NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

IIOCTAHOBJIEHUE
oT 8 okTs6pst 2018 1. N 1207

O BHECEHVU U3MEHEHUI
B IIOCTAHOBJIEHVS ITPABUTEJIbCTBA POCCUMCKOM ®EIEPAITN
OT 29 OKTSIBPA 2010 T. N 865 1 OT 15 CEHTSIBPS 2015T. N 979

ITpaBuTenbcTBO Poccuiickoi @enepaniiu MOCTAHOBIISIET:

1. YTBepauTh nipuiaraeMbie M3MeHeHMsI, KOTOpbie BHOCSITCS B
noctaHoBiieHne IIpaButenbcTBa Poccuiickoit @emepatinm ot 29 oKTSIOPS
2010 r. N 865 "O rocymapCTBEHHOM PETyJIMpOBaHMM 1IeH Ha JIeKapCTBEHHbIE
rpenaparhl, BKIIOUEHHbIE B IIepeueHb JXM3HEHHO HeOOXOIMMBIX U
Ba)KHEJIIMX JJeKapCTBeHHbIX mpenapatoB” (CoopaHye 3aKOHOIATeIbCTBA
Poccuiickoit ®egepaunn, 2010, N 45, ct. 5851; 2011, N 50, cT. 7390; 2012, N
37, ct. 5002; 2015, N 37, cT. 5153; N 38, cT. 5302) 1 mocTaHOBIEHNE
[TpaBuTenncTBa Poccuiickoit @epepanym ot 15 cerrsbps 2015 . N 979 "O
BHeCEeHUM U3MeHeHUl B moctaHoBieHMe [IpaBuTenbcTBa Poccuiickorii
®eneparum ot 29 okTsi6pst 2010 r. N 865 1 06 yTBepsKIeHUM METOAVNKI
pacyeTa yCTaHaB/IMBaeMbIX IIPOU3BOAUTE/ISIMU JIeKapCTBEHHbBIX
rperapaToB Mpe/iebHbIX OTITYCKHBIX I[eH Ha JIeKapCTBEeHHbIe ITpernaparhl,
BKJIIOUEHHBIE B ITepeueHb KM3HEHHO HeOOXOIMMbIX Y BasKHEMIINX
JIeKapCTBEHHbIX MPeIapaToB, IPU UX rOCyAapCTBEHHONM perncTpauun u
nepepeructpanuu’ (CobpaHne 3akoHOAaTe bcTBa Poccuiickoit ®epepanym,
2015, N 38, cT. 5302).

2. Hacrosiee mocTaHoB/I€HME BCTYIIAET B CUITY CO IHS €ro ouIasbHOro
ONyOJIMKOBAHMSI.

IIpencenarens [IpaBuTeibCTBa
Poccuiickoit @enepaiin
O.MEIBEJIEB

YTBepKaeHbI

rnoctaHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepatyn

oT 8 okTs16pst 2018 r. N 1207

N3MEHEHNS,



KOTOPBIE BHOCATCA B IOCTAHOBJIEHUA ITPABUTEJIbCTBA
POCCUIICKOM ®EOEPALIMU OT 29 OKTSABPA 2010 T. N 865
N OT 15 CEHTSIBPS 2015T. N 979

1. B nocranoBnenun I[IpaButenbcTBa Poccuiickoit ®emepauyn ot 29
okTs16pst 2010 r. N 865 "O rocymapCcTBEHHOM PeryJIMpoBaHMM IIeH Ha
JIeKapCTBEHHbIE TIperapaThl, BKIIIOUEHHbIE B IIepeUeHb XKM3HEHHO
HEOOXOAMMbIX U BayKHEHIINX JIeKapCTBEHHBIX ITperapaToB”:

a) IyHKT 5 U3JIOKUTD B CJIEAYIONIEI peaaKIInm:

"5. MMHMCTepPCTBY 3paBooxpaHeHus: Poccuiickoit @emepauym u
depnepasbHOI aHTMMOHOIIOIBHO CITy>kO€ JaBaTh IIPY HEOOXOAMMOCTY
pa3bsCHEHMS 10 IIPUMEHEHUIO IIPaBUJl, YTBEPKAEeHHbIX HACTOSIL UM
IIOCTaHOBJIEHUEM.";

6) [IpaBua rocy1apCTBEHHOM PErMCTPALMA U TI€pEPETUCTPALIUN
YCTaHaBJIMBAaEMbIX IIPOM3BOLUTE/ISIMMY JIEKAPCTBEHHDIX IIperapaToB
TIpele/IbHBIX OTITYCKHBIX 1IeH Ha JIeKapCTBeHHbIe Nperaparhl, BKIIOUeHHbIe
B IlepeveHb KM3HEeHHO He0OX0IMMBbIX ¥ BaXKHEM X JIeKapCTBEHHbBIX
IperapaTosB, yTBepKAeHHble YKa3aHHbIM I[I0CTaHOBJIEHMEM, U3I0XKUTD B
caenywlien peqakin:

"VTBepXKIeHbl

MOCTaHOBJIeHMeM [IpaBuTebCTBA
Poccuiickoit @enepatiyin

oT 29 okTs6ps 2010 . N 865

(B pemaxkiuu NoCTaHOBIEHUS
[TpaButenbcTBa Poccniickoit enepanumn
oT 8 okTsa6ps 2018 . N 1207)

[TPABUJIA
T'OCYJIAPCTBEHHOM PETUCTPALIUY U ITIEPEPETMCTPALIU
YCTAHABJIUBAEMBIX ITPON3BOJUTEJIAMU JIEKAPCTBEHHBIX
ITPEITIAPATOB
ITPEJEJIBHBIX OTITYCKHbBIX LIEH HA JIEKAPCTBEHHDIE TIPEITAPATHI,
BKJ/IIOYEHHBIE B ITEPEYEHD JKU3BHEHHO HEOBXOJJVIMbIX
1 BAXKHEVIIVIX JIEKAPCTBEHHBIX TTPEITAPATOB

1. Hacrosumue IIpaBuia ycTaHaBAMBAIOT MOPSALOK OCYLIeCTBIEHNUS
rOCYZapCTBEHHO perucTpauyum 1 rnepeperucrpauuy yCTaHaBIMBaeMbIX



MIPOU3BOAUTE/ISIMIU JIEKAaPCTBEHHbBIX ITPernapaToB MpeieabHbIX OTITYCKHbBIX
1IeH Ha JieKapCTBEeHHbIE IIpenaparhl, BKIIOUEeHHbIEe B IepeueHb XXM3HEHHO
HEOOXOAMMBIX Y BasKHEIIINX JIEKAPCTBEHHBIX ITPEIapaToB, 5KeroJHO
yTBepkaaembiii [IpasutenbcTBOM Poccuiickoi @enepanm (manee -
JleKapCTBEeHHbIE TIperapaThl).

2. TocypmapcTBeHHas perncrpanuys U rnepeperucrpanus rnpeseibHbIX
OTIYCKHBIX JeH IIPOM3BOAYTE el 1eKapCTBeHHbIX ITpernapaToB Ha
JleKapCTBeHHbIe IperapaThbl OCYIeCTBIISIIOTCS B PyOJIsX.

3. MuHMcTepCcTBO 34paBooxpaHenns: Poccuiickoi @epepauyn
OCYLLIECTBJISIET PETUCTPALMIO TIPeeIbHOM OTITYCKHO LIeHbI
TIPOU3BOAMTENIS HA JIeKapCTBEHHBIN Ipenapar, ee nepeperucTpaumio,
BHECEeHMe YKa3aHHOW 3aperucTpUPOBAHHO (MlepeperucTpUpOBaAHHOIN)
Ipee/IbHOM OTITYCKHO LeHbI B TOCYLapCTBEHHbI peecTp npeeabHbIX
OTITYCKHBIX LIeH [IPOM3BOAUTEJIEN HA JIeKapCTBEHHbIE IIperaparsl,
BK/IIOUEHHbIE B ITIepeveHb JXKM3HEHHO HEOOXOIMMBbIX U BasKHEMIINX
JIeKapCTBEHHBIX IIperapaTos (fajiee - roCyLapCTBEHHBIN peecTp), BbIAauy
JepyKaTeJsto WM BlIafesblly PerucTpaniOHHOTO YI0CTOBEpeHNS
JIeKapCTBEHHOTO Iperapara (YIIOJTHOMOYEeHHOMY UM JIUILY) BBITIMCKU U3
npukasa MmuHucrepcTBa 3gpasooxpaHenns Poccuiickoi @enepanym o
rOCyapCTBEHHOM perucTpauuu (repeperucTpannmn) npeneibHom
OTITYCKHOJ LIeHbl [IPOM3BOAUTEIS Ha JIEKAPCTBEHHbII IIperapar.

4. ®enepanbHast aHTMMOHOIIObHAS CJTY3K0a OCYIIeCTBIISIET SKOHOMUYECKM K
aHA/IU3 MpeAe/IbHOM OTITYCKHO 1I€HbI TPOU3BOUTENIS HA JIeKaPCTBEHHbIN
rpenapar IIpu ee TOCyIapCTBEHHONM perucTpauum (mepepeructpanum).

5. [Inst rocynapCTBEHHOM perucTpauum (epepeructpaimm) npeaeibHoi
OTITYCKHO IIeHbI ITPOM3BOANTEIIS HA JIEKAPCTBEHHBII ITpenapar B
MuHMCTEpCTBO 3ApaBoOXpaHeHus Poccuiickoi @enepanum gepskaTeiem
WIN BaAebleM perncTPalMOHHOr0 YO0CTOBEPEHMS JIEKAPCTBEHHOT'O
nperiaparta (YIoJHOMOYE€HHBbIM UM JINLIOM) TIPeACTaBIISIIOTCS ClIeAyolue
JOKYMEHTHI (B 2 9K3eMIUISIpax Ha 6YyMa>kKHOM HOCUTEJIE U B 3JIEKTPOHHOM
BULE):

a) 3asiBJIeHMe O TOCYIapCTBEHHO perncTpaly yCTaHaBIMBaeMbIX
MIPOM3BOIUTEISIMU JIEKAPCTBEHHBIX IIPEIapaToB IpeaebHbIX OTIYCKHBIX
I[eH Ha JieKapCTBeHHbIe MperapaThl, BKIIOUeHHbIe B ITlepeueHb SKM3HEeHHO
HEOOXOAMMbIX U BasKHEHIINX JIeKapCTBEHHBIX ITPerapaToB, o popme



coryiacHo nmpwioskeHuio N 1 (masnee - 3asaBjieHMe 0 TOCYJapCTBEHHOM
perucTpauumn) win 3asiBjieHye o repeperucTpauy ycTaHaBIMBaeMbIX
MIPOM3BOIUTEISIMU JIEKAPCTBEHHBIX MIPEITapaToB IpeaebHbIX OTITYCKHBIX
I[€H Ha JIeKapCTBEHHbIE MTPerapaThl, BKIIOUEHHbIE B TIepeUYeHb KM3HEHHO
HEeOOXOAMMbIX U BaskKHEHIINX JIeKapCTBEHHBIX ITperapaToB, o popme
coryiacHo nmpwioskeHuio N 2 (majee - 3asBJieHME O TIepeperucTpaium);

0) cBeleHMsI O JIMIIeH3MUM Ha ITPOU3BOJICTBO JIEKAPCTBEHHBIX CPECTB;

B) CBEJIEHMSI O PETUCTPALIMOHHOM YIOCTOBEPEHUM JIEKAPCTBEHHOTO
npernapara,

T) JOKYMEHTBI, IPeICTaBJisIeMble C yIeTOM TpeOOBaHMIT METOAMKM pacueTa
YCTaHaBJIMBAEMbIX IIPOU3BOAUTEIISIMU JIeKaPCTBEHHbIX IIpPernapaToB
rpefesibHbIX OTITYCKHBIX LI€H Ha JIeKapCTBEHHbIE IIperapaThl, BKIIOUEHHbIe
B IlepeueHb KM3HEHHO HeOOXOAMMBbIX M BasKHEMIIIX JIeKapCTBEHHBIX
IpernapaToB, IIPU UX FOCYAapCTBEHHOV perucTpaLyu U rnepepeructTpanum,
yTBepKIeHHOM rocTaHosienneM [IpasurennctBa Poccuiickoit @epepauin
oT 15 cents6ps 2015 r. N 979 "O BHeceHUM M3MeHEHUIi B TTOCTAHOBJIEHNE
[TpaBuTenbcTBa Poccuiickoit @epepanyuy ot 29 oktsa6pst 2010 . N 865 1 06
YTBEPKIEHUM MEeTOAMUKY pacueTa yCTaHABIMBAEMbIX ITPOU3BOAUTENSIMU
JIeKapCTBEHHBIX MpernapaToB MpelebHbIX OTITYCKHBIX I[eH Ha
JIeKapCTBeHHbIe TperaparThl, BKIIOUEHHbIE B IlepeuyeHb )KM3HEHHO
HEOOXOAMMbIX U BayKHEHIINX JIeKapCTBEHHBIX ITPerapaToB, TPy UX
rOCyapCTBEHHOM PerucTpauuu 1 nepeperucrtpauuun” (gaiee - MeTOOUKA),
BKJIIOUAIOIINE B CeOs:

cBeJleHMs 00 06beMax U IeHaX OTITyCKa HaXOsIerocs: B oopaiieHn Ha
Tepputopuu Poccuiickon ®@enepanuu JeKapCTBEHHOTO Mperapara
IMPOMU3BOAUTEJIEN TOCYIAPCTB - YIeHOB EBpa3miicCKOro 5KOHOMUYECKOTO
CO103a ¥ MHOCTPAHHBIX IIPOMU3BOAUTEIIEN, OCYIEeCTBISIOIINX B TOM UMCJIe
TEPBUYHYIO U (M) BTOPUYHYIO YIIAKOBKY JIEKAPCTBEHHOTIO Ipernapara B
Poccuiickoin ®epepauyu;

pacueT npeJe/ibHOV OTITYCKHOV 11eHbl TIPOU3BOAUTE/IS Ha JIeKapCTBEHHBI
rperiapar, IpeacTaBiIsieMOil Ha TOCYyJapCTBEHHYI0 PEruCTpaLuio
(mepeperucTpanuio);

CBeaeHuAd 00 o6beMax u [IeHaX BBO34d JIEKAPpCTBEHHOTIO IIpeIrapaTa
MHOCTPAHHOTO ITPpOMN3BOACTBA, HAXOOAIIEroCsS B O6paﬂleHI/II/I Ha



Tepputopumn Poccuiickoi ®enepauniu;

CBeJeHM O HAJIMYMN 3aPpeTMCTPUPOBAHHBIX ITPpede/JIbHbIX OTITYCKHBIX II€H
3a4BJIsIEMOTO JIEKapCTBEHHOI'O ITperiapara;

pacyeT IpeeabHOM OTITYCKHOM I1eHbl Ha BOCIIPOV3BEIEeHHBIN,
610aHaIOroOBbIN (6MOMOT00HbIN) JIeKAPCTBEHHBIN ITpernapar,
MpeJCTaB/IsIeMO Ha TOCYIapCTBEHHYIO PeTUCTpalnio;

pacuer mpeJenbHOI OTITYCKHOI [[eHbI Ha JIeEKapCTBEHHBII ITperapar
MIPOU3BONTEJIEN TOCYyNapCTB - ueHOB EBpa3uitcKoro 3KOHOMMUYEeCKOTo
COI03a, IIpe/iCTaB/IsIeMOli Ha TOCYIapCTBEHHYIO PerUCTPaluio;

060CHOBaHMe pacyueTa MpeaebHOl OTITYCKHOJ IIeHbI Ha JIeKapCTBEHHbI
mpernapar IIpou3BOANUTE e rOCYyJapCcTB - uieHOB EBpa3uiickoro
SKOHOMMYECKOTO COI03a, ITPeICTaB/IsIeMO Ha IlepeperucTpalmio;

000CHOBaHMe pacueTa MpeIe/bHOM OTITYCKHOJ I[eHbl Ha JIeKapCTBEeHHbI
rperiapaT MHOCTPAHHBIX TPOMU3BOAUTEIE, OCYIECTBIISIOIIMX B TOM YMCIe
MePBUYHYIO U (M) BTOPUUHYIO YIIAKOBKY JIeKApCTBEHHOTO Mpernapara B
Poccuiickoit ®enepanyy, mpeacTaBiasieMOil Ha IlepeperncTpamnio;

II) AOKYMEHT, MOATBEPK A0 TTOTHOMOYMS YITIOJITHOMOYEHHOTO JIUIIA.

6. CBemeHMs, coepsKanecs B 3asBJI€HUY O TOCYAapCTBEHHOI
perucTpauum 1 3asBJIeHUM O IepeperucTpaLyn, JO/DKHbI COOTBETCTBOBATh
CBeJIeHMSIM, YKa3aHHBIM B PETMCTPAILIOHHOM Y 0CTOBEPEHUN
JIeKapCTBEHHOTIO Mperapara Ha AeHb IT0Jauy TaKOro 3asBeHMUS.

7. depskaTesb UM Bafeiel perucTpanioOHHOTO YIOCTOBE PeH s
JIEKapCTBEHHOTO Mpernapara (YII0JTHOMOUYEHHOEe MM JIMIIO0) BIPaBe
IIpeCTaBATh KOMMIO JIMIIEH3UM Ha IIPOM3BOACTBO JIEKAPCTBEHHbIX CPE/ICTB
Y KOTIMIO PETMCTPAILIMOHHOIO YA0CTOBEPEHMSI IEKAPCTBEHHOTO ITperapara
10 COOCTBEHHO MHUILIMATHUBE.

8. B ciiyuae nipepctaBieHus gepykaTesieM UK Bilafesbliem
perucTpalyoHHOro yA40CTOBEepeHYs JIeKapCTBEHHOIO IIpernapara
(YIIOTHOMOYEHHBIM UM JIUIIOM) 3asBJIeHUS O TOCYLapCTBEHHOM
perucrpauumn oo ucTedueHus 3 et co SHA NPUHATUSI MUHUCTepCTBOM
3apaBooxpaHeHus Poccuiickoit ®enepaiiu peleHus: 06 MCKIIOUEHUN U3
roCyIapCTBEHHOI'O peecTpa Ipele/IbHO OTITYCKHO LIeHbl Ha



JleKapCTBEeHHbII Ipenapar 3asiBJeHHas Ipeje/ibHasi OTIYCKHAas 1jeHa
TIPOU3BOAUTEJISI HE MOKET MPEBbIIIATh paHee VCKIIYEHHYIO Npee/bHYI0
OTITYCKHYIO LIeHY Mpou3BoanTes (6e3 yueta Ipom3BOICTBEHHOI
TIJIOIIAZKI) MCXO/ISI M3 CTOMMOCTM OJHO¥ JIeKapCTBEHHO (OpPMBbI
COOTBETCTBYIOIIEI TO3MPOBKYM JIeKapCTBEHHOTO IIperapara.

