
JIeKapCTBEHHbIE MperapaThl, BKIIOUEHHBIE B
repeyveHb XKM3HEHHO HEOOXOIMMBIX M BasKHEM X
JIeKapCTBEHHBIX IperapaTos”.

<**> [IporHo3upyembiit ypoBeHb MHPISIINYI
TeKYIIero roja, yCTaHOBIEHHbIN (egepaabHbIM
3aKOHOM O (eiepaibHOM OI0[KeTe Ha
COOTBETCTBYIONI I GMHAHCOBBIN IO M TIJIAHOBBIA
Mepuo.

<***> DaKkTUUeCKuii ypoBeHb MHPISALUU
MpeAIecTBYIOILEro KaJeHAapHOTo rofa ¢ y4eTom
MIPOTHO3MPYEMOT0 YPOBHSI MHQIIAL MM TEKYIIero






rojfia, yCTaHOBJIEHHOTO (eiepasbHbIM 3aKOHOM O
(benepanbHOM 610[IKETE HA COOTBETCTBYIOLIMIA
(brHaHCOBBIN IO/ U TIJIAHOBBIN MEPUO]I,
pPacCUMTBHIBAEMBI B COOTBETCTBUM C ITYHKTOM 41
MEeTOAVKM pacyeTa MpeeabHbIX OTITYCKHBIX LIeH
MPOU3BOANTEJIEeN Ha JIeKapCTBEHHbIE ITpernaparhl,
BK/TIOUEHHbIE B ITepevYeHb KM3HEHHO HEOOXOIVIMbIX U
BaKHENIIIMX JIEKAPCTBEHHBIX IIPEeaparos,
YTBEPKIEHHO IocTaHoBIeHeM [IpaBuTenbcTBa
Poccuiickoit ®emepauyu ot 15 centsiops 2015 . N
979.

[Mpunoxenne N 11

K MeTOAMKe pacueTa mpeaeabHbIX
OTIYCKHBIX 1I€H TPOU3BOAUTENei
Ha JIeKapCTBeHHbIe Mpernaparsl,
BKJIIOUEHHbIE B lepevyeHb KM3HEeHHO
HEOOXOAMMBIX U BasKHEMIINX
JIeKapCTBEHHbBIX MpernapaToB

3HAYEHUAI
KO2®OULIMEHTA LIEHOBOV I'PVIIIIHI,
[TPUMEHSEMOTI'O TP PACHETE
IMTPEJEJIbHBIX OTITYCKHbBIX LIEH
TTPOV3BOJIVUTEJIEN HA JIEKAPCTBEHHBIE
[TPETIAPATDI, ITPEJCTABJISEMbBIX HA
[NTEPEPETICTPALIYIO







LleHoBas rpyrmmna

KoadduiumeHT 1eHoBoi
TPYIIIIbI, IPOLIEHTOB
(M)

1 2
no 100 py6ieii 100
(BKIIIOUUTENBHO)

ot 100 py6:eii go 500 90
py6eit (BKIIOUMUTEIBHO)

ot 500 py6aeii mo 1000 85
pyb6ieit (BKITIOUUTETBHO)

ot 1000 py6seit mo 3000 |80
pybieit (BKITIOUUTETBHO)

ot 3000 py6seit mo 5000 |75
pybieit (BKITIOUUTENTBHO)

ot 5000 py6sieit o 10000 | 70
pybieit (BKITIOUUTENTBHO)

ot 10000 pyb6ieii 1o 60

20000 pyb6teit
(BKIIIOUUTENIBHO)







ot 20000 py6eit oo 50
40000 py6ireit

(BRJIIOUMTEJIBHO)

ot 40000 py6:eit oo 40
100000 py6uieii

(BRJIIOUMTEJIBHO)

csbimie 100000 py6ieit 30

[Tpunoxenne N 12

K MeTOJMKEe pacyeTa Ipee/bHbIX
OTITYCKHBIX I[eH TTPOU3BOAUTEIEN
Ha JIeKapCTBEeHHbIEe ITperaparhl,
BK/IIOUEHHbIE B ITIepeveHb JKIU3HEHHO
He00XOOMMBbIX ¥ BasKHEMIINX
JIEKapCTBEHHBIX ITpernapaToB

OBOCHOBAHWE PACHETA
npenenbHOM OTNYCKHOW LeHbl Ha iekap
WHOCTPAHHOI0 NPOM3BOACTBA, B TOM YV
n (Mnn) BTOPUYHaA ynakoBKa KOTOPOro

NN NJIAHUPYEeTCHA OCYyLeCcTBNATLCA B Poc
npencTaBsiseMon Ha NepeperncTp:
3a nepuoa c r.no r.