9. 3agBieHHas K roCyJapCTBEHHO perucrpauum rnpejeibHas OTIyCKHAs
1leHa TPou3BOAMUTeIS Ha pedepeHTHbIV TeKapCTBeHHbI Mpernapar He
MOXKeT ITPEeBbINIATh LIeHY, YKa3aHHYIO B TOATyHKTe 5.5.4 mpunoskenust N 1 K
[TpaBunam popMMUpoOBaHUS IlepeuHeli JieKapCTBEHHBIX ITpernapaToB AJist
MeIUIMHCKOTO IIPUMeHeHMsI U MMHMMAaJIbHOTO aCCOPTUMEHTA
JleKapCTBEeHHBIX MperapaToB, HeOOXOMMBbIX /J1s1 OKa3aHUs MeOUIIMHCKO
MOMOIIIY, YTBEPKAEeHHbIM TOCTaHOBAeHMeM [IpaBuTenbcTBa Poccuiickoii
depepanyum ot 28 aBrycra 2014 r. N 871 "O6 yrBepskaeHun IIpaBut
dbopMupoBaHus NepevHeii JeKapCTBeHHbIX ITpernapaToB IJis1 MeUIMHCKOTO
MpUMeHEeHMSI U MMHMMAaJbHOTO aCCOPTMMEHTA JIeKapCTBEHHbBIX
MpernapaToB, HeOOXOAMMBIX [IJIsT OKa3aHMSI MeIUI[MHCKOI ITOMOIIN".

10. MuHuUCTepCcTBO 34paBooxpaHenus Poccuiickoit @enepanum B TeyeHue
15 pabouux mHe co gHS obpalieHns AepsKaTest Mau Bilagesblia
perucTpauyoOHHOr0 YAOCTOBEPEHMS JIEKAPCTBEHHOIO Ipernapara
(YIIOTHOMOYEHHOTO MM JIMIIA) OCYLIECTBJISIET IIPOBEPKY MOTHOTHI
Mpe/iCTaBJI€HHbIX B COOTBETCTBUMU C ITYyHKTOM 5 HacTosiuux [IpaBu
JOKYMEHTOB U HaIlpaBJisieT OOVH 3K3eMIUISIP JOKYMEHTOB B Pellepa/ibHYIO
AHTMMOHOTIOJIbHYIO CJTY3KOY WM TIPMHMMAET pellleHre 06 OTKase B
rOCyapCTBEHHOM perucTpauuu (repeperncTpanunmn) npeneibHom
OTITYCKHOT IIeHbI TPOMU3BOAUTEIIS HA JIEKAPCTBEHHBII TTpernapar.

11. OcHOBaHMSIMM IJI OTKa3a B TOCYAapPCTBEHHOV perucTpanumn
(mepeperucTtpanum) MMHUCTEPCTBOM 34paBoOXpaHeHnss POCCUIICKOM
demepanuy npeaeabHON OTIYCKHON IeHbI TIPOM3BOAUTEIIS Ha
JIEKapCTBEHHBIN IIperapar SIBASIOTCS

a) OTCYTCTBME B JOKyMEeHTax, yKa3aHHbIX B ITyHKTe 5 HacTosimux [TpaBui,
CBeleHMIA, MPeAyCMOTPEeHHbIX HacTosmyumu [IpaBunamMmu 1 MeTOAUKOIA;

0) ImpeBbIlIeHNe 3asIBJIEHHOV IJIs1 TOCYAAaPCTBEHHO permcTpanyun
TpeeabHONM OTIYCKHO IIeHbI ITPOU3BOAUTES Ha JIEKAPCTBEHHbIN
rpernapaT Hajl OTITYCKHOJ 1IEHOJ, OIpeAe/IeHHOM C yueToM Tpe6boBaHmii
MyHKTOB 8 1 9 HacTosuux [IpaBui;



B) HeIlpeicTaBIeHNe CBeeHuit, TpeyCMOTPEHHBIX ITyHKTOM 12
HacTosmux [IpaBui.

12. B ciryuae HeO0OXOAMMOCTY YTOUHEHUST U (VJIM) NOTIOJIHEHUS CBeIeHWIA,
coJlepsKalMxcs B JOKYMEeHTaX, YKa3aHHbIX B IMYHKTe 5 HacTosmux [IpaBui,
Jlep>kaTesb Win Biagesel perucTpalOHHOrO yIOCTOBepEeHMS
JIeKapCTBEHHOTrO mpernapara (yIoJIHOMOUYEHHOE UM JIUI0) MTPeACTaBSIOT
T10 3armpocy MuHMCTepCTBA 3aApaBooxpaHeHns: Poccuiickoii Pemepanym
COOTBETCTBYIOIIYIO JOKYMEHTAJIbHO 0QOpMIEHHYIO MHPOPMAIIHIO.

Cpok npepfcraB/ieHMsI OTBeTa Ha 3alpocC AepsKaTejieM Wi BilafelbleM
perncTpaluMoOHHOr0 YAOCTOBEPEHMS JIEKAPCTBEHHOIO IIpernapara
(YTIOJTHOMOYEHHBIM UM JIMIIOM) He MOKeT IpeBbIaTh 10 pabounx mHelt co
JIHS TI0JIyUYeHus 3arpoca MuUHMUCTEPCTBA 3IpaBoOOXpaHeH st Poccuiickoin
demepauun.

[Tpu 3TOM 06U CPOK PACCMOTPEHMSI TOKYMEHTOB, YKa3aHHbIX B ITYHKTE 5
HacTtosmux [IpaBmii, MuMHMCTEPCTBOM 31 paBooxpaHeHust Poccuitckon
@denepauyy He MOXET IIPEBbILIATb CPOKU, IIPEYCMOTPEHHBIE ITYHKTOM 10
1 ab3aleM BTOPbIM HaCTOSILIETrO MYHKTA.

[Ipn HenmoCTyIUIEHUM OT IepsKaTessl Uian Biade/iblia permMcTpaluyioOHHOTO
YA,0CTOBEpEeHMS JIeKapCTBEHHOTO Ipernapara (YIIOJTHOMOUYEHHOIO UM JINLA)
B YCTaHOBJIEHHbIV CPOK 3aMpoIlleHHOM JOKyMeHTaabHO 0(popMIeHHOI
mHbopmaiyy MUHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit @enepanuu B
TeueHue 5 pabounx IHel Co JHS MCTeYeHMs 06IIero Cpoka MpUHMMaeT
pelieHue 06 0TKa3e B TOCYJapCTBEHHOI perucTpaiuu (epepermctTpayin)
rpefesibHOM OTITYCKHOM LIeHbI TPOM3BOAUTEISI Ha JIEKapCTBEHHBI N
rpenapar, o YeM B IIMCbMeHHOJ (popme yBeIOMIISIET AepsKaTesis Uln
BJIaJle/Iblla PErUCTPALMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOTO ITpernapara
(YIIOJTHOMOYEHHOe UM JIULIO).

13. ®enmepanbHasi aHTMMOHOIIONIbHAS CJTy3kK0a B TeueHue 15 pabounx mHeir
CO [HS MOMyYeHUs JOKYMEHTOB, YKa3aHHbBIX B ITYHKTE 5 HACTOSIIIUX
[TpaBwi1, IPOBOAUT B COOTBETCTBUM C HacToslmmu [Ipasunamm u
MEeTOLMKO 5KOHOMUYECKUI aHaJIU3 TIPefe/ibHOM OTITYCKHOM 11eHbI
IIPOU3BOAMTEIIS Ha JIeKapCTBEHHBIN [Ipenapar, a TakKe IIpUHUMaeT U
HarpasJsieT B MMHUCTEPCTBO 34 paBooxpaHeHus: Poccuiickoit @epgepaunn
peleHye O COTIaCOBaHMM YKAa3aHHO IpeieIbHOM OTITYCKHOM IeHbI WX 00
OTKase B ee COrJ1acoBaHMM (C U3JI0KeHMEeM IIPUUYMH 0TKa3a).



14. B ciryyae He0OXOAMMOCTY YTOUHEHUS U (WJIN) HOTIOJIHEHUS CBeIeHWIA,
coep>KalMxcsl B JOKyMeHTax, yKa3aHHbIX B MyHKTe 5 HacTosiux [IpaBu,
Jlep>kaTesb Win Biagesnel, perucTPpalOHHOIO yIOCTOBEepEeHMS
JIeKapCTBEHHOTrO mpernapara (yIoJHOMOYEHHOE UM JIUIIO0), OPUAMNYECKIE
JIN1IA, OCYIIeCTBIISIONIE AesITeJIbHOCTDb TPy 00pallleHn JeKapCTBEeHHbIX
CpenCTB, OpraHbl UCIIOJTHUTEIbHO BAACTU B IIpeesax uX KOMIIeTeHIUU
MIpeACTaBISIIOT 110 3arpocy PenepaabHO aHTUMOHOIIOIbHOM CTYKOBI
COOTBETCTBYIOIIYIO JOKYMEHTaIbHO OQOPMIIEHHYIO MHPOPMAIIUIO.

Cpok npeacTaBeHUs AepykaTeleM UK BaaelblleM PerucTpaluOHHOrO

YO OCTOBEPEHMS JIEKAPCTBEHHOTO Mperapara (yIoJHOMOYEeHHbIM UM
JINLIOM), IOPUANYECKUMU JINIAMU, OCYILEeCTBIISIOIMMMMU AesTeIbHOCTD IIPU
obpalieHnM JIeKapCTBeHHbIX CPeICTB, OpraHaMM UCIIOJHUTEIbHO BJIaCTy B
npegenax ux KOMIETEHIIMY) He MOXKeT MPeBbIIaTh 25 pabounx gHei co
IHS TIoyTydeHus 3ampoca denepaabHO aHTMMOHOIIOJIbHO CITYKOBI.

[Tpu 3TOM 061 MIT CPOK pacCMOTpeHMSI AOKYMeHTOB dPeepanbHOIA
AHTMMOHOTIIOJIbHO CTY>k007i He MOKET IPEeBBIIIATh CPOK,
MpeyCMOTPEHHbIN IMyHKTOM 13 1 ab63a1ieM BTOPBHIM HACTOSIIEro MMyHKTA.

[Tpu HenoCTyIUIEHUY OT AepyKaTelist WIN BIaJle/iblia PeruCTPaliOHHOIO
YAOCTOBEpPEeHMSI JIeKapCTBEHHOTO Ipernapara (YIioJJHOMOYE€HHOT0 UM JILIA)
B YCTAHOBJIEHHBI CPOK 3aIpOIlIeHHO JOKyMeHTaIbHO 0(hOpMIIeHHOI
mndopmaiu denepasbHasi aHTMMOHOIIOIbHAS CJTy3KO0a B TeueHMe 5
pabounx gHel CO THS UCTeUeHMs 00IIero cpoka MpuHMMaeT pelieHye oo
OTKa3e B COIVIaCOBAHUMU TIpeie/IbHOM OTITYCKHO I1eHbI ITPOU3BOAUTENS HA
JIeKapCTBEHHDIN Mperapar M HalpasisieT ero B MMHUCTEPCTBO
3gpaBooxpaHenus Poccuiickoit @enepanuy, KOTOpoe B TedeHue 5 pabounx
IHel co AHS MOTyYeHMsI 3TOTO pellleHMs TPUHUMAET pellieHre 06 OTKase B
roCcy1apCTBEHHOV perucTpauuy uin rnepeperncTpauum yKa3aHHOM LeHbl, O
yeM B MMMCbMeHHOI (popme yBeLoMIIsIeT AepskaTesis UIu Biajesblia
pPerMcTpaluMoOHHOTO YAOCTOBEPEHMS JIEKaPCTBEHHOTO Mmpernapara
(YIIOJITHOMOYEHHOE UM JIULIO).

IepxaTenb iy Biiagesiel, permcTPalyiOHHOTO YI0CTOBEPEHMS
JIeKapCTBEHHOTrO Mpermnapara (YIIoJJHOMOYEHHOE UM JIULO0) IIPU
paccMoTpeHuu 3amnpoca emepasbHO AHTUMOHOIIOABHOM CTY>KObI MOTYT
HanpaBuUTb B MUMHUCTEPCTBO 34 paBooxpaHeHus Poccuiickoit ®emepannn
COOTBETCTBYIOIIME YTOUHSIONIME TOKYMEHTHI (B 2 S5K3eMILJISIpax) B TeUeHue
10 pabounx mHei co IHS moydeHust 3ampoca demepansbHO



AHTMMOHOTIOJIbHOM CI[Y7K6I)I.

MuHMCTepCTBO 3ApaBooxpaHeHus: Poccuiickoit ®enepauiyut B TeueHue 5
pabounx AHe co SHS TOJTyYeHMS] COOTBETCTBYIOUMX YTOUHSIOIUX
JIIOKYMEHTOB OT JiepykaTeJisl I Bllafesblia PerucTpayMOHHOro
YA,0CTOBepeHNs JIeKapCTBEHHOTO IIpernapara (YIIOJTHOMOYEeHHOI'0 UM JINLIA)
HaIpasJsieT OAMH 9K3eMIUISIP TakKMX TOKYMeHTOB B PenepanbHyI0
AHTMMOHOTIIOJIbHYIO CITYXKOY.

15. MuHucTepcTBO 3apaBooxpaHeHust Poccuiickoii @enepaiium B TedeHue 5
pabounx mHe co HS nmoaydeHus pemreHus OemepanbHOM
AHTMMOHOTIONBHOJ CJTYKObI O COTJIACOBaHMM TIpeIe/IbHOM OTITYCKHOM 11eHbI
MIPOM3BOANTEJISI Ha JIeKapCTBeHHbIN MpemnapaT uinu 06 OTKase B ee
COIJIaCOBAaHUMU IIPMHMUMAET pelleHye O rOCyAapCTBEHHOM perncTpaumn
(mepeperucTpauumn) rpeneibHOM OTITYCKHO LIeHbl [IPOU3BOAUTES Ha
JleKapCTBEHHBIN IIpenapar win 06 oTkase B roCcy1apCTBeHHON perucTpanun
(mepeperucTpanyy) yKasaHHO! OTITYCKHOI 1JeHbl B 3aBUCUMOCTU OT
pelieHus, mpuHsITOro ®enepanbHOM aHTUMOHOIIOIBHO CITY>KO0A.

16. B cityyae npmHSTUS pelieHUs O TOCYLapCTBEHHOM perucTpauumn
(mepeperucTpalumn) rpeneibHOM OTITYCKHO 1IeHbl MPOMU3BOAUTES Ha
JIeKapCTBEHHbI Ipernapat MMHUCTEPCTBO 34 paBOOXpaHeHyst Poccniickoi
@epepaliviyt BHOCUT COOTBETCTBYIOLIME JaHHbIe B TOCYIapCTBEHHBI peecTp
B CPOK, IIpeayCMOTPEHHbIN ITyHKTOM 6 [IpaBui BegeHus rocygapCTBEHHOTO
peecTpa 3aperMCTPUPOBAHHBIX MPEeAE/bHbIX OTITYCKHbBIX LI€H
MIPOMU3BOAMTEIeN Ha JIeKapCTBEHHbIe IperapaThl, BKIYEHHbIE B [IepeueHb
>KM3HEHHO He0OXOAMMBbIX ¥ BaXKHEMIIMX JIeKapCTBEHHbIX MpernaparTos,
yTBEpKIEHHBIX rocTaHoBeHneM [IpaBurenscra Poccuiickoit @enepanmum
oT 29 okTs6ps 2010 r. N 865 "O rocymapcTBeHHOM peryJuMpoBaHUM I[eH Ha
JleKapCTBeHHbIe IIperaparsl, BKIIOUeHHbIE B [Iepe4YeHb KM3HEHHO
HEOOXOMMBIX U BasKHEIIINX JIeKapCTBEHHBIX ITPerapaToB”, BblgaeT
JlepykaTesto MM BlIafesblly PerucTpaniOHHOTO YI0CTOBEPEeHMS
JIeKapCTBEHHOTO Iperapara (YIIOJJHOMOYEeHHOMY UM JIMIY) BBIIIUCKY U3
MpuKasa o0 rocyJapCTBEHHON perucTpauumu (rmepeperucrpanum) npeneabHoi
OTITyCKHOJ LIeHbI IPOM3BOAUTEISI Ha IeKaPCTBEHHbIN IIpenapart u
pasmMelnaeT COOTBETCTBYIOIIYIO MHGOPMAIMIO Ha CBOeM O(pUIMATbHOM
caiiTe B MHOOPMAIMOHHO-TeJIeKOMMYHUKALIMOHHOM ceTn "VIHTepHeT".

17. ®enmepanbHast aHTMMOHOIIOIbHAS CJTYKOA P MTPOBEPKE JOKYMEHTOB
MCIIOb3yeT UCTOUYHUKM MHOpMaLuK, cofepskaliie 1eHbl Ha



JieKapCTBeHHbIe MTperapaThl B MHOCTPAHHBIX TOCYIapCTBaX, YKa3aHHBIX B
npunoxkenuu N 2 K METOIMKE, ¥ COOTBETCTBYIONIE C/IeTYIOUM
TpeGOBaHMUSIM:

a) pasMmeniaemas MHGOpMaIus AOKHA ObITh 00IEeIOCTYITHOI;

0) MCTOUHMK MHGOpMaLy (caiiT B MHGOPMAILIOHHO-
TeJIEKOMMYHUKALMOHHO ceTu "VIHTepHeT") LOJIKEH COLepXKaTh
mHpopMaIMo 06 opraHM3anyun, OTBETCTBEHHO 3a pasMelleHye CBeIeHUIA
0 IIeHax Ha JIeKapCTBEHHbIE TIpPernaparsl;

B) pasmeniaemMasi *H(GOpMaLus JOJKHA ITO3BOJISITh UAEHTUDUIIMPOBATD
HeOoOXOAMMbIe XapaKTePUCTUKM JIEKAPCTBEHHBIX ITPENapaToB B LIEJISIX
COTIOCTaBJIEHMS TAHHBIX O 3asIBJIIEMOM JIEKapCTBEHHOM Iperapare u
JleKapCTBeHHOM IIperniapare, lieHa Ha KOTOPbIi COIEPKUTCS B HaliIeHHOM
MCTOYHMKE MHPOPMALIN;

r) pasMeniaemMast MHGOpMaIus AOKHA COIepsKaTh CBeIeHMS O IleHe Ha
JIeKapCTBEHHBII IIpernapar U BaJIloTe, B KOTOPOJ OHA IpeICTaB/IeHa;

II) ICTOYHMKOM He MOXET SIBJISIThCSI MHDOpMaIusi, comepskaliast IeHbl Ha
JleKapCTBEHHbIE TIperaparhl, IOCTaBsieMble 3a CYeT MeXAYHAapOAHbIX
(dbuHaHCOBBIX OpraHu3auuit (GOHIOB) IO pellleHNI0 BceMupHoit
OpraHm3aluy 34paBOOXPaHeHM s B paMKaxX 'yMaHUTAPHOM MTOMOIIU WU
6J1arOTBOPUTEHBHOCTH.

18. B ciryuae nMpuHSATHUS penieHnst 06 0TKase B rocyIapCTBEHHOI
perucTpauun Ui repeperucTpanum rnpeaebHoOM OTITYCKHO 1eHbI
IIPOU3BOAUTENIS HA JIeKapCTBEHHbIN Ipenapat MUHUCTEPCTBO
3apaBooxpaHenus Poccuiickoit @emepany B CpOK, He ITPEBBIIIAIOIINIA 5
pabounx aHelt, yBegOMJISIET IepskaTesis UM BJIalesIblla PETUCTPALIMOHHOTO
YAOCTOBEPEHMSI JIeKapCTBEHHOrO Mpernapara (yIoJJHOMOUYeHHO€e UM JIUIIO0) B
MUCbMEHHOM (opMe O IPUHSTOM pelieHUM (C U3T0KEHNeM TPUINH
0OTKasa).

19. OcHoBaHMSIMM AJ1s1 OTKa3a B coryacoBanuy enepaibHOM
AHTMMOHOTIOJIbHO CTY>k007i TOCyIapCTBEHHO perucTpaIum
(mepeperucTpauumn) rpeneibHOM OTITYCKHONM LIeHbI TPOU3BOAUTES Ha
JIeKapCTBEHHbIN Mpernapar, 0TKa3a B roCyJapCTBEHHON perncTpaunmn
(mepeperucTtpanyym) MMHUCTEPCTBOM 31paBOOXpaHeHns Poccuiickon
®demepauyy npeaeabHON OTIYCKHON IIeHbI IIPOM3BOAUTES Ha



JIeKapCTBEeHHbI TIpernapar ¢ yueToM pelineHus, mpuHsIToro ®exepanbHoii
AHTMMOHOTIOJIbHO CTYK007¥4, SIBJISTIOTCS:

a) npencraBjJeHe HeJOCTOBEPHbBIX CBe,E[eHI/Iﬁ;

0) mpeacTaB/ieHe JOKYMEHTOB He B ITIOJITHOM 06beMe U (MJIM) HEIOJIHOTa
CoepsKalMXCs B HUX CBEIeHWIA;

B) HeIlpeJCTaB/IeHye CBeleHW, IIpeyCMOTPEeHHbIX ITYHKTOM 14
HacTosmux [IpaBui;

r) IpeBbIlIeHKe TTPeACTaBIeHHOI AJis1 TOCYAAPCTBEHHOV perucTpauumn uim
repeperucTpal vy MpeneabHO OTITYCKHOM 1[eHbl IPOM3BOAUTES Ha
JIeKapCTBEHHBIV Npernapar HaJl LIeHOM, PaCCUMTAHHON B COOTBETCTBUM C
Hactosiumu [IpaBuwiamu 1 MeTOAUKOIA.

20. PemreHue 06 oTKase B TOCYIapCTBEHHOM PEruCTPalUy UIN
repeperucTpanum rpeneabHOi OTITYCKHO 1JeHbl TPOU3BOAUTE/IS Ha
JIeKapCTBEHHBIN ITpernapaT MOKeT ObITh 005KaJI0BaHO B CyIe6HOM MOpPSIIKeE.

21. [l ToCyAapCTBEHHOM perucTpauym rpeaeabHOi OTITYCKHOM LeHbl
MPOU3BOAMTEIS HA JIeKapCTBEHHbIN Ipenapar, KpoMe JOKYMEHTOB,
YKa3aHHBIX B ITYHKTe 5 HacTosnux [IpaBui, peacTaBiasiiOTCS O
MIpOBeeHMSI 9KOHOMMYECKOT0 aHaam3a (110 BbIOOPY AepsKaTesIs Uian
BJIaZie/iblia PErUCTPALIMIOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO
Trperapara, yrioJHOMOYE€HHOTO MM JIMIIA) CBeleHMS Ha O6yMaskHOM HOCUTeJIe
C TIepeBOAOM Ha PYCCKUI SI3bIK (B 2 3K3eMIUISIPAx), MOATBEPXKAAIOIINE
OTITYCKHbIE 1IeHbI TPOM3BOANUTEISI HAa JIeKAPCTBEHHBII Mperapar B
MHOCTPAHHBIX TOCYAAPCTBAX, YKA3aHHBIX B IpuyiokeHu N 2 K MeTOMKe.

22. JIng rocyfapCTBEHHOM perucTpanyy mpeneabHOi OTITYCKHO LIeHbl
IIPOM3BOAMTEIS Ha JIeKapCTBEHHbII MpenapaT, HaXOASIIUiiCsl B 06paleHun
Ha Tepputopum Poccuiickoii @enepanyy, Kpome OKYMEHTOB, YKa3aHHBIX B
nmyHKTax 5 u 21 Hactosimux [IpaBui, [Jis mpoBefeHusi 5KOHOMMUYECKOTO
aHa/nM3a MpeCTaB/SIOTCS CIeLyouye JOKyMeHThl Ha 6yMaKHOM HOCUTe e
B OJTHOM 3K3eMIlIsIpe:

a) IIPOU3BOAUTEIIMU FOCYAAPCTB - UeHOB EBpa3uiickoro 3kOHOMUYECKOTr 0O
C0103a, a TaK’Ke MHOCTPAHHBIMMU TIPOU3BOAUTEISIMU, OCYIECTBISIOUMMA
TIEPBUYHYIO U (M) BTOPUYHYIO YIIaKOBKY JIEKAPCTBEHHOTIO IIpernapara B
Poccuiickoit ®enepaunn:



kormmst dopmbl N 2-JIEK (rmpom) "CBefeHMsI O IPOU3BOMICTBE, OTTPY3Ke U
[leHax Ha JIeKapCTBEHHbIe CpeCTBA" 32 OTUETHDIN [Tepuoy, orpeneTeHHbI i
B COOTBETCTBUMU C MyHKTOM 23 HacTosmux [IpaBui;

KOIIMM TOBAPHBIX HAK/IaJHbIX HA KOHKPETHBI JIeKapCTBEHHbII IIpernapar,
OTTPY>KEHHBI 33 OTUETHDIN MePUO/I, OTIpele/IeHHBIN B COOTBETCTBUU C
IIYHKTOM 23 HacTosAwux [IpaBui (pefcTaBieHe BCceX TOBaPHBIX
HaKJIaJHbIX HEOOXOIMMO, eC/IM KOJMYECTBO OTIPY30K IO J1eKapCTBEHHOMY
npernapary He IpeBbIlIaeT 25 MITYK, a M0 JeKapCTBEHHbIM ITperaparam, 1o
KOTOPbIM KOJIMYECTBO OTTPY30K MpeBbIIIaeT 25 MITYK, MpeICcTaBIIsSIIOTCS
KOIMM TOBApPHbIX HAKJIAIHBIX C HAMOOJIBIIINM yIeJIbHOM BECOM B 06beMe
peanu3aiuy KOHKPETHOTO JieKapCTBEHHOTO Mpernapara, Ho He MeHee 25
ITYK);

6) MHOCTPaHHBIMMU MTPOU3BOAUTESIMU - KOTIUY TaMOKE€HHBIX A eKIapaluit
Ha MIO0CTaBKy KOHKPETHOTO JIeKapCTBEHHOTO Mpernapara 3a OTYeTHBIN
Tepuo, onpesieieHHbI B COOTBETCTBUM C ITYHKTOM 23 HacTosux [TpaBui
(TpefcTaB/ieHMe BCeX TaMOKEHHBIX JeK/apanyit Heo6X0IMMO, eCiu
KOJIMYeCTBO TaMOXXEeHHBIX JeKIapaluii o JeKapCTBeHHOMY Mperapary He
TpeBbIlIaeT 25 MITYK, a 10 JieKapCTBEHHBIM ITperapaTam, o KOTOPbIM
KOJIMYeCTBO TAMOKEHHBIX JleKapaluii peBbliiaeT 25 MTYK,
MIPeICTABISIIOTCS KOMIMM TaMOKEeHHbIX AeKIapaluit ¢ HauboabIIuM
yIelnbHOM BeCOM B 0O0beMe peanyn3aliy KOHKPeTHOTO JIeKapCTBEeHHOTO
npernapara, Ho He MeHee 25 HITYK).

23. [Ipu rocyiapCTBEHHO perucTpanum npeneabHOoM OTITYCKHONM 11eHbl
MIPOU3BOAMTEIS Ha JIeKapCTBEHHbIN IpenapaT 3a OTUETHbIN Iepuos,
IIPUHMMAETCS KaJeHIapHbIi IO, MpeleCcTBYLNI JHIO oAUl B
MuHuCTEpPCTBO 34paBooxpaHeHnss Poccuiickoit @enepanivin 3asBjIeHUS O
roCyIapCTBEHHOM perucTpanuu, a B caydae rnpencraBjieHus Ha
roCyIapCTBEHHYIO PETUCTPALUIO TPeAe/IbHOV OTITYCKHOM 1I€Hbl Ha
JIeKapCTBEHHBII IIpenapar B rof, u3gaHus akra [IpaBurtenbctBa Poccuiickon
depepaiyu 06 yTBepXKIEHUM ITepeyHs XKM3HEeHHO He0OXOAMMBIX U
BaKHEMIINX JIeKapCTBEHHbBIX MpernapaToB Ha CIeAYIOIIIT KaJleHAApHBI rof,
- 32 TeKYIIUI KaJleHJapHBI TO/,.

24. Tlpu rocymapCTBeHHOI perucTpauum (epeperucrpauym) npeaeabHoi
OTIYCKHOJ IleHbl Ha pedepeHTHbI JIeKapCTBEHHbIN Mperapar Ijisi Bcex
yKa3aHHbBIX B PETUCTPALIOHHOM yIOCTOBEPEHMM JIEKAPCTBEHHOTO
npernapara Mmpou3BoauTesei (Tpou3BOACTBEHHbIX IIOIAA0K



MIPOU3BOAUTENIS, YUACTBYIOIIMX B IPOLiecce MPOU3BOACTBA)
YCTaHABJIMBAETCS eAVHAas IpeesibHas OTITyCKHAS LieHa Ha JiIeKapCTBEHHbIA
npernapar JAJis Kaxk/0ii 1eKapCcTBeHHOi (OpMbl, 1O3UPOBKMU
(KOHILIEHTpaLM, aKTUBHOCTU B €AMHUIIAX IEeCTBMUS) 1 OOIIEro KoJm4ecTna
BO BTOPUYHOI (ITOTPEOUTENHCKOI) yIIaKOBKe 6e3 yueta (hOpMbI BBIITyCKa, 3a
MCKITIOUEHMEM CJTyYaeB, IPeayCMOTPEHHBIX ITyHKTOM 25 HaCTOSIIIMX
ITpasui.

[Tpu rocymapcTBeHHOI peructTpaunuu (repeperncrpanym) rnpeaenabHon
OTITYCKHOJ I]eHbl Ha BOCIIPOM3BeleHHbIN, 6110aHaIOTOBbIN (6MOTTOL06HbII)
JIeKapCTBEHHbIN IIpernapar IIpou3BoAUTe el TOCYyLapCcTBa - UleHa
EBpasuiickoro 3KOHOMMUYECKOTO CO03a [JIs1 BCeX YKa3aHHBIX B
perucTpaluyoOHHOM YIOCTOBEepeHMM JIeKapCTBEHHOTO Ipernapara
IIpoMU3BOAMTeNe (IPOU3BOACTBEHHbIX IJIOIIAL0K IPOU3BOAUTEIIS,
Y4aCTBYIOLINX B IIpOLiecce IPpOM3BOLCTBA HA TEPPUTOPUN TOCYIAPCTB -
ys1eHoB EBpa3miickoro 5SKOHOMMUYECKOI0 COK03a) YCTAaHABIMBAETCS efuHas
IpenenbHas OTITYCKHAS LieHa Ha JIeKapCTBEHHDI ITpernapat IJIs1 KaKI0
JIleKapCTBeHHO GopMbl, JO3UPOBKY (06beMa, MacChl, KOJIMYECTBA 4,03 B
MIepBUYHOI YITAKOBKE) U 001[ero KOJIMuecTBa BO BTOPUYHO
(TIOTpebuUTEIbCKOI) YIIaKOBKe 6e3 yueTa hOpMbI BBIITYCKa, 33 MCKIIOYEeHEM
cJlyyaeB, ITpeyCMOTPEHHBIX MYHKTOM 25 HacTosmux [IpaBui.

[Tpu rocymapCTBeHHOI perucTpaunm (mepeperucrpanym) npeneabHon
OTITYCKHOJ IIeHbI Ha BOCITPOM3BeIeHHbIN, 0110aHAIOTOBbI (0MOITOT00HbIN)
JIeKapCTBEeHHbBII IIpernapaT MHOCTPAHHOTO IIPOM3BOAUTEIS [J151 BCeX
YKa3aHHBIX B PerUCTPALlMOHHOM yI0CTOBEPEeHMUM JIEKapCTBEHHOTO
rpernapaTa Ipou3BOANUTe el (TPOU3BOACTBEHHBIX IIJIOILaI0K
MPOMU3BOAUTEIS, YUACTBYIOLMX B MIpOLIecce MTPOM3BOACTBA 3a IpeaenaMu
roCyapcCTB - U1eHOB EBpa3miiCkoro 5KOHOMUYECKOTO COr3a 1
OCYILIeCTBIISIOII X WIN IIJIAHUPYIOIIUX OCYILEeCTBJISITh IEPBUYHYIO U (WIIN)
BTOPUYHYIO YIIAKOBKY JIeKapCTBEHHOTO Ipenapara B Poccuiickoin
denepauyn) yCTaHABAMBAETCS eIMHAS IIpeAebHas OTITYCKHAs LieHa Ha
JleKapCTBEeHHbI Mpernapar AJ1s Kaskaoit JiekapCTBeHHO (OpMbI, T03UPOBKHU
(o6bema, Macchl, KOJIMUeCTBA 4,03 B IEPBUUHOI YITaKOBKe) U 00111ero
KOJINYeCTBa BO BTOPUYHOI (ITOTPeOUTENbCKOI) yIIakoBKe 6e3 yueTa hOopMbI
BBIITYyCKA, 3@ UCK/IIOUYEHNEM CIyJyaeB, IPeayCMOTPEHHbIX ITyHKTOM 25
Hacrosux [IpaBuit.

25. B ciyyae ecsii MMHMMAJTbHBIV YPOBEHb 11eH peepeHTHOTO



JIeKapCTBEHHOTO Tperapara Ha pasjanyHbie GOpMbI BbIITyCKa (IITTPUILL-
PYUKM, KaPTPUIKU MO0 MHbIe GOPMbI BbIITYCKa, COBMECTUMbIE C
YCTPOVICTBaMM BBeJleHU (IIPMMeHeHMs) WIN SBJISIoLecs yCTPOCTBaMU
BBeJleHMsI (IPMMeHeHMsI) B MHOCTPaHHbBIX TOCYIapCTBaX, YKa3aHHBIX B
tabauiie 1 pasmena Il mpuioskenus N 3 K MmeTonuke, pasanyaercs 6onee
yeM Ha 10 MpOLEHTOB, AOMYCKAETCS YCTAaHABIMBATD MpeLebHbIe
OTITYCKHbIE IIeHbI Ha KaXXIYI0 U3 TakKuX (OPM BbIITyCKa JT€KaPCTBEHHOTO
npemnapara. [IpefesnbHas OTITyCKHasI IleHa Ha pedepeHTHbIN
JleKapCTBEeHHbI Tpernapar B Takux (popmax BbIITyCKa yCTaHABIMBAETCS Ha
OCHOBaHMM MUHMMAaJIbHBIX OTITYCKHBIX I[eH Mpou3BoauTes (6e3 yuera
MPOU3BOACTBEHHBIX IUIOIIAZ0K, YUACTBYIOIIMX B ITPOIecce MPOU3BOACTBA)
Ha COOTBETCTBYIOIIME (DOPMBI BBIITYCKA TAKOTO JIEKAPCTBEHHOTO Mpernapara
B MHOCTPaHHBIX TOCYJapCTBax, ykazaHHbIX B Tabiuile 1 pasgena I1
npuioxeHusa N 3 K MeTOIMKe (C yUeTOM PacXOLOB, CBSI3aHHBIX C
TaMOXXeHHbIM 0(OpMIIEeHMEM).

[Tpu 5TOM MakCUMa/IbHAasI pa3HULA MEXIY IpeeIbHbIMU OTITYyCKHBIMU
IleHaM¥ Ha TaKoi1 pedepeHTHbI JIeKapCTBEHHbIN ITperapaT B pa3/IMUHbIX
(dbopmax BbIITyCKa, COIMTOCTAaBMMbIX I10 JieKapCTBeHHOI (opMme, 103UPOBKe
(KOHIIEHTpaLVM, aKTUBHOCTY B €IMHUIIAX NeCTBYS) U 06IIeMy
KOJIMYeCTBY BO BTOPUYHOI (MIOTpeOUTeNbCKOI) yITaKOBKe, He MOXeT
rmpeBbiaTh 90 MpOIEHTOB.

B ciiydae eciiu ripefiesibHas OTITyCKHAs IeHa Ha pedepeHTHbIN
JIeKapCTBEHHBIN Tperapar 3aperucTpupoBaHa B COOTBETCTBUM C
HaCTOSIIMM ITYHKTOM, pacueT IpeAe/bHbIX OTITYCKHbBIX LIEH Ha
BOCITPOM3BeI€HHbIN, 6110aHAIOTOBBIN (6MOMIOI00HBIN) TeKapCTBEHHbI
rpernapar OCyleCTB/ISIeTCS Ha KaKAyi0 GOpMY BbIITyCKa C yYeTOM
rpefesibHbIX OTITYCKHBIX LI€H IPOU3BOAUTEEl HA COOTBETCTBYIOLME
dbopMbl BbITycKa pedepeHTHOT0 JIeKapCTBEHHOTO TIpernapara.

26. [lepskaTenb UK Biaagenel perucTPalMOHHOTO YAOCTOBEPEHMS
JIeKapCTBEHHOTO IpernapaTta (YIIoJIHOMOYEeHHOe UM JIUIIO0)
BOCIIPOM3BEAEeHHOr0, 6110aHaI0roBOro (61MOIog0OHOr0) JIeKapCTBEHHOTO
rperiaparTa MpeacTaBIsIIOT s TOCYyIapCTBEHHOM pernucTpanuyun
npefe/ibHYI0 OTITYCKHYIO 1IeHy Ha JIeKapCTBeHHbI Ipernapar,
pacCUMTaHHYIO [0 MeKIyHAapOOHOMY HellaTeHTOBAaHHOMY HaMMeHOBaHUIO
(TIp¥ €ro OTCYTCTBUM 110 XMMUYECKOMY U/ IPYIIIMPOBOYHOMY
HalMeHOBaHMIO), IeKapCTBeHHO popMe, NO3UPOBKe (KOHIeHTpaIUH,



aKTUBHOCTY B eIMHULIAX IeVICTBUS) U 001[eMy KOJMYeCTBY BO BTOPUUHOM
(TIOTpebUTENbCKOI) YIIAKOBKE C IIPUMeHeHeM COOTBETCTBYIOLIETO
Ko3(duireHTa M0 OTHOILIEHUIO K 3aperMCTPUPOBAHHOI PeieIbHOM
OTIYCKHOJA I]leHe NTPou3BoAuTeNs Ha pedepeHTHbI JieKapCTBEeHHbI
mpernapar B COOTBETCTBUM C METOIMUKOIA.