(HanmeHoBaHuMe OpraHmnsauunn - 3a4e






|. CBeoeHns o nekapCTBeHHOM nper

1. Homep permcTpanyioHHOrO yI0CTOBEPEeHs

2. MexxnyHapogHOe HelmaTeHTOBAaHHOE, UK

IPYNIIMPOBOYHOE, UM XUMUYECKoe
HauMeHOBaHMe

3. ToproBoe HaMMeHOBaHMe

4. JlekapcTBeHHast hopma, [O3MPOBKA WIN
KOHIIeHTpaIusi, 00beM, aKTUBHOCTb B € IMHUIIAX

IeicTBUs

5. Ob11ee KOaMUeCTBO BO BTOPUYHOM
(TOTpPeO6UTETBCKOI) YITAKOBKE

N | [Ipoussogutens | HaumeHnoBanue | Kypc Haumo
/1 | (C ykasaHuem HaIMIOHAJBHON | IIpOM3BOON
CcTagun BaJIIOThI
IPOM3BOACTBA) |rocymapcrea- | KYPC DA
npousBopuTens | [OCYAAPCTB!
perucrtpauu
(mocnenHei
perucTtparu
1 2 3 4







PykoBozgutenn
opraHusalun-
3asiBUTEJIS

(mopuch)

(¢.n.0.)

(TenedoH,
azpec
37IeKTPOHH
TIOYTHI)

M.IL. (ipy HaIUMUUN)

Ucrionuurensb

(mopmuch)

(p.n.0.)

(TenedoH,
azpec
3JIeKTPOHH
TIOYThI)

<*>[Ipu nepeperucTpanum npeeibHO OTITYCKHOM’
LIeHbI Ha JIeKapCTBEeHHBI IperapaT MHOCTPAHHOIO
IIPOM3BOJICTBA YKa3bIBAETCs CpelHeB3BellleHHas

(l)aKTI/I‘-IeCKaH I[IeéHa BBO3a JIEKAPCTBEHHOTI'O

npenapara. [Ipu nnepeperucrpaiinm npeneabHOn
OTITYCKHOJ I1€HbI Ha JIeKapCTBEHHBIV Iperapar
MHOCTPAHHOTO MPOM3BO/ICTBA, IepBUYHASA U (MUJIN)
BTOpPMYHAS YIIAKOBKA KOTOPOTO OCYIIECTBJISIETCS WU






TUIAHUPYETCS OCYIIEeCTBISIThCS B Poccuiickom
®enepanviu, yKa3blBAETCS CpelHEB3BEIIeHHAS
(akTMueckas 1eHa OTITyCKa JIeKapCTBEHHOTO
nmpemnapara.

<**> PacCYMTHIBAETCS B COOTBETCTBUM C TyHKTaAMMU
52 - 54 MeTOIMKM pacueTa mpeaeabHbIX OTITYCKHBIX
1LleH MTPOU3BOANTENeN Ha TeKapCTBEHHbIe
rperaparsl, BKIIOUeHHbIe B llepevueHb KM3HEHHO
HeOOXOJMMBIX M BasKHEMIINX JIeKapCTBeHHbIX
MperaparoB, YTBePKIAeHHOM TTOCTaHOBIEHMEM
[TpaBuTenbcTBa Poccuiickoit ®emepanym ot 15
ceHts16ps 2015 r. N 979.

<*#*> [IpemenbHast OTITyCKHASI IIeHa ITPOU3BOIUTEJIS
Ha JIeKapCTBEHHbIN Ipenapar, 3aperucTpupoBaHHas
I10 COCTOSTHMIO Ha ATy ITOJaui 3asiBJIeHUSI O
repeperucTpalum rnpeeabHOiN OTITYCKHONM I€HBI.

<FRES BasiBIeHHAsT K IlepeperucTpauyuu npeaeabHast
OTITyCKHAas 11eHa ITPOMU3BOANTeISI Ha JiIeKapCTBEHHbI
npemnapar.