27. B ciydae eciiu B paMKax OAHOTO PerMCTPalMIOHHOIO YA0CTOBEepEeHMS
JIeKapCTBEHHOTO MpernapaTa BOCIIPOM3BeleHHbIN, 6110aHaI0TOBBIA
(6100, 00HbIIT) JIeKapCTBEHHBI MTpernapat MPOU3BOAUTCS B FOCYapCTBe -
yneHe EBpa3uiickoro 3SkOHOMMUYECKOro C003a U MHOCTPAHHBIM
MPOU3BOAUTENIEM, LIeHa [JIs1 TAKOTO JIeKapCTBEHHOrOo mpernapara
pPacCUMTBHIBAETCS C COXpaHEeHMeM ero MpMUHaAJIeXKHOCTU K TOCyIapCTBY -
uyieHy EBpa3nuiickoro 5KOHOMMYECKOTO CO03a WX UHOCTPAHHOMY
IIPOMU3BOIUTEIIO C YUYETOM COOTBETCTBYIOLIEro IIOHMKAKIIero
Ko3(duiieHTa B COOTBETCTBUM C METOIMKOIA.

28. B ciiyuae OTCYTCTBUS B paMKaX MEXKIYHAPOIHOTO HEITaTEHTOBAHHOTO
HaMMEeHOBaHMS 1 JIeKapCTBEHHOI (opMbI pepe peHTHOrO JIeKapCTBEHHOT'O
rperapara uin B cjiydae, ecjiy IpeieabHast OTITyCKHas [leHa Ha
pedepeHTHbIi IeKapCTBEHHbIN IIpenapar He 3aperncTpupoBaHa,
JepKaTesib MY BiIafesiel] perMcTpalyiOHHOTO Y O0CTOBEPEH NS
JIeKapCTBEHHOTO MpernapaTa (YIIOJTHOMOUYEHHOEe MM JIUIIO)
BOCITPOM3BEAEHHOTO WM 6M10aHaIOrOBOTO (6MOIT0L00HOT0)
JIEKapCTBEHHOTO IIperapara MpeICcTaB/IsSIOT ISl TOCYIapCTBEHHOI
perucTpanym (rmepeperucTpain) npeaebHyI0 OTITYCKHYIO IIeHY
TIPOM3BOAMTEIS Ha JIeKapCTBEHHBIN MpemnapaT, pacCCUYMTAHHYIO 110
MeXIYHapOgHOMY HellaTeHTOBAHHOMY HaMeHOBaHMIO (IIPY ero
OTCYTCTBUM I10 XMMMUUECKOMY MJIM TPYIIIIMPOBOYHOMY HaMIMEHOBAaHMIO),
JIeKapCTBEHHOI (opMe, T03MPOBKe (KOHIIEHTPALMI, aKTUBHOCTY B
eIVHULIAX IEeCTBUS) U 06IleMY KOJIMUECTBY BO BTOPUYHOIA
(TTOTPeOUTENHCKOI) YIIAKOBKE C IIPUMEHEHMEM COOTBETCTBYIOLIETO

K03 duiieHTa Mo OTHOIIEHNIO K MaKCMMaIbHO 3aperucTpupoBaHHO
Ipeie/IbHOI OTITYCKHO IieHe JJeKapCTBEHHOro IIpernapaTa, COBIIaIaloIero
10 MEXIYHapOAHOMY HElaTeHTOBAHHOMY HaMEHOBAHMIO (TIPU €ro
OTCYTCTBUM 10 XMMMUUYECKOMY MJIM TPYIIITMPOBOYHOMY HaVIMEHOBAaHMIO),
JIeKapCcTBeHHO (popMe B cooTBeTCTBUM C pa3aenom VIII meTomuku.

29. TocypapcTBeHHasl perucTpauys npeneibHOi OTITYCKHOM LeHbl Ha
MMMYHOOMOJIOTMYECKMIA JIEKAPCTBEHHBII Mpernapat (BaKLHY) B



COOTBETCTBUM C HALIMOHATbHBIM KajeHAapeM MpobuaakKTUIeCcKux
MIPUBUBOK, BKIIOUEHHbBII B IlepeueHb sKM3HEHHO He0OXOIMMbIX U
BasKHENIINX JIeKapCTBEHHBIX ITpernapaToB, OCYILLeCTBISIETCSI B COOTBETCTBUNU
¢ Tpe60BaHUSIMM, YCTAHOBIEHHBIMMU [I7151 pepepeHTHBIX JieKapCTBEHHBIX
npernapartoB. [Ipy 9TOM JepykaTesib UM Biajesel perMcTpalyiOHHOTO
yIIOCTOBEPEHUs JIeKapCTBEHHOTO IpernapaTa (YIIoJTHOMOUeHHOe UM JIULIO)
MpeJCTaBISIIOT IJ151 TOCYLapCTBEHHOI perucTpaluum mpeebHyIo
OTIYCKHYIO LIeHYy Ha JIeKapCTBEeHHbII ITpenapar, He PeBbIIa0yI0
MaKCUMaJIbHYIO 3aperucTPMPOBAHHYIO ITPeieIbHYI0 OTITYCKHYIO IIeHY
MIPOM3BOINTEJISI Ha JIeKapCTBEHHbI Mpernapar, COBIaAaIINiA 110
MeKAYHapOAHOMY HelaTeHTOBAHHOMY HaMeHOBaHUIO (IIPU ero
OTCYTCTBUU IO XMMUYECKOMY U/ TPYNIIIMPOBOYHOMY HAMMEHOBaHUIO) U
JekapcTBeHHOI (opMe, orpeieieHHYIO B COOTBETCTBUM C METOIMKOIA.

30. 3aperucTpupoBaHHas rpeaeabHas OTIIYCKHAS 1[eHa ITPOU3BOAUTEISI Ha
JIeKapCTBEHHBII IpernapaT MOKeT ObITh IIepeperucTpMpoBaHa B IeJIsIX
yBeJIMYeHUs B CIy4asix, IIpeJyCMOTPEHHBIX ITYHKTaMM 32 ¥ 34 HaCTOSIIMX
[TpaBmi1, HAa OCHOBAHMM 3asIBJIEHMS O IIepeperucTpauun U JOKYMEHTOB,
IpeAcTaBJleHHbIX B MMHUCTEPCTBO 3ApaBoOXpaHeHus1 Poccuiickoit
denepanyu 10 1 OKTAOGPS Kaxkaoro roga (He vaiie 1 pasa B KaJIeHIapHOM
rony). [lpegenbHast OTITyCKHAS 1leHA Ha JIeKapCTBEeHHbIN Mperapar He
MOKeT ObITh ITIepeperucTpUpoBaHa B TOM ke KaJleHAapHOM rofly, B KOTOpOM
OHa OblyIa 3apPerucTpUpoOBaHa.

31. 3agByieHHas K [lepeperucTpanum rnpegeabHas OTIIyCKHas LieHa
BOCITPOM3BEeI€EHHOTO, 6110aHAJIOTOBOTO (6MOTIOA00HOT0) JIEKAPCTBEHHOTO
Trperapara Imocjie nepeperucTpauyum He MOKeT ObITb BbIIIE
3aperncTpUpOBaHHON Mpeae/ibHOV OTITYCKHOM II€HbI IPOU3BOAUTEIIS HA
pedepeHTHbIN TeKapCTBEeHHbIN ITperapar, oNpeneIeHHOM B COOTBETCTBUM C
MEeTOIMKOIA.

32. 3apernCcTpMpoOBaHHas MpeeabHast OTIYCKHAS I[[eHa Ha JIeKapCTBEHHbIN
rperiapaT nNpou3BOAUTENeN TOCYAAPCTB - WieHOB EBpa3niickoro
SKOHOMMUYECKOTO COI03a MOSKET ObITh ITepepPerucTprMpoBaHa B COOTBETCTBUM
C METOIMKOIA:

a) 17151 JIeKapCTBEHHBIX IMPeIapaToB HMKHETo [eHOBOro cermMeHTa Ao 50
py0Jieit (BKIIOUMTENBHO) - B CJTydae M3MeHEeHMsI IleH Ha ChIpbe U
MaTepuasbl, a Takke B cJiydae M3MeHeHMS HaKIaIHbIX PacXo/loB, HO He
BbIIIIE YPOBHS (PaKTHMUECKOM MHPJISIINM B IIPEAIIECTBYIOIEM KaJeHAAPHOM



rofly C yueTOM IPOTHO3MPYEMOT0 YPOBHS MHQUISIINY, YCTAHOBIEHHOTO Ha
TeKyILIMi1 ron hemepasbHbIM 3aKOHOM O ¢efepaibHOM Or0[KeTe Ha
COOTBETCTBYIOU M GMHAHCOBbIN IO, U TIJIAHOBBI MIEPUOI;

0) /151 TeKapCTBEHHBIX MTpernapaToB IIeHOBOTo cerMeHTa oT 50 py6Jieit 1o
500 py6Jteit (BKIIIOUMTEIBHO) - B C/Ty4ae YBeJIMYEHMS IIeH Ha ChIpbe U
MaTepuabl, MCIOJIb3yeMble IPY IMTPOM3BOACTBE KOHKPETHOTO
JIeKapCTBEHHOTrO Mpernapara, KOTOpble B PaBHOI CTeNeHM BIAUSIOT Ha
YPOBEHb 3aperMCTPMPOBAHHBIX 1I€H Ha BCe JieKapCTBeHHbIe Tpernaparhl,
OTHeCeHHbIe K OMHOMY MeXXAYHapOAHOMY HellaTeHTOBAaHHOMY
HaMMEHOBAHMIO U MMeIOI/ie OAMHAKOBbIN IyTh BBeIeHMs (KojebaHust
BAJIIOTHBIX KyPCOB, (GOpPC-MaskOpHbIE 00CTOSTEIbCTBA, BOSHUKIINE Y
MTOCTABIMKOB ChIPbSI ¥ MaTepMaioB), HO He BbIllle YPOBHS (DaKTUUECKO
MHOIAI MY B TIpeAIIeCcTBYIOIeM KajJeHIapHOM IOy C y4eTOM
MIPOTHO3UPYEMOTO YPOBHS MHQIISILIVM, YCTAHOBJIEHHOTO Ha TEKYIIUIA TOf,
(dbenmepasbHbIM 3aKOHOM O (pefepaJbHOM OI0/IKeTe Ha COOTBETCTBYIONINIA
(bMHAHCOBBIN IO M TIJIAHOBBIN ITEPUO]T;

B) IS TIeKapCTBEHHBIX IIPEIapaToB IeHOBOro cermMeHTa oT 50 py6Jieii no
500 py6.1eii (BKIIOUNTEIBHO) - B C/TyYyae M3MEHEHMS 1IeH Ha ChIpbe U
MaTepuasbl, a TAKKe B C/lyuae M3MeHeHMs HaK/IaJHbIX PacX0Jl0B, HO He
BblllIe TIPOTHO3MPYEMOTr0 YPOBHS MHQJISL MM, YCTAHOBAEHHOTO Ha TeKyLuii
rop, ¢pemepasbHBIM 3aKOHOM O (eiepabHOM OIOKeTe Ha
COOTBETCTBYIOU M (GDMHAHCOBBIN IO U TIJIAHOBbIN MEPUO/T;

T) JIJIs1 JIeKapCTBEHHBIX IIperapaToB 6e3 orpaHMUYeHus 110 I[eHe - B cIyJae
ecu cpeHeB3BellleHHas (paKkTuUecKast OTITYCKHAs IleHa Ha JIeKapCTBEHHbIN
rpenapar 3a Mepuo, MCTEKIINI CO THS IPUHSITUS pelleHus O
roCyfapCTBEHHOM perucTpauuu (IocaegHel nepeperucTpanum)
rpeneabHOM OTIYCKHO 1eHbI 10 HS MOAauM 3aBJIEHUS O
repeperucTpanu, 6bl1a HISKe 3aperucTPUPOBAHHON HA STOT ITEPUO]T, IIeHbI
He 60Jiee YeM Ha IPOrHO3MUPYEMbIii YpOBEeHb MHQJISIINY, YCTaHOBIEHHbIN
Ha TeKyIIuii ron, ¢pemepaabHbIM 3aKOHOM O (pemepasbHOM OIOIKeTe Ha
COOTBETCTBYIOU M (DMHAHCOBBIN TOZ, U TIJIAHOBBIN MEPUO/I, HO He BbIIIe
BeJIMUMHDI, PACCUMTAHHONM B COOTBETCTBUM C METOAMKOIA.

33. [Ipu mepeperucTpanum mpeaeabHbIX OTITYCKHBIX LIEH ITPOU3BOAUTENE
rOCyapCTB - WieHoB EBpa3nuiickoro SKOHOMMYECKOTo COI03a JOKYMEHThI Ha
MHOCTPAHHOM SI3bIKe IIPeCTABIISIOTCS Ha OYMa)kHOM HOCHUTeJIe C
3aBEepEHHBIM B YCTAHOBJIEHHOM TOPSIKE TIEPEBOIOM Ha PYCCKMUIA SI3bIK.



IaHHbIe B OTHOIIEHMM BceX (aKTUUEeCKMX IIeH B Ba/IIOTe TOCYAapCTBa -
yieHa EBpa3uitcKoro 5SKOHOMUYECKOT0 COt03a MPeCTaBISIOTCS C YyYeTOM
repecueTa Ha pyb/Iu 10 KypCy, YCTaHOBJIEHHOMY LleHTpaTbHbIM 6aHKOM
Poccuiickoit demepatiy Ha IeHb, KOTIa TPOM3BOAMUTENEM Oblia
ocyIiecTBaeHa ¢pakTruyeckas peaansals JeKapCTBeHHBIX ITPeIrapaToB
OopraHm3aiyy OIITOBONM TOProOBJ/IM JIeKapCTBEHHBIMU CPeCTBaMM, U (VJIN)
arnTevyHOo opraHmu3anum, U (Min) UHOUBUAYATbHOMY TIpeaIIPUHUMATENIO,
MMEIIMM JINIeH3MI0 Ha hapMalleBTUUeCKYIO IesITeTbHOCTD.

34. 3aperucTpupoBaHHas rpeaeabHas OTITYCKHAs LleHa Ha JIeKapCTBEHHbIN
rpenapar MHOCTPaHHOI'O IIPOU3BOAUTEN, OCYIIEeCTB/ISIOIero B TOM 4uciie
MepBUYHYIO U (MJIM) BTOPUUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIpernapara B
Poccuiickoit @enepaiyin, MOXeT ObITh TlepeperncTpupoBaHa B
COOTBETCTBUM C METOAMKOI, eCIy POCT Kypca HallMOHAIbHO BaJIIOThI
rOCyapCTBa - MPOM3BOAUTEJSI K PYOJTIO CO JHS IPUHSITUS pelIeHUsI O
rOCy[JapCTBEHHOI perucTpauuu (rocaegHe rnepeperucTpanum)
rpeeabHONM OTITYCKHOJ IIeHbI TPOU3BOAUTEIS Ha JIeKapCTBEHHbIN
rperiapar 1o JeHb [104auy 3asBJIeHNs O Ilepeperncrpanyy rpesbiiaeT
MIPOTHO3MPYEMbIi1 ypOBeHb MHOJISALVM, YCTAHOBJIEHHBIN Ha TEKYIIUI TO,
bemepaabHBIM 3aKOHOM O (heJlepaJbHOM O10/IKeTe Ha COOTBETCTBYIOIIMIA
(buHAHCOBBIN o/ U MJIAHOBBINM MTepPUO,.

ITepeperucrpaius rnpenebHON OTITYCKHOM 11€HbI Ha JIeKapCTBEeHHBIN
rnpenapaT MHOCTPAHHOTO MTPOU3BOAUTENIS, OCYIIECTBSIONIErO B TOM YMCIie
MMEPBUYHYIO M (MJIM) BTOPUYHYIO YITAKOBKY JIEKAPCTBEHHOTO Mperapara B
Poccuiickoit ®enepatiin, OCyIIeCTBISIETCS C YYeTOM IIPOTHO3UPYEMOTO
YPOBHS MHMAI MY, YCTAaHOBJIEHHOTO Ha TeKyIuii ron, enepaabHbIM
3aKOHOM O defepasibHOM O0/IsKeTe Ha COOTBETCTBYIOIINI PMHAHCOBBIN IO
Y TIJIAaHOBBIN TIEPUOJI, HO He BbIIlIe BeJIMUYMHBI YBEJIMUEHMS, pACCYUTAHHON B
COOTBETCTBUM C METOAMKOI, C y4eTOM MUHUMAJIbHOI OTITYCKHO LI€HbI
npousBoauTes (6e3 yueta HaMMeHOBaHMS TPOU3BOACTBEHHBIX IIJIOMIAIOK,
YUYaCTBYIOIIUX B IIpoILiecce MPOM3BOACTBA) Ha TAKOM JIeKapCTBEHHBIN
rpenaparT B MHOCTPAHHBIX FOCyJapCTBaX, yKa3aHHbIX B Tabiuiie 1 pasgesna
I mpuinoxkenust N 3 K MeTOIMKE.

35. [l mepeperucTpaum mpeebHOM OTITYCKHO IeHbI ITPOU3BOAUTEISI
Ha JieKapCTBeHHbII MTpernapar, KpoMe JOKYMEHTOB, YKa3aHHBIX B ITyHKTe 5
HacTosiux ITpaBui, peCcTaBasSIOTCS ClefyIol e TOKYMEeHThI AJ1s
H9KOHOMMYECKOTO aHaM3a Ha O6yMakHOM HocuTese (B 2 9K3eMIUISIpax):



a) IPOM3BOAUTEIISIMU U3 FOCYAAPCTB - WieHOB EBpasuiickoro
9KOHOMMYECKOI'0 CO103a IIpy IepeperucTpanum B caydasx,
IpeayCMOTPEHHBIX ITOAITYHKTaMM "a" U "B" MyHKTAa 32 HacTosAwuX [IpaBui:

pacueT BeJIMUMHBI YIOPOKAHMS CTOMMOCTH ChIPbSI i MATEPUAJIOB B
CTPYKTYpE 3aTpaT Ha MPOM3BO/ICTBO U pPeayn3alliio JIEKapCTBEHHOTO
mperapara;

KOIMMYM KOHTPAKTOB, MO TBEPKAAIOIINX YBEINUEHE CTOMMOCTY ChIPhS U
MaTepuaioB, CO CPOKAMM OeCTBMS, 3aBePIIAIOLIMMICS He paHee YeM
yepe3 3 Mecs1ia co JHS IOJauy 3asiBJIeHNSI O TlepeperucTpalin, a TakKe
Kommy crieny@uKanmii ¥ Bcex MpUIoKeHUi K KOHTPaKTaM, KOTOpbIe
SBJISIIOTCS X HEOTheMJIEMOI1 4aCThIO;

IIOKyMeHTa/IbHOe MOoATBepkaeHMe paKTMueCcKuX 3aTpaT Ha CbIpbe U
MaTepuasbl Ha JeHb IPUHSATUS PellleHNs O TOCYAapCTBEHHON perucTpanumn
(TmocnmenHe riepeperncTpannn) npenebHOM OTITYCKHOM 11eHbl Ha
JIeKapCTBEHHBII IIperapar;

pacueT BeJIMUMHbI MU3MEHEHMST HaKJIaJHbIX PACXOJ0B B C/y4Yae YBeJTUUeHUS
TapudoB Ha TEKTPUYECKYIO IHEPTUIO, TEIUIOCHAOKEeHNe, BOJOCHAOKeHN e U
1IeH Ha TOIUIMBO, & TAKKE pacyeT YBeIMUEHMS aMOPTU3ALVIOHHBIX
OTYMC/IEHUIT TI0 OCHOBHBIM CPEICTBAM, MCIIOIb3yeMbIM HEIIOCPEICTBEHHO
IJIsI TIPOM3BOJICTBA JIEKAPCTBEHHBIX TIPEIapaToB;

OOKYMEHTa/IbHO€e ITOATBEPKOEHM e YBeJIMUEeHM A HaK/IaAHbIX PACX00B, d
TAKXKe KOIMMM JOKYMEHTOB, ITOATBEPKAAIIINX BBOJ COOTBETCTBYIOIMIMX
OCHOBHBIX CPpeOCTB B SKCIUTyaTalIUIO;

pacyeT YpOBHSI peHTabeIbHOCTM Ha KOHKPETHbDIN JIeKapCTBEHHbBI ITperapar
B COOTBETCTBUM C METOIUKOIA;

0) MpOM3BOAUTESIMU U3 TOCYNAPCTB - ueHOB EBpasuiickoro
9KOHOMMYECKOI'0 CO103a IIpy IepeperucTpanuum B caydasx,
MIpeAyCMOTPEHHbIX OAYHKTOM "6" MyHKTa 32 HacTosmux [IpaBui:

pacueT BeJIMUMHbI YIO0POKAHMS CTOMMOCTH ChIPbSI i MATEPUAJIOB B
CTPYKTYpE 3aTpaT Ha MPOM3BO/CTBO U Pean3alliio JIEKapCTBEHHOTO
nperapara;

KOIIMNM KOHTPAKTOB, ITIOATBEPXKOAOIIUX YBEJIMYEHME CTOMMOCTU ChIPbSI U



MaTepuasoB, CO CPOKaMMU IeVCTBMUS, 3aBePIIAIOIIMMUCS He paHee 4yeM
yepes 3 mMecsila CO JHS ITogauy 3asiBJIeHUsI O IIepeperucTpalmn, a Takke
Komuy creuy@ukanmii 1 Bcex MpuaokeHui K KOHTpaKTaM, KOTopble
SIBJISIFOTCSI X HEOThEMJIEMOJ YaCThIO;

JIIOKYMeHTaJIbHOe TOATBepKAeHMe (GakKTUUeCKMX 3aTpaT Ha Chipbe U
MaTepuasibl Ha AeHb MIPUHSTUS pellleHUs O TOCYyIapCTBeHHOM perucTpaiun
(TmocnegHel repepernucTpannn) npeaebHOM OTITYCKHOM 1IeHbI Ha
JleKapCTBEeHHbII1 Ipenapar;

pacueT ypoBHS peHTabeIbHOCTM Ha KOHKPETHbIN JIeKapCTBEHHbII ITperapar
B COOTBETCTBUU C METOAMKOIA;

B) IIPOU3BOAUTEIISIMU I'OCYLAPCTB - YleHOB EBpa3uiickoro 3KOHOMMU4eCKOro
CO103a IIpU [epeperucTpauyuy B CJIiydasix, IpeyCMOTPEHHBIX ITOAITYHKTOM
"T" myHKTa 32 Hactosuux [IpaBui, - KOMMM TOBAPHBIX HAK/IAIHBIX Ha
KOHKPEeTHBIN JIeKapCTBEHHBII IIperapar, OTTPY>KeHHBI B aipec
IIOKyIIaTeseli B COOTBETCTBYIOLIMIA OTUETHBIN IIepuoz, orpeneieHHbI B
COOTBETCTBUM C IIYHKTOM 37 HacTosAwux IIpasun (ipencrasieHne Bcex
TOBapHbIX HAK/JIaJHbIX HEOOXOAMMO, eC/IY KOJTUYECTBO OTTPY30K 110
JIleKapCTBEHHOMY Iperapary He MpeBbIliaeT 25 MTYK, a Mo JIeKapCTBEHHbIM
npernaparam, Mo KOTOPbIM KOJIMYECTBO OTTPY30K IMpeBbIlIaeT 25 MITYK,
HeOoOXOAMMO TPeICTaBUTh KON TOBAPHbBIX HAKJIAIHBIX C HAXOOIbIIUM
yIleTbHOM BeCOM B 06beMe peanu3aiuy KOHKPeTHOTO JIeKapCTBEHHOTO
nperapara, Ho He MeHee 25 IITYK);

I') UHOCTPAHHBIMM ITPOU3BOAUTESIMMA, OCYIIECTBASIOIMMY TEPBUUHYIO U
(M) BTOPMYHYIO YIIAKOBKY JIeKapCTBEHHOTO Tpernapara B Poccuiickoit
depnepaliun, AepskaTeaeM UM BIae/blieM PeruCcTPalMOHHOTO
yIOCTOBEPEHMS JIEKAPCTBEHHOTO MpernaparTa (YIoJTHOMOUYEHHBIM UM
JIMIIOM) TIPU TIepeperucTpalun B cJrydasx, MpeyCMOTPEHHBIX ITyHKTOM 34
HacTosmux [IpaBum:

KOITMM TOBAPHbBIX HAK/IAJHBIX HA KOHKPETHBIN JIeKapCTBEHHLIN IIperapar,
3a COOTBETCTBYIOLIMIT OTUETHBIN IIePUOJ, OTIpee/leHHbI B COOTBETCTBUM C
MYHKTOM 37 HacTosuux [IpaBu (TipefcTaBiieHue BCeX TOBAPHbIX
HAKJIaHBIX HEOOXOIMMO, €C/IM KOJUYECTBO OTTPY30K I10 JIEKAPCTBEHHOMY
rpenapary He IMpeBbIIaeT 25 MITYK, a M0 JiIeKapCTBEHHBIM IIpelapaTam, o
KOTOPBIM KOJIMYECTBO OTTPY30K ITpeBbIliaeT 25 MTyK, He00X0AMMO
MpeJCTaBUTh KOIMM TOBAPHBIX HAKIAAHBIX C HAMOOJBIIUM YIeTbHOM



BeCOM B 00beMe peann3aly KOHKPETHOTO JIEKapCTBEHHOTO Mperapara, Ho
He MeHee 25 ITYK);

cBeZieHMsI (IO BbIOGOPY epskaTessl WM BiiaJieblia perncTPalyiOHHOTO
YIOCTOBEPEHMS JIEKApCTBEHHOIO Mpenapara (YInoJHOMOYEeHHOTO UM ML),
MOATBEPKIA0IMe OTITyCKHbIE 1LIeHbl TPOU3BOAUTEIS Ha JIeKapCTBEHHbIN
npernapar B MHOCTPAHHBIX TOCYJapCTBaX, YKa3aHHBIX B MpuaokeHuu N 2 K
MeToAMKe (Ha 6yMaskHOM HOCUTeJIe C TIepeBOJIOM Ha PYCCKUIA SI3bIK);

II) VHOCTPAHHBIMM [IPOU3BOAUTESIMMU IIPU IlepeperucTpaun B CayJyasix,
IpenyCMOTPEHHBIX IIYHKTOM 34 HacTosmux [IpaBui:

KOIIMM TaMOXXE€HHBIX eK/Iapaliuii Ha MTOCTaBKY KOHKPETHOTO
JIEKapCTBEHHOTO Iperapara 3a COOTBETCTBYIOIIMI OTUETHBIN Mepuo/,
oIpeJieleHHbII B COOTBETCTBUM C ITYHKTOM 37 HacTosmux IIpaBun
(pencTaBieHNe BCEX TAMOXKEHHbIX JeKaapalnit Heo6X0AMMO, eCu
KOJINYeCTBO TaMOXXeHHBIX JeKjapaLyii 110 JiIeKapCTBeHHOMY IIpernapary He
MpeBbIIIaeT 25 MITYK, a IO JIeKapCTBEHHBIM ITpernaparaM, o KOTOPbIM
KOJIMYeCTBO TAMOXXEeHHBIX JeK/Iapaluii mpesbiiiaeTt 25 MTyK, HEOOXOAMMO
MpeCTaBUTh KOTIMM TaMOXKEHHBIX JleKIapanuit ¢ HauboJIbIIUM YIeTbHOM
BECOM B 00beMe peann3aluy KOHKPETHOTO JJeKapCTBEHHOTO IIperapara, Ho
He MeHee 25 MTYyK);

cBesleHMsI (IT0 BBIOOPY JepsKaTesIst MM Biagesblia PercTpaiioHHOTO
yIIOCTOBEPEHMS JIEKAaPCTBEHHOTO Mpernapara (YIioJTHOMOUYEHHOTO UM JIUIIA),
MOITBEPXKIAIONIME OTITYCKHbIE I[€HbI IPOM3BOAMUTEISI HA JIEKAPCTBEHHbIA
rpernapar B MHOCTPAHHBIX TOCYJapCTBaX, YKa3aHHBIX B MpuaokeHuu N 2 K
MeToMKe (Ha OYMaskHOM HOCKUTeJIe C TIepeBOAOM Ha PYCCKUIL SI3bIK).

36. IIpu niepeperucTpauum npeneibHbIX OTIIYCKHbBIX 1I€H Ha JIeKapCTBEHHbIEe
rperniapaThl [IPOM3BOAVITENEN TOCYAAPCTB - WieHOB EBpasuiickoro
3KOHOMMYECKOI0O COX03a B CyJasix, [IpefyCMOTPEeHHbIX IOAIIYHKTaMu "a" -
"B" mMyHKTa 32 Hactosuux [IpaBui, peaenbHbIi ypOBEHb PEHTAOeTbHOCTU
He MOXXeT IpeBbIaTh 30 MpOLeHTOB.

37. Ilpu niepeperucTpanumu npeneibHOM OTIIYCKHOM 1IeHbl TPOU3BOAUTEIIS
Ha JIeKapCTBEeHHBIN ITpernapar B KaueCTBe OTUETHOIO Iepuoza
IIPUHUMAETCS IEePUOJ, UCTEKILIUI CO THS IPUHITUS pelIeHUs O
roCyJapCTBEHHOM perucTpauuu (IocaegHer nepeperucTpanum)
TpenenbHOM OTIIYCKHOM 11eHbl Ha JIeHb Iofgaun B MMHUCTEPCTBO



3apaBooxpaHeHust Poccuiickoit @enmepaliium 3asiBlIeHUs O
repeperucTpaum.

38. Ha ocHOBaHMM 3as1BJIEHMS O IIepeperncTpauum, npeacTaBIeHHOTo
JepkaTesem UK BaaaesblieM PerucTPalMOHHOTO YO0CTOBEPEHM S
JIeKapCTBEHHOTrO mpernapara (yIoJHOMOYEHHOTO UM JIXIA) B LeJIsIX
CHVDKEHMSI LIeHbl Ha JIeKapCTBeHHbI npernapaTt, MUHUCTEePCTBO
3apaBooxpaHeHust Poccuiickoit @emepaiiy paccMaTpuBaeT BOIIPOC O
TIPUHSTUM PELIeHNsI O CHUKEHUM 3aperuCTPUPOBAHHOMN TNIpee/bHOMI
OTITYCKHOJ LleHbI IIPOM3BOAUTEISI Ha JIEKAPCTBEHHbIN IIpernapar. 3asiBleHue
0 MepeperucTpanyuy B Le/sIX CHYDKeHMSI LleHbl Ha JIeKapCTBEeHHBI pernapar
MOJKeT ObITh IPeICTaBIeHO COBMECTHO C 3asiBJieH)eM O BHECEHU U
M3MEHEeHUI1 B peeCTPOBYIO 3alMCh O FOCYAapCTBEHHON perncTpaunmn
TpefesibHOM OTITYCKHO LI€HbI TPOMU3BOAUTEISI Ha JIEKapCTBEHHBIN
rpenapar B COOTBETCTBUM ITYHKTOM 7 IIpaBui BeleHMsI TOCYZapCTBEHHOTO
peecTpa IpeebHbIX OTITYCKHBIX 1IeH IPOM3BOAUTEEN Ha JIEKaPCTBEHHbIE
Trperaparbl, BKIIOUeHHbIe B TlepeueHb KM3HEHHO He0OX0AMMbIX U
BaKHEMILNX JIeKapCTBEHHbBIX MPernapaToB, YTBEP>KIEHHbBIX
nocraHoBieHneM [IpaBuTtenbcTBa Poccuiickoit @egepaiiny oT 29 OKTIOpSs
2010 . N 865 "O rocygapcTBeHHOM peryIMpoBaHNM LieH Ha JieKapCTBEHHbIe
rperaparbl, BK/IoOUeHHbIe B TlepeueHb KM3HEHHO He0OX0JMMbIX U
BaKHENMILNX JIeKapCTBEHHbBIX IIpernapaTos”.

39. 'ocymapcTBeHHAs perucTpauus U rnepeperncTpauus mnpeneabHbIX
OTITYCKHBIX 1]eH IPOU3BOAMTE/Iel Ha IeKapCTBEHHbIe NTpenapaTsl
OCYIIeCTBsIeTCS OecIiaTHO.

40. ®enepanbHast aHTMMOHOIIOIbHAS CJTy3K0a B MMCbMEHHOI opMe
yBeJOMJISIET AepsKkaTesisl WM BiaaAeablia perucTpauyiOHHOTO
yIOCTOBEPEHMS JIeKapCTBEHHOTO MpernapaTa 0 He0O6X0AMMOCTU M3 MeHEeHU ST
3aperncTpUpPOBaHHON MpeAe/IbHOV OTITYCKHOM I1€HbI IPOU3BOAUTEIIS HA
JIeKapCTBEeHHbIN Ipernapar, eciay rocjie rocygapCTBeHHOM perucTpauumn
(mepeperucTpauumn) rpeneibHOM OTITYCKHO LeHbl TPOU3BOAUTES Ha
JIeKapCTBEHHbIN IperapaT yCTAaHOBIEHO, YTO AepsKkaTesieM UK BjaJe/bliemM
peruncTpaLoOHHOr0 YAOCTOBEePEeHYS JIeKapCTBEHHOIO IIpernapara
(YTIOJTHOMOYEHHBIM UM JIMIIOM) OBLIY MpeJICTaBIeHbl HeJJOCTOBE PHbIE
CBeleHNs, IIOBAMSBILINE Ha Pe3y/IbTaT paHee IIPUHATOrO peleHns O
COTJIAaCOBAHUM MpeaebHO OTITYCKHOV LieHbI IIPOU3BOAUTENIS Ha
JIeKapCTBEHHbBIN penapar U (M) He ObUIM MpeJICTaBIeHbl CBeIeHMs,



IMMOBJIMABIINME Ha PE3YJIbTAT TAKOT'O peleHMsd, C IIpeaoCTaBJI€eHEM
000CHOBaHMS TAKOI'O BbIBOJA.

HepxaTenb Uy Biagesiel, perMcTPaMOHHOTO YI0CTOBEPEeHMS
JIeKapCTBEHHOTO Ipernaparta (YIIOJTHOMOYEHHOe UM JIUI0) TIPUBOIST
3aperncTpUpPoOBaHHYIO MPeebHYI0 OTITYCKHYIO IIEHY B COOTBETCTBUE C
IIeHOM, PaCCUMTAHHOM B COOTBETCTBUM C HacTos My [IpaBumamn u
METOIMKOM, C yueToM MH(OpMaINM, YKa3aHHO B YBeIOMJIEHUN
denepasibHOM aHTUMOHOIIOIBHOM CTY>KObI, WJIM TIPEICTABIISIOT
MOTUBUPOBAHHOE NOKYMEHTAJIbHOE MOATBEPXKAeHNEe pacueTa YKa3aHHOM
II€HbI.

denepasibHas aHTMMOHOIIO/IbHAS CTYy’k0a OTMEHSIET pPellleHe O
COIJIaCOBAHMUMU TIpeie/IbHOM OTITYCKHO IeHbI IPOU3BOAUTES HA
JIEKapCTBEHHBIN IIpenapar B caydyae HellpuBeAeHUS AepKaTeneM Uin
BJIafleIblleM PErUCTPALMOHHOTO YAOCTOBEPEHMS JIeKapCTBEHHOTO
nperiapara (YrnoJJHOMOYE€HHBbIM UM JIMLIOM) 3aperMCTPUPOBAHHOM
rpeneabHOM OTIIYCKHO 11eHbl B COOTBETCTBUE C HACTOSIMMU [TpaBunamu
" METOAMKO ¢ yueToM MHDOpMaIMK, yKa3aHHO B yBe1OMJIEHUN
denmepaabHOM aHTMMOHOIIOIBHOM CTYKOBI, MJIM HEITPeACTaBAeHUS
MOTMBMPOBAHHOTO JOKYMEHTAJIbHOTO MOATBEPKIEHMUS pacueTa YKa3aHHOM
LIeHbI B TeUeHNe OOHOTO Mecslia CO THS MOayYeHUs YBeOOMJIeHUS
denepasibHO aHTUMOHOIIOJIBHO CITY>KOOIA.

41. MuHKcTepCcTBO 3aApaBooxpaHeHus: Poccuiickoii demepaliuym oTMeHsIeT
pelnieHne 0 roCyJapCTBEHHON perucTpanum Uin rnepepeructpanmum
TpeeabHOM OTIIYCKHOJ IIeHbI ITPOU3BOAUTES Ha JIEKAPCTBEHHbIN
rpenapar B ¢Iy4ae, eciy Iocjie IMIPUHATUS TAaKOT0 PelleHsT yCTaHOBJIEHO,
YTO AepkaTesieM WU BIaJeblieM PerMCTPalMOHHOTO YA0CTOBEpEHMS
JIeKapCTBEHHOTO Iperapara (YIoJTHOMOYEHHBIM MM JIMIIOM) ObLIN
MpeJiCTaB/JIe€Hbl HEIOCTOBEPHbIE CBEIEeHNS, ITOBIUSBIIME HA PE3YIbTaT
MIPUHSITOTO MMHMCTEPCTBOM pellleHMs, a TAKKe B CIydae, eciin
depnepasnibHas aHTMMOHOIIONIbHAS CTYk0a OTMEHMJIa pelieHue o
COIJIaCOBAHUMU TIpeebHOM OTITYCKHO 1eHbI IPOU3BOAUTES Ha
JIEKapCTBEHHBIN TIperapaTt Ha OCHOBaHUM TyHKTA 40 HacTosiux [IpaBui, u
MCK/TIOUAeT B YKAa3aHHBIX CJIy4asiX 3aperMCcTpUPOBAHHYIO
(TepeperncTpupoOBaHHYIO) Mpeae/IbHYI0 OTIYCKHYIO [IeHY ITPOU3BOAUTENS
Ha JIeKapCTBEHHBIV ITpenapar M3 rocyapCTBEHHOIO peecTpa.

[Tpunoxkenne N 1



K [IpaBmiam rocygapcTBeHHOI permcTpanmnmn
U TIepeperucTpau yCTaHaBIMBaeMbIX
MIPOM3BOIUTEISIMU JIEKAPCTBEHHBIX
MIperapaToB MpeeTbHbIX OTITYCKHBIX I1€H
Ha JIeKapCTBeHHbIe TIperapaThl,
BK/IIOUEHHbIE B ITepeueHb KM3HEHHO
HEOOXOAMMBIX Y BaXKHEMIINX
JIeKapCTBEHHBIX TpernapaToB

(bopma)

3AABJIEHUE
0 rocyapCTBEHHOWN perncTpaunm ycTaHaBIMBAEMbIX
NPON3BOANTENSAMN JIEKAPCTBEHHbIX NPenapaToB NpenesbHt
OTMNYCKHbIX LIEH HA JIeKapPCTBEHHbIE MpenapaThl, BKJIIOYEHHb
B NMepeyYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHENLLINX
JIeKapCTBEHHbIX NpenapaToB

3aaBuUTenNb

(HanMeHoBaHMeE; NOYTOBbLIN aapec, aapec 3/IeKTPOHHON M
depxaTens nnn Bnageney perncTpaymoHHOro yaocTtoBepeHus
npenapaTa

(HanmeHoOBaHMe; agpec 3N1eKTPOHHOW MOYThI)

CBefeHus 0O perucTpauumun pepxxatensa wnm sBnagenbua perv
yOOCTOBEPEHUSA JIEKAPCTBEHHOro0 npenapaTta B KayecTBe Hasol
CBeeHNss O perncrtpaunm npousBoanTens JIeKapCTBEHHOIro I
MeOULUWNHCKOro MpuMeHeHUs B KadecTBe HaJsloronjaTefblimnka B C
(ANS POCCUNCKUX LOPUANYECKUX UL, - UAEHTUPUKALMNOHHBIA HOMEf
(MHH), ona nHoOCTpaHHbIX PUOANYECKNX NNL, - CTPaHa perncTpaul
PErncTpMpyrOLLEro OpraHa, PerucTpaunoHHbIA HOMEpP, KOoA HaJ(
CTpaHe perucTtpaumm (MHKopnopauum) WM ero aHanor)

CeBegeHna o perncrpauum npoussBoauTens NEeKapCTBEHHOro r
MeAULMNHCKOr0 MPUMEHEHMSA B Ka4YeCTBe HaJjloronjaTenblinka B C
(ANa POCCUNCKUX IOPUANYECKUX NNL, - UAEHTUDPUKALNOHHBIA HOMEL
(MHH), oNa WHOCTPaHHbLIX KPUANYECKNX NNLL, - CTPaHa permcTpadl
perncTpupylowero opraHa, pPerucTpaunoHHbIN HOMEpP, KOo4 Has(



CTpaHe pernctpauunn (I/IHKOpI'IOpaLl,I/II/I) WNn ero aHanor)

N Cragus [IpousBoauTenb Anpec | CTpaHa
/11 | IpOU3BOACTBA (HaMMeHOBaHMe)
N | Homep MexnyHaponHoe | Toprosoe JlekapcTBe
I/TI | perucTpalMOHHOrO | HelaTeHTOBaHHOe, | HauMeHOBaHMe | dopma,
YAOCTOBEPEHMS WIn TIO3UPOBKE
TPYIIIMPOBOYHOE, KOMIIJIEKT!
WU XMMUUeCcKoe <EES
HaMMeHOBaHMe
<*F>
1 2 3 4 5
YnonHomo4yeHHoe
nmuo
(¢h.n.0.) (BOJIKHOCTB) (mnoanwuce)
KOHTaKTHble ALpec 3N1eKTPOHHON
TenegoHsbl MnoYThbl

<*> B ciryyae OTCYTCTBUSI MeXIYHAPOAHOTO HEITaTeHTOBAHHOIO
HaMMeHOBAaHMS B PETMCTPALMOHHOM YIOCTOBEpEeHUM TeKapCTBEHHOTO
rperiapaTa yka3blBaeTCs HaMMeHOBaHMe JIeKapCTBEHHOTO Iperapara,
MpeayCMOTPEHHOTO ITepeyHeM KM3HEHHO HeOOXOAMMbIX Y BaKHeMIINX
JIeKapCTBEHHbIX MpernapaToB, eXXerogHo yTBepkaaeMbIM [IpaBUTeIbCTBOM
Poccuiickoit ®enepanyim.



<**> B ciydasix, MpeaycMOTPeHHbIX ITyHKTOM 25 [IpaBui rocygapCcTBeHHOI
perucTpauuu U nepeperucTpaluu yCTaHaBJIMBAEMbIX ITPOU3BOAUTENIMU
JIeKapCTBEHHDIX IIpernapaTos [peaeabHbIX OTIYCKHBIX I1eH Ha
JIeKapCTBeHHbIe TperaparThl, BKIIOUEHHbIE B IlepeuyeHb )KM3HEHHO
HEOOXOAMMBIX U BasKHEIIINX JIeKapCTBEHHBIX IMTPerapaToB, YTBe PsKIeHHbIX
nocraHoByieHneM [IpaBuTtenbcTBa Poccuiickoit @emgepaiiyy oT 29 OKTIOpS
2010 r. N 865 "O rocymapCTBeHHOM peryJIMpOBaHMM 1leH Ha JleKapCTBeHHbIe
TIpernaparbl, BKIIOUeHHbIE B ITepeueHb KM3HEHHO HEOOXOMMbBIX U
BaKHENMILNX JIeKapCTBEHHbBIX NIPernapaToB”, JOIIOJHUTEIbHO YKa3bIBaeTCs
dbopMa BbITTyCKa JIeKapCTBEHHOTO TIperapara, ¢ y4eToM KOTOpOit
pacCUUTHIBAETC TIpeiesibHas OTITYCKHAS 1[eHa IPOU3BOIUTENS 3a
MOTPeOUTENIbCKYIO YITAKOBKY JIEKapCTBEHHOTO IIpernapara. .

[Tpunoxkenne N 2

K [IpaBuiiam rocygapCTBeHHOM perucTpamnum
U iepeperucTpanum yCTaHaBIMBaeMbIX
TIPOU3BOIAUTEIISIMU JIEKAaPCTBEHHBIX
MperapaToB MpeaeabHbIX OTITYCKHBIX 1[eH
Ha JieKapCTBEHHbIe ITpenaparhl,
BKJ/IDOUEHHbIE B IIepevyeHb XXM3HEHHO
HEOOXOOMMBbIX M BasKHEMIINX
JIeKapCTBEHHBIX TpernapaToB

(bopma)

3AABJIEHUE
0 NnepeperncTpaLmnum ycTaHaB/IMBaeMbIX MPON3BOANTENISIMA
NIEKapCTBEHHbIX NpenapaToB NpefesibHbIX OTMYCKHbIX LieH
Ha JleKapCTBEHHble NnpenapaThbl, BKJOYEHHbIE B MepeYeHb XU:
HEeobX0ANMbIX N BaXKHEMLLUNX JIEKAaPCTBEHHbIX NpenapaToB

3adaBuTesNb

(HanMeHoBaHWMeE; MOYTOBLIN afpec, agpec 3J'IeKTpOHHOVI m

JepxaTens WM BRageney pPerncTpaLmnuoHHOro yOoCTOBEPEHUN
npenapaTa

(HaumMeHoBaHMe; afpec 3N1eKTPOHHOM NOYThI)
CeBefileHMa 0 perucTtpaunm pepxxatena wanm Brnagensua perv
yOOCTOBEpPEHUSA JIeKapCTBEHHOro rnpenapaTta B Ka4decTBe HaJsol
CBeLeHNUs O perncTpauum npousBOANTENS JIEKAPCTBEHHOro N



MeAVLWHCKOro NpUMEHEeHNs B Ka4vecCcTBe HaJjloronjaTtesiblmKa B C
(AN POCCUNCKUX IOPUONYECKUX JTNL, - UAEHTUPUKALNOHHBLIA HOMEf
(MHH), ona nHOCTpaHHbIX PUONYECKNX NNL, - CTPAHA perucTpadl
perncTpupytollero opraHa, perucTtpauunoHHbIN HOMep, KoA Has(
CTpaHe pernctpaunm (MHKoprnopauuum) nan ero aHanor)

CBefeHna 0 perucTtpaunum npovs3BOAUTENS JIEKAPCTBEHHOro n
MeANLMHCKOr0 MPUMEHEHMSA B Ka4YeCTBE HaJlorornjaTenblinka B C
(AN8 POCCUNCKUX IOPUONYECKUX UL, - UOAEHTUPUKALMNOHHBLIA HOMEf
(MHH), BNa WHOCTPaHHbLIX KPUANYECKNX NNLL, - CTPaHa perncTpadl
perncTpupylowero opraHa, pPerucTpaunoHHbIN HOMEp, KOA Has(
CTpaHe peructpaumm (MHKopnopaunn) nam ero aHanor)

N Cragusa [TpousBoguTen Appec | CtpaHa

/I | mIpOu3BOICTBA (HaMeHOBaHMe)

N | Homep MexxnyHaponHoe | Toprosoe JlekapcTBe

II/TI | perMCTPaIMOHHOrO | HeIIaTeHTOBAaHHOE, | HAMMeHOoBaHMe | dopma,

YA0CTOBEPEHMS WIn IO3UPOBKe

TPYIIXPOBOYHOE, KOMILJIEKT)
WU XUMMUUYECKOoe <HES
HaMeHOBaHMe
<E>

1 2 3 4 5

YnonHomo4yeHHoe

nnuo

(¢h.n.o.) (BOHKHOCTB) (mognuce)



KOHTaKTHble Appec 3N1eKTPOHHOWN
TenedoHsbl noYThbl

<*> B ciiyyae OTCYTCTBUSI MeXAYHAapOAHOTO HelaTeHTOBaHHOTO
HaMMEeHOBaHMS B PETUCTPALMIOHHOM yI0CTOBEpEeHMM JIEKapCTBEHHOTO
rperapaTa yKa3blBaeTCs HaMeHOBaHMe JIeKapCTBEHHOTO Ipernapara,
MpeyCMOTPEHHOTO MepeyHeM KM3HEeHHO He0OXOAMMbIX Y BaXkKHeMIINX
JIeKapCTBEHHbIX MpernapaToB, eXXerogHo yTBepkaaeMbIM [IpaBUTEIbCTBOM
Poccuiickoit ®enepanmm.

<**> B cyryvasix, mpeaycMOTPEeHHBIX ITYHKTOM 25 [IpaBui rocygapCcTBeHHOIM
perucTpauumn 1 rnepeperucTpaly yCTaHaBIMBaeMbIX IIPOU3BOAUTEISIMUA
JIeKapCTBEHHbIX IIpernapaToB [peaeabHbIX OTIIYCKHBIX 11eH Ha
JIeKapCTBEHHbIE IIperapaThl, BKIIOYEHHbIE B IIepeuyeHb JKM3HEHHO
HeOOXOJMMBIX U BasKHEMIIMX JIeKapCTBeHHBIX ITPenapaToB, YTBe PXKIeHHBIX
nocraHoByieHneM [IpaBuTtenbcTBa Poccuiickoit @emgepaiiyy oT 29 OKTIOpS
2010 . N 865 "O rocygapcTBeHHOM peryIMpoBaHUM LieH Ha JieKapCTBEHHbIe
Trperaparbl, BK/IIOUeHHbIe B TlepeueHb KM3HEHHO He0OX0AMMbIX U
Ba)KHEWMIINX JIeKapCTBEHHBIX IIpernapaToB”, JOIIOTHUTEIbHO YKa3bIBAETCS
(dbopMa BeITyCKa JIeKapCTBEHHOTO Mpernapara, ¢ y4eToM KOTOPOit
paccunThIBaeTCs NpefebHas OTIIYCKHAs [1eHa ITPOU3BOAUTeIS 3a
MOTPe6UTENIbCKYIO YITAKOBKY JIEKAPCTBEHHOT'O IIpernapara. .

B) [IpaBWIa BegeHMsI TOCYIapCTBEHHOTO peecTpa MpeAebHbIX OTITYCKHbBIX
IIeH IMPOU3BOAMTE/IEi Ha JIeKapCTBEHHbIE ITpernapaThl, BKIIOUEHHbIE B
IepeveHb KM3HEeHHO He0OXOIMMBbIX M BasKHEIIMX JIeKaPCTBEHHBIX
TpernapaToB, YTBepKIeHHbIe YKa3aHHbIM ITOCTAHOB/IEHMEM, U3JIOKUTD B
cyienyronieit pegaKkinm:

"YTBEepKOEeHbI

rnocraHoByieHueM [IpaBuTe/ibCTBa
Poccuiickoi ®engepanu

ot 29 okTs6ps 2010 r. N 865

(B pemakuuu MoCTaHOBJIEHUS
[TpaBuTtenbcTBa Poccniickoit depepanum
oT 8 okTs6pst 2018 . N 1207)

[TPABUJIA



BEJEHVA TOCYOAPCTBEHHOTI'O PEECTPA ITPEJNEJIbHBIX OTITY CKHbIX
LEH
IMPOV3BOJIUTEJIEN HA JIEKAPCTBEHHBIE ITPEITAPATHI, BK/TIOUEHHBIE
B INIEPEYEHD JKM3HEHHO HEOBXOIUMBIX Y BAXKHENIIKMX
JIEKAPCTBEHHBIX ITPEITAPATOB

1. Hacrosuume IIpaBuia ycTaHaBIMBAIOT MOPSAOK BeeHS
rOCyZapCTBEHHOTO peecTpa MpeeNbHbIX OTITYCKHBIX 1IeH IPOU3BOAUTEIeNn
Ha JIeKapCTBEHHbBIE ITPeIapaThl, BKAYEHHbIE B [Ie€peYEHb KMU3HEHHO
HeOOXOMMBIX U BasKHEIIIMX JIeKapCTBeHHbIX ITPenapaToB (fanee - peectp).

2. Peectp siBnsteTcst pemepanbHOil MHPOPMAILIMOHHOM CHCTEMOVA,
coepskalieil cBefieHns 0 TOCyAapCTBEHHO perucTpauym rpeaeibHbIX
OTITYCKHBIX 1I€H MPOM3BOAUTEIE HA IeKapCTBEHHbIE Mperaparsl,
BK/IIOUEHHBbIE B IIepeveHb JKM3HeHHO HeOOXOIMMBbIX U BasKHEMIIMX
JleKapCTBEHHbIX MIPernaparToB (Jajee - JieKapCTBeHHbIe TIpenapaThl).

3. PeecTp BepmeTcss MMHMCTEPCTBOM 34 paBOOXpaHeHMs Poccuiickoi
depepanyy B 371IeKTPOHHOM BUJ e C IPYMeHeHVeM aBTOMaTU3UPOBAaHHOM
CUCTEMBI ITyTEM BHECEHMS B peeCTpP PeeCTPOBbIX 3aIMMCeii.

4. BemeHue peecTpa OCyIIEeCTBISIETCS B COOTBETCTBUM C e AVHBIMU
OpTraHM3alMOHHBIMM, METOA0JIOTMUECKMMU U TPOrPAMMHO-TEXHUYECKUMU
MIPUHIIUIIAMY, 06eCIIeuBaIIMMY COBMECTUMOCTD U B3aMOJEeCTBIE
peecTpa ¢ MHbIMU (PefepasbHbIMU MHPOPMAIIMOHHBIMU CUCTEMaAMMU U
CeTSIMU.

5. PeecTpoBasi 3anmch 0 TOCYyJapCTBEHHON perucTpanmum
(mepeperucTtpanum) rpeaeabHO OTITYCKHON LieHbl TPOU3BOAUTENS Ha
JIeKapCTBEHHbIN Ipernapar (Jajnee - peeCcTpoBas 3alcCh) COLEPKUT
clenyrouye CBeIeHus :

a) HaMMeHOBaHMe JepsKaTesis UK BJiajie/Iblla PerUCTPAlIOHHOTO
yI0CTOBEpPEHMSI TIeEKaPCTBEHHOTIO IIperapara, HaMeHOBaHye
MIPOMU3BOINUTEJISI IEKAPCTBEHHOIO Mperapara, CBeIeHISI O PerUCTpaLn
JlepsKaTesist UM BJIaJleibIla PETUCTPAIMOHHOTO YA0CTOBEPEHMS
JIeKapCTBEHHOTO IIperapara B KauecTBe HaJIOroIlIaTe/lbIIyKa, CBeeHMsI O
perucTpauymu IIpou3BOANTEIS TeKapCTBEHHOTO MpernapaTa ajist
MeOUIIMHCKOTO IIPMMEHEeHMsI B KaueCTBe HaJIOroIJIaTe/bIIKa B CTpaHe
perucTpauum (It pOCCUNCKUX I0PUAUIECKUX JIUIL - UAEHTU(DUKALIVMOHHBIIA



HoMep HasiororviaTenbinuka (MHH), 0y MHOCTpaHHBIX OPUAMYECKUX JINL] -
CTpaHa perucTpauyuu, HaMMeHOBaHMe PerMCTPUPYIONIETO OpraHa,
perucTpaloOHHbBI HOMED, KO, HaJOroIjIaTe/bII[MKa B CTPaHe
perucTpauuu (MHKOpIopauun) Uin ero aHajaor), MecTo HaxoxXIeHUs
MIPOMU3BOACTBEHHDIX IUIOIAA0K, YUACTBYIOLIMX B IIPOLiecce MpOu3BOACTBA
JIeKapCTBEHHOTO TIpernapara, ¢ ykazaHueM CTaauu mpoliecca Mpou3BoACTBa;

0) HaMeHOBaHMe JIeKapCTBEHHOTO Mperapara (MeskayHapogHOe
HeIaTeHTOBAaHHOe, WJIM TPYIIIMPOBOYHOE, WIN XMMUIECKOE U TOPTOBOE
HaMMEHOBaHMS), a B CJIyyae OTCYTCTBUSI MeXAYHAPOIHOTO
HernaTeHTOBAHHOTO HAaMMEeHOBAHMS - HAMMEHOBaHMe, B COOTBETCTBUMU C
KOTOPBIM JIEKapCTBEHHBI IIpernapar BK/IKYEH B [lepevyeHb XM3HEeHHO
HEOOXOAMMbIX U BasKHEHIIINX JIeKapCTBEHHBIX ITperapaToB;

B) HOMEP PETUCTPALMOHHOIO Y 0CTOBEPEHNSI JIEKAPCTBEHHOTO Mpernapara;

T) JieKapCTBeHHast hopMa C yKa3aHUeM JJ03UPOBKY JIEKaPCTBEHHOTO
mperiapaTa u ero KoJimuecTBa BO BTOPUUHOI (IIOTPeOGUTeNIbCKOI) YITaKOBKe,
a Tak’ke KOMIUIEKTHOCTb;

Il) 3apeTUCTPUPOBAHHAs MpeJie/ibHas OTIYCKHAs lieHa TPOM3BOAUTENS Ha
JleKapCTBEeHHbI Mperniapat B pyosisx;

e) nata ¥ HoMmep Inpukasa MuHucTepcTBa 34paBooxpaHeHus Poccuiickon
@epnepauyiy 0 TOCYLapCTBEHHO perucrpaunum (mepeperucrpanyn)
rpefesibHOM OTITYCKHOM LIeHbI [TPOMU3BOAUTEIS Ha JIeKapCTBEHHBIN
rpenapar;

3K) HITPUXOBOI KO/, HAHECEHHbI Ha BTOPMUUHYIO (IIOTPEeOUTETbCKYIO)
YITAaKOBKY JIEKAPCTBEHHOTO Iperapara;

3) KOJI IeKapCTBEHHOrO Ipernapara o aHaTOMO-TepaneBTU4YeCKo-
XMMMYECKO KnaccuduKamm, peKOMeHI0BaHHOM BceMupHOIi
opraHusalmeii 3IpaBoOXpaHeHMsI.

6. BHeceHMe B peeCTp peeCTpOBOI 3alIMCU OCYIIECTBIISIETCS HA OCHOBAaHUM
CBeleHN, IMOJIyYeHHbBIX [IPU FOCYAapCTBEHHON perncTpaunumn
(mepeperucTtpanum) rpeneabHO OTITYCKHON LieHbl TPOU3BOAUTENS HA
JeKapCTBEeHHbIN Mpenapar, B TeueHue 1 pabouero JHS CO THS:

IIPUHATUSA pelIeHs O FOCYI[apCTBeHHOVI perncTpaunumn Hpe,IL@J'IbHOVI



OTHYCKHOfI OEeHbI ITPOU3BOANTEJIA Ha HeKapCTBeHHbIVI [mperapar;

MIPUHSTUS PEeIleHNs O TTepeperucTpanu MpeaeabHON OTITyCKHO IEeHbI
MIPOM3BOINTES Ha JIeKapCTBEHHbBIN ITpernapar.

[Tpu rocyiapCTBEHHO ITepeperucTpanum peecTpoBasi 3arnmch o
roCyIapCTBEHHOM perMcTpauymm 3aperncTpMpPOBaAHHON ITpeae/ibHOM
OTITYCKHOJ 1IeHbl TPOM3BOAUTESI Ha IeKapCTBEHHbIN Mpernapat
JIOTIOTHSIETCSI HOMEPOM U aTOV pelieHus O mepeperucTpauunm npeneabHom
OTITYCKHOJ1 LleHbl MPOM3BOAUTEISI HA JIeKAapPCTBEHHbII IIperapar.

[Ipu npuHSITUM MUHUCTEPCTBOM 3ApaBOOXpaHeHuUs PoCCUITCKOM
Qemepaliy peleHus o repeperucTpanun npeaeabHOM OTITYCKHOM 1TeHbI
IIPOU3BOAMTENIS HA JIeKapCTBEHHBIN ITpernapaT COOTBeTCTBYIOIAs
mHbOopMaIMs BHOCUTCS B peeCTPOBYIO 3aIMCh C YKa3aHMeM HOMepa U IaThl
pelieHus O epeperucTpanum.

7. BHeceHMe M3MeHEeHMI B peeCTPOBYIO 3aMMCh OCYIECTBISIETCS B YaCTU:

M3MeHeHMs] HaMMeHOBaHMS JIeKapCTBEHHOTO Mperapara (MeXIyHapoJHOTO
HeIaTeHTOBAHHOT0, WIM IPYNIIMPOBOYHOTO, UM XMMUUECKOTO ¥ TOPTOBOTO
HaMeHOBaHMI);

HamyMcaHus JeKapCcTBeHHOI hopMbl;
HalMCaHUs O3UPOBKU JIEKAaPCTBEHHOTO Ipernapara;

M3MEHEeHM KOaa JIEKapCTBEHHOTO IIperiapaTa 110 aHaTOMO-
TepaHeBTM‘IECKO—XI/IMM‘IGCKOVI K)'[aCCI/ICbI/IKaI_[I/II/I;

M3MEHEHMS AepiKaTelsd UM Bjlageablia PpErMCTPalMOHHOI'O YAOCTOBEPEHM
JIEKapCTBEHHOTO IIperiapara, ero OpFaHI/I?:aLII/IOHHO—HpaBOBOﬁ (l)OprI;

M3MeHeHMsI MPOU3BOAUTEIS, er0 OPraHU3alMOHHO-TIPaBOBOI GOpPMBbI,
azpeca Mpou3BOAUTEIS JIEKAPCTBEHHOTO Tperapara rnpu yCIoBUu
COXpaHeHMs ero MPUHAJIEKHOCTU K TOCYAAPCTBY - wieHy EBpasuiickoro
9KOHOMMYECKOTO COI03a MJIM MHOCTPAHHOMY ITPOU3BOAUTENIO;

M3MeHeHMs HaMMeHOBaHM ITPOM3BOACTBEHHbIX IUIOMIAA0K, YIAC TBYIOIINX
B ITpOliecce ITPOU3BO/ICTBA JIEKAPCTBEHHOTO IIperapara, ux
MeCTOHAXOKAEHUS TIPU YCIIOBUM COXpaHEHMS X MIPUHATIEXKHOCTH K
rOCyIapCTBY - ujeHy EBpa3miickoro 3KOHOMMUYECKOTO COI03a U



MHOCTPpaHHOMY ITPOMNU3BOAUTEIIIO;

M3MeHeHMsI HOMepa PEruCTPAIMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO
nperapara;

M3MEeHEeHMS IITPUXOBOT0 KO/Ia, HQHECEHHOT0 Ha BTOPUYHYIO
(MOTPebUTENHCKYI0) YITAKOBKY JIEKAPCTBEHHOTO IIpernapara;

M3MeHeHMs KOMIUIEKTHOCTH JIeKapCTBEHHOTr0 Ipenapara (Ipu ycI10BUn
OTCYTCTBUSI MU3MEHEeHMSI ero KOIM4yecTBa BO BTOPMUHOI (IOTPeOUTETbCKOIN)
yI1aKOBKe);

M3MeHeHMs PopMbI BbIITyCKa JIeKAapCTBEHHOTO Mpernapara, COroCcTaBMMOi
IO JIeKapCTBeHHOI popme, 03MPOBKe (KOHI@HTPaLuy, aKTUBHOCTU B
eIVHUILIAX IeICTBUS) U 00IleMy KOJIMUeCTBY BO BTOPUYUHOIA
(TIOTPebUTENbCKOI) YIIAaKOBKE (32 UCKIIOYEHMEM CTyYaeB,
MpeayCMOTPeHHBIX MyHKTOM 25 IIpaBui rocyiapcTBeHHOM perncTpauum u
repeperucTpanuy yCTaHaBAMBaeMbIX [IPOMU3BOAUTENISIMMU JIeKapCTBEHHbIX
IpernapaToB IpeeabHbIX OTIIYCKHBIX LI€H Ha JIeKapCTBeHHbIe I1pernaparsl,
BKJ/IIOUEHHbIE B TIepevyeHb KM3HEHHO HE0OXOAMMBbIX Y BaXKHEMNIINX
JIeKapCTBEHHDIX IIPeIapaToB, YTBEeP>KIEHHbIX II0CTaHOBIeHEeM
[IpaButenbcTBa Poccuiickoit ®enepaunm ot 29 oktsopst 2010 r. N 865 "O
rocy1apCTBEHHOM peryaypOBaHUM LIeH Ha JieKapCTBeHHbIe IIpernaparsl,
BKJIIOUEHHbIE B IlepevyeHb KM3HEHHO He0OXOAMMBbIX U BaXKHEMIINX
JIEKapCTBEHHBIX TIpernapaTos”).

BHeceHMe yKa3aHHBIX M3MEHEHUI OCYLIECTBIISIETCS HA OCHOBAaHUM
3asBJIEHUS JepyKaTelist UM BaJelblia perucTpalMOHHOIO yIOCTOBEepeHU s
JIeKapCTBEHHOTrO mpernapara (yroJHOMOUYEHHOTO UM JINIA),
MpeCTaB/IsIeMOTo Ha OyMaskHOM HocuTesie (B 1 ak3eMIuisipe) u B
9IEKTPOHHOM BUjie 1o (hopMe COIIacCHO MPUIoKeHUI0, MUHMUCTEPCTBOM
3apaBooxpaHeHust Poccuiickoit @enmepaliuy 6e3 cOriacoBaHms C
denepalibHOM aHTUMOHOIIOJIBLHOM CITY}K00J1 C COXpaHeHMeM ITOC/IeTHei
3aperucTpMpPOBAHHOMN LleHbl Ha JIeKapCTBEHHBbIN IIperapar.

MuHMUCTEPCTBO 3ApaBoOXpaHeHus Poccuiickoi @enepannum no
pe3yibTaTaM BHeCeHUS U3MEeHeHUI B peeCTPOBYIO 3alMCh BbILaeT
JepykaTesto MM BlIafesblly PerMCcTPaliOHHOTO YI0CTOBE PEeHMS
JIeKapCTBEHHOTO IpernaparTa (YIIOJJHOMOYEHHOMY MM JIMIY) BBIIIUCKY U3
peecTtpa.



IoryckaeTcsl BHeCeHMe U3MeHeHuit B peecTp 6e3 coracoBaHus C
denepasibHOM aHTUMOHOIIOJBLHOM CTY3KO0I1 C cOXpaHeHMeM ITOoC/IegHe
3aperncTpUpPOBAHHON I1eHbl Ha JIeKAaPCTBEHHbIN MperapaT MHOCTPAHHOTO
IIPOU3BOLCTBA [IPU BHECEHUM M3MEHEHMS B PeeCTPOBYIO 3allCh B YaCTU
M3MEHeHMs IPOU3BOAUTEIS JIeKapCTBEHHOTO Ipernapara rocy1apcrsa -
yseHa EBpa3uiickoro SKOHOMMYECKOTO CO03a.

CoOTBeTCTBYIOIIVE M3MEeHeHMs BHOCSITCSI B PeeCTPOBYIO 3aINCh C
yKasaHueM HOMepa U JaThl BHECEHUS M3MEeHEeHMIA.

8. IIpu BHeCeHUM U3MeEHEeHUI B peeCTPOBYIO 3alIUCh B COOTBETCTBUM C
IMyHKTOM 7 HacTosuux I[IpaBui B ciydyae, ec/i B paMKaxX OJHOTO
perMcTpaloHHOTO YAOCTOBEpeHMs IeKapCTBEHHOTO Mmpernapara
3aperucTPMpPOBAHO HECKOJIBKO MpeebHbIX OTITYCKHbIX 1IeH
MIpou3BOAMTEJIeli Ha 3TOT JIeKapCTBEHHbIN IMpenapaT ¢ TaKUMM ke
JIEKapCTBEHHOI (OPMOI1, JO3MPOBKOI U KOJTMUECTBOM BO BTOPUYHOI
(MOTpebUTeNHCKOI) YIIAKOBKE, TO MOC/IeIHSS 3aperucTpyupoBaHHas 1ieHa
oIpefiesisieTCsl C y4eTOM KOMILJIEKTHOCTY JIeKapCTBEHHOTO Iperapara,
(dopMmbI BITyCKa JIEKAPCTBEHHOTO ITpernapaTa M CTPaHbI-ITPOU3BOAUTES
JIeKapCTBEHHOTrO mpermnapara (Mpou3BOACTBEHHbIX IJIOILA0K, YUaCTBYIOLUX
B IIpoliecce MPOU3BOJCTBA JIeKapCTBEHHOrO Mpernapara).

9. CBeZleHMs O rOCYIapCTBEHHON perucrpaunm (mepeperucrpanyn)
npeJe/IbHON OTITYCKHOM LIeHbI IPOU3BOAMUTENS Ha JIEKapCTBEHHbIN
rpernapar nopjiexar UCKIUYEeHUIO U3 peecTpa B cIyJyae:

a) IIpefCcTaBaeHus AepyKaTesleM UK BlaZe/blieM PerucTpanMOHHOro
YIOCTOBepeHMs JIeKapCTBEHHOTO Iperapara (YII0JJHOMOYEeHHOTr'0 UM JIULIA)
3asiBJIeHUSI 00 MUCK/IIOUEHUY CBeJIeHMIi U3 peecTpa B CBSI3U C OTCYTCTBUEM
JleKapCTBEHHOTO Tpernapara B oOpallleHn1 Ha TeppuTopum Poccuiickoii
Qenepauuu;

6) MCKITIOUEHMSI JIeKapCTBEHHOTO Tperapara 13 rocyJapCTBEHHOTO peecTpa
JIeKapCTBEHHBIX CPECTB [/ MEAUIIMHCKOTO IPUMEHEH NS,

B) VICK/IIOUEeHMS JIEKapPCTBEHHOI'O IIperapaTa U3 repedyHd )KU3HEeHHO
HeO6XOI[I/IMbIX Y BasKHEMIINUX JIEKAPCTBEHHLIX ITPEeIapaToB;

') UCTeUYeHUsI CpOKa TOHOCTH 3aperncTpUpoOBaHHOr0 B Poccuiickoii
®denepaiyy JieKapCTBEHHOTO IIpernapara, CpoK JeiCTBUS
pPerucTpaluMoOHHOIO YOOCTOBEPEH ST KOTOPOTO UCTEK;



[I) OTMEHBI peleHNs 0 TOCYLapCTBEHHON perucTpanuum uin
riepeperucTpanum npeneibHOi OTITYCKHOM LeHbl IPOU3BOAUTENIS Ha
JIeKapCTBEHHBIN TIperapar.

10. YriomHOMOYEHHOE JIMIIO AepsKaTejsl UM Bade/blla perucTpaliOHHOTO
yIOCTOBEpeHMSI IeKapCTBEHHOTO Mperapara npecTaB/iseT JOKYMEeHT,
MOATBEPKIAIOIIIA €r0 ITOJTHOMOYMS.

11. TIpu npuHsATHMM MUHUCTEPCTBOM 34 paBOOXpaHeHus Poccuiickoim
denepaiyy pelreHust 06 UCKIIOYEHMUM CBeIeHN O TOCYyIapCTBEHHO
perucrpauunmu rnpeneabHOM OTITYCKHOM LeHbl IPOU3BOAUTENS Ha
JIeKapCTBEHHbIN MpernapaT COOTBETCTBYIOILAS 3alMCh IPOU3BOAUTCS B
peecTpe B TeueHMe 1 pabouero JHS CO AHS MPUHSTUS TAKOTO PeIIeHMs C
yKa3aHMeM OCHOBAHMUS U aThl €r0 IPUHSTHSI.

12. PeecTp nmy6simKyeTcst Ha obuilnaIbHOM caiiTe MUHMCTEPCTBA
3apaBooxpaHeHus Poccuiickoit @enepaiiyy B MHGOPMaILMOHHO-
TeJIeKOMMYHMKAIIMOHHO ceTu "MIHTEpHET" ¥ 0OHOBIISIETCS €KeTHEBHO C
COXpaHeHMeM Ha CcaiiTe BCex MpeablayIlX pegaKinii peectpa.

13. 'ndopMmaiiys 0 3aperucTpMpoBaHHbIX MpeJle/IbHbIX OTITYCKHBIX I[eHaX
IIPOM3BOJNTENEV Ha JIeKapCTBEHHbIe IIperapaThl pa3MelaeTcs B allTeUHbIX
opraHu3aumsix B JOCTYITHO JJ1s1 BCeX 3aMHTepeCcoBaHHbIX NIl popme ¢
y4eTOM TPYNIMPOBKY IO MeXAYHAPOIHBIM HEllaTeHTOBAHHBIM
HaMMEeHOBaHMSM JIeKaPCTBEHHbIX IIpernapaToB.

14. CBemeHus, comepsKalnecs B peectpe, SIBJSIOTCSI OTKPbITBIMU U
00IIeJOCTYITHBIMM U TIPEICTABISIIOTCS 3aMHTEPECOBAHHBIM JIMI[AM
0ecIuIaTHO 10 MX MMCbMEHHBIM 3aIIpOCaM B BU€e BBIIIMCOK U3 peecTpa B
TeueHue 5 JHeil co IHS MOCTYIIeHs 3a1poca.

[Ipunoxenue

K [IpaBunam BegeHns
rocynapCTBEHHOIO peecTpa
3apercTpUpPOBAHHbIX IIpeleIbHbIX
OTITYCKHBIX LIeH NIPOU3BOANTENeN
Ha JIeKapCTBEHHbIE MMpernaparsl,
BKJIIOUEHHbIE B [IepeyeHb KM3HEeHHO
HeOOXOIMMBIX U BasKHeMIINX
JIeKapCTBEeHHBIX IIpernapaToB



(bopma)

3AABJIEHUE
0 BHECEHUWN N3MEHEHUI B peecTPOoBYIO 3anncCb 0 FrocygapcTBel
perncTpaunm npeaenbHon OTNYCKHOW LeHbl MPOon3BOANTEN
Ha JIeKapCTBEHHbIN NMpenapaT, BKJIOYEHHbIN B NepeYeHb K13
HEOBXO0AUMbIX N BaXKHEMLLUUX JIEKAPCTBEHHbIX NpenapaToB

3asBuTenb

(HanmeHoBaHME; NOYTOBLIN agpec, agpec 3/IEKTPOHHOW TMC
HdepxaTtenb unn Bnageney perncTpaunoHHOro yaocToOBepeHus
npenapaTa

(HanmeHoBaHWe; agpec 3N1IEKTPOHHOW MOYThI)
CBefleHMa O perucTpaumn pepxartena WM Brajenbua perv
yOOCTOBEPEHUA JIEKAapPCTBEHHOrO rnpenapaTta B KayecTBe Hasior(
CTpaHe peructpaumm (418 POCCUNCKUX HPUANYECKUX UL, - nae
HoMep Hanoronaatenbwmka (MHH), oNa MHOCTpPaHHbLIX LpUuanYde
pernctpaunn, HaMMeHOBaHWE PernucTpupylollero opraHa, peruclt
KoL HasoronjaTtesnbllMKa B CTpaHe perncrtpaumm (MHKoprnopawumm)

CBefeHna 0 peruncrtpaunmm npounsBoaUTENsa JIeKapCTBEHHOIO T
MeANLMNHCKOro NMPUMEeHEeHUs B Ka4yeCcTBe HaJlororjaTtenblinka B C
(AN POCCUNCKUX IOPUONYECKUX UL, - UOAEHTUPUKALMNOHHBLIA HOMEf
(MHH), BNAa WMHOCTPaHHbLIX PUANYECKUX NNL - CTPaHa perncrpaul
perncTpupytoLlero opraHa, perucTpauuoHHbIN HOMEp, Koh Has(
CTpaHe perncTpaunmn (MHKoprnopayun) nin ero aHanor)

N Cragus [IpousBoauTenb Anpec | CTpaHa
/1 | IpOU3BOACTBA (HaMMeHOBaHMe)




N | Homep MexnoyHaponHoe | Toprosoe JlekapcTBe
I/TI | perucTpalMOHHOrO | HelaTeHTOBaHHOe, | HauMeHOBaHMe | dopma,

yIOCTOBEPEHUS UIN JIO3UPOBKE
TPYIIIMPOBOYHOE, KOMIUIEKT!
WM XMMMUUECKoe S
HayMeHOBaHue
<*F>
1 2 3 4 5

YnosaHOMO4YeHHOoe nnuo
(p.n.o.) (BOJIKHOCTB) (moanwuce)

KOHTaKTHble TenedoHbl ALpec 3N1eKTPOHHOW ¢

<*>B cJryyae OTCYTCTBMSI MEXIYHAPOJHOTO HEeITaTEeHTOBAHHOTO
HaMMEHOBAHMS B PETUCTPALMOHHOM yOCTOBEPEHMM JIEKAaPCTBEHHOTO
mpernapara yKa3blBaeTcsl HaMeHOBaHMe JIeKapCTBEHHOTO Iipernapara,
MIpeayCMOTPEHHOT0 MepevyHeM KM3HEeHHO He0OXOAMMBbIX U BaXKHEMN X
JIeKapCTBEHHBIX ITPeraparos.

<**> B cyrydasix, MmpeaycMOTPeHHBIX ITYHKTOM 25 [IpaBui rocygapCcTBeHHOIM
perucTpauuu u rnepeperucTpauy yCTaHaBIMBaeMbIX IIPOU3BOAUTEISIMU
JIeKapCTBEHHBIX MpernapaToB MpeaeTbHbIX OTITYCKHBIX 1]eH Ha
JleKapCTBEeHHbIe MTperaparhl, BKIIOUeHHbIE B IIepevYeHb KM3HEHHO
HEOOXOAMMBIX U BasKHEHIINX JIeKAPCTBEHHBIX ITPEeIapaToB, YTBEe PsKIEeHHBIX
nocraHoByieHneM [IpaBuTtenbcTBa Poccuiickoit @egepaniyy oT 29 OKTIOpS
2010 . N 865 "O rocygapcTBeHHOM peryIMpoBaHUM LieH Ha JieKapCTBEHHbIe
Trpernaparbl, BK/IIoUeHHbIe B IlepeueHb KM3HEHHO He0OX0AMMbIX U
BaKHENMILMX JIeKapCTBEHHbBIX NpernapaToB”, JOMIOJHUTEIbHO YKa3bIBAeTCS
dbopMa BbIITyCKa JIeKapCTBEHHOTO TIpernapara, ¢ y4eToM KOTOpOit
pacCuMTBHIBAETCS MIpeesibHas OTIIyCKHAS [jeHa IPOMU3BOAUTES 33
MOTPEOUTEIbCKYIO YITAKOBKY JIEKaPCTBEHHOTO Iperapara. .

2. B mocranoBnennu [IpaBurenbctBa Poccuiickoit ®epgepanyy ot 15



ceHTsi6ps 2015 r. N 979 "O BHeceHUM MU3MEHEHMIi B TOCTAHOBJIEHME
[TpaBuTenbcTBa Poccuiickoit @epepanyy ot 29 oktsa6ps 2010 . N 865 1 06
YTBEPXKIEHUM METOAMKM pacueTa YCTaHABIMBAEMbIX ITPOU3BOAUTENSIMU
JIeKapCTBEHHbIX IIpernapaToB [pefeabHbIX OTITYCKHbIX 1JeH Ha
JIeKapCTBEHHbIE TIperaparThl, BKIIOUYEHHbIE B IlepeuyeHb )KM3HEHHO
HEeOOXOAMMbIX M BasKHEIIINX JIeKAPCTBEHHBIX ITPeIapaToB, IIPU UX
rOCyIapCTBEHHOM perucTpanuu 1 nepeperuncrpanum’:

a) JOTMOJTHUTH MMYHKTOM 1(1) c/ieyIomiero cogepskanmsi:

"1(1). MunucTepcTBy 34paBooxpaHnenus Poccuiickoii @enepauum u
denepaibHOM aHTUMOHOIIOIBHOM C/TY>KO€e IaBaTh IIPU HEOOXOAMMOCTH
pa3bsICHEHMS 110 IPUMEHEHMIO METOAMKM pacyeTa YCTaHaB/IMBaeMbIX
IIPOU3BOAUTEISIMU JIeKAaPCTBEHHBIX MPerapaToB MpeaebHbIX OTITYCKHBIX
IIeH Ha JIeKapCTBEHHbIE IIpenaparsl, BKIIOUEHHbIE B [IepeUeHb XXM3HEHHO
HeOOXOIMMbBIX M BaXKHEIMIIIMX JIeKapCTBEHHBIX IIPENapaToB, IIPU UX
rOCyJapCTBEHHO perucTpauum u nepeperucTpaunum, yrBepxaeHHOM
HACTOSILIVM IIOCTAaHOBJIEHMEM. " ;

6) MeTOIMKY pacyeTa yCTaHaBIMBAaeMbIX ITPOM3BOAUTEISIMU
JIeKapCTBEHHbBIX ITPenapaToB Mpee/bHbIX OTITYCKHBIX IeH Ha
JleKapCTBeHHbIe MpenapaThl, BK/IIOUeHHbIe B TlepeueHb SKM3HEeHHO
HEOOXOAMMBIX U BayKHEHIIINX JIeKapCTBEHHBIX ITperapaToB, TPy UX
roCyIapCTBEHHO perucTpaiyu 1 repeperucTpainum, yrBepkaeHHYI0
yKa3aHHbBIM [TOCTAaHOBJIEHUEM, U3JIOXKUTD B CJIEIYIOIIEl pegaKIuu:

"YTBepkaeHa

rocraHoByieHeM [IpaBuTenbCTBA
Poccuiickoi ®enepanu

ot 15 cents6ps 2015 r. N 979

(B pemakuMu IOCTAHOBJIEHUS
[TpaBuTtenbcTBa Poccniickoit depepanum
ot 8 okTs16pst 2018 r. N 1207)

METOJVKA
PACYETA YCTAHABJIMBAEMBIX ITPOM3BOIUTEISIMU
JIEKAPCTBEHHbBIX
ITPEITAPATOB ITPEJEJIbHBIX OTITYCKHbBIX IEH HA JIEKAPCTBEHHBIE
ITPEITAPATDI, BKIIIOYEHHBIE B ITEPEYEHD JKU3BHEHHO HEOBXOIVIMbIX
1 BAXKHEWIIUX JIEKAPCTBEHHBIX ITPEITAPATOB, ITPU X



FOCV,Z[APCTBEHHOPI PETUCTPALINM U ITEPEPETMCTPAIII
I. O61Me onoKeHus

1. HacTtosmiasi MeToaMKa YCTaHABIMBAET MOPSIIOK pacueTa IpeaeibHbIX
OTIYCKHBIX LI€H ITPOMU3BOANTEEN JJeKapCTBEHHbBIX MperapaToB (gajee -
IIPOU3BOAMUTEIN) Ha JIEKAPCTBEHHbIE IperapaThl, BKIOYEHHbIe B [IepeYeHb
SKM3HEHHO HeOOXOAVMBbIX Y BaXKHEMIIMX JIeKapCTBEHHbIX ITperapaToB
(masnmee - JiekapCTBEHHBIE TIperapaThl), IPU UX TOCYAAPCTBEHHOM
perucTpanuu u nepeperucTpanmn.

I1. PacueT nmpepnesibHOM OTITYCKHOJ 1ieHbl Ha pedepeHTHbI
JIeKapCTBEHHBIN TIperapar npu ee rocygapCTBEHHON perucTpanun

2. IIpepenbHas OTIyCKHAs lieHa Ha pedepeHTHbI JieKapCTBEeHHbI
rpenapar yCTaHaBIUBAETCS IJIST KAKI0TO IMIPOU3BOAUTENS B paMKax
pPerucTpalyoHHOTO YA0CTOBepeHMs pedhepeHTHOIO JeKapCTBEHHOTO
rperiapaTa B COOTBETCTBUM C TPeOOBaHMSIMM MYHKTOB 24 u 25 TIpaBu
roCyJapCTBEHHO perucTpauum u rnepeperucTpauyum yCTaHaBIMBaeMbIX
TIPOU3BOAUTEISIMU JIeKaPCTBEHHBIX MPerapaToB MpeaebHbIX OTITYCKHBIX
IIeH Ha JIEKapPCTBEHHbBIE TIPenaparsl, BKIOUEHHbIE B [IepeUYeHb XXM3HEHHO
HEeOOXOIMMbBIX M BaXKHEIIIMX JIeKapCTBEHHBIX ITPeIapaToB, YTBEPKIEHHbBIX
roctaHoByieHneM IIpaButenbcTBa Poccuiickoit @emeparium oT 29 OKTIOpS
2010 r. N 865 "O rocymapCTBeHHOM peryJIMpOBaHMM 1leH Ha JleKapCTBeHHbIe
TperapaThl, BKIIOUEHHbIE B TIepeUeHb KM3HEHHO HEOOXOIMMBbIX U
BaKHEMIINX JIEKAPCTBEHHBIX ITpernaparoB” (manee - [IpaBmia), Ha
OCHOBaHUY JAHHBIX, PACCYUTAHHBIX B COOTBETCTBUM C HACTOSILLE
MEeTOIMKOIA.

3. [Ipepymaraemasi K rocygapCTBEHHOM perucTpaiun mpeaeabHast OTITYCKHAs
LleHa IPOU3BOAUTENIeN TOCYAapCTB - WieHOB EBpasuiickoro
9KOHOMMYECKOT0 COI03a Ha pedepeHTHbI JIeKapCTBEHHbIN ITpernapatT He
MOKET ITPEeBbIIIATh:

a) cpeHeB3BelIeHHYI0 (aKTUYeCKyl0 OTITYCKHYIO IleHYy Ha pedepeHTHbIi
JIEKapCTBEHHBIN TIpernapar 3a OTUETHBIN IMepuo/, paCCUMTAHHYIO B
COOTBETCTBUM C pa3geynoM IV HacTosmein MeToauKy Ha OCHOBAaHUM
CBeIeHMi 06 00beMax M OTITYCKHBIX I[eHaX HaXOIsIIIMXCS B OOpanieHny B
Poccuiickoit @epepaiiyy 1eKapCTBEHHbBIX ITPerapaToB POU3BOAUTENE
roCyAapCTB - WieHOB EBpasuiickoro 3SKOHOMMUYECKOTO CO03a U



MHOCTPAHHBIX IIPOU3BOAUTEIEN, OCYLIEeCTBIISIOUI X IIEPBUYHYIO U (MIIN)
BTOPUYHYIO YITAKOBKY JIEKAPCTBEHHOTO Ipernapara B Poccuiickoit
®denmepauyu, corjiacHo npuaoxkeHno N 1;

0) B caTyuae ecjiv JieKapCTBEHHbIN TTperapar, Mpou3BeIeHHbI
MPOMU3BOAUTEJIEM TOCYAaPCTB - YIeHOB EBpa3uniickoro 5SKOHOMMUYECKOro
COI03a peayin3yeTcsl B MHOCTPAHHbBIX TOCYAApPCTBAX, B OTHOIIEHUM KOTOPBIX
npencTassieTcs MHGopmalusi 06 ypoBHe MUMHMMAaTbHbBIX OTITYCKHBIX I[eH
Ha JleKapCTBeHHbIe MMpernaparhl, 10 IepeyHI0 CoryiacHo npuiokeHno N 2, -
MUHMMAaJbHYIO OTITYCKHYIO LIeHY ITPOU3BOAUTEIISI TOCYAapCTBa - YeHa
EBpa3uiickoro 9KOHOMMYECKOIo coi03a (6e3 yueTa IIPOU3BOACTBEHHBIX
IJIOIIA0K) Ha IeKapCTBEHHbIN MpernapaT B yKa3aHHbIX TOCYAapCTBax,
pacCuMTaHHYIO B COOTBETCTBUM € pa3gesioMm VII HacToseit MeTOAMKM Ha
OCHOBaHMM pacyeTa IpeebHO OTITYCKHO 1IeHbl TPOU3BOAUTEIS Ha
JIeKapCTBEHHbIN Iperapar, IpeacTaB/isieMoil Ha TOCYyIapCTBEHHYIO
peructpaumio (mepeperucTpaiuio), COrJiacHo npuaoxkeHuto N 3 ¢ yuetom
pacxomoB, CBSI3aHHBIX C TAMOKeHHbIM 0(OpMIeHMEM.

4. Ilpepnaraemasi K roCyLapCTBEHHOM perucTpaluy npenenbHas OTITyCKHas
1leHa MHOCTPaHHbIX TPOU3BOANTeNel Ha pedepeHTHbI JieKapCTBEeHHBbI
rpernapar He MOXeT IIPeBbILIATh:

a) cpelHEeB3BeIIeHHYI0 (PaKTUYECKYIO IIeHy BBO3a pedhepeHTHOIO
JIeKapCTBEHHOTO Tperapara 3a OTUeTHbBII ITepuo/i C yUeTOM PacxXo/ioB,
CBSI3aHHBIX C TAMOKEHHBIM 0OpMJIEHMEM, PACCUUTAHHYIO B COOTBETCTBUM
¢ pasgenoM VI HacTogIeir MeTOAMKY Ha OCHOBAaHUM CBeJeHMit 06 o6beMax
1 0 IIeHax BBO3a JIEKApCTBEHHOIO MpernapaTa MHOCTPAHHOTO IMPOM3BOICTBA,
HaXOMSIIerocst B oopaimeHny Ha Tepputopum Poccuiickoit @emepannn, 3a
OTYETHBIN ITepPUOJ, COIIaCHO NMpuaokeHnio N 4;

6) MMHMMAaJIbHYIO OTITYCKHYIO IIeHY MHOCTPAHHOTO ITpou3BoauTes (6e3
yueTa MPOU3BOACTBEHHBIX IIOIIAA0K) Ha pedhepeHTHbIN JJeKapCTBEHHbI
rperiapaT B MHOCTPAHHBIX TOCYAapCTBaX, YKa3aHHBIX B mpmioxkeHun N 2 K
HaCTOosII el MeTOoMKe, OTIpele/IeHHYI0 B COOTBETCTBUM C pa3aenom VII
HaCTOSII el MEeTOAMKM Ha OCHOBAHMM pacyeTa, MpegyCMOTPEHHOTO
npuioxkeHneMm N 3 K HaCTOsIIEN MeTOAMKe, C y4eTOM PacXo/i0B, CBSI3aHHBIX
C TAMOKeHHBIM 0()OPMJIEHMEM.

5. TIpeparaeMasi K rocyJapCTBEHHO perucTpaiuy rnpeaenbHasi OTITYCKHas
IleHa MHOCTPaHHBIX TPOU3BOAMTENel Ha pedepeHTHbI TeKapCTBeHHbI



rperapar, OCyleCTBSIOIIMX UIN IIJIaHUPYIOIUX OCYLEeCTBJISITh
TIEPBUYHYIO U (M) BTOPUUHYIO YIIAKOBKY JIEKApCTBEHHOTIO MMpernapara Ha
Tepputopuu Poccuiickoi @enepanum, He MOKET ITPEBbINIATD:

a) cpefHeB3BellleHHYI0 (PaKTMUeCKYI0 OTITYCKHYIO IIeHYy Ha pedepeHTHbI
JIEKapCTBEHHBIN TIpernapar 3a OTUETHBIN IMepuo/i, paCCUMTAHHYIO B
COOTBETCTBUM C pasgeynoM IV HacTosIein MeToOAUKM Ha OCHOBAHUM
CBeJleHUI, MpeayCMOTPeHHbIX punaoxkeHueM N 1 K HaCTOSIIe MeTOIMKeE;

6) MMHMMAaJIbHYIO OTITYCKHYIO IIeHY MHOCTPAHHOTO Mpou3BoauTes (6e3
yueTa IMPOU3BOACTBEHHBIX IIIOIIAA0K) Ha pedepeHTHbDIN JIeKapCTBeHHbI
Iperniapar, paCCYUTAHHYIO B COOTBETCTBMM C pasnenom VII HacTosen
MeTOAVIKM Ha OCHOBAaHMM pacyeTa, IpesyCMOTPeHHOro rpuioxkeHuem N 3 K
HACTOSIIIel MeTOIMKe, U CBeJIeHMIT 00 YpOBHE MUHMMAJIbHBIX LIeH
JIeKapCTBEHHOTO IperapaTra B UHOCTPaHHbBIX FOCYLapCTBaxX, YKa3aHHbIX B
npwioxkeHuy N 2 K HaCTos1Ieli MeTOIMKe, C yUeTOM pacXoA0B, CBSI3aHHbIX
C TaMOXKeHHbIM 0OpMIIeHNEM.

6. IIpu rocyiapcTBEeHHO perucTpauuy rnpenenbHas OTITYCKHas 1leHa Ha
pedepeHTHbII TeKapCTBEHHbBIN IIpenapar sl BceX TPpou3BOANTeNe B
paMKax pernCTpaLyiOHHOIO Y 0CTOBEpeH s JIeKapCTBEHHOTO Iipernapara ¢
yueToM TpeboBaHMii MyHKTa 24 [IpaBmI He MOXKET MPEBBINIATh YPOBEHD
MMHMMAaJIbHOM U3 1IeH, paCCUUTAHHBIX C YYETOM TpeOOBaHMI ITyHKTOB 3 - 5
HACTOSILIeil MeTOAVKN.

7. Ilpeniaraemasi K rocy1apCTBEHHOM perucTpaly npeneabHasi OTITYCKHas
1leHa Ha pedepeHTHBIN TeKapCTBEHHBIN ITperapar JIjs BCeX
IIPOM3BOANTEJIe IeKapCTBEHHOTO MpernapaTa 6e3 yueta popMbl BbIITyCKa
JIeKapCTBEHHOrO Mperapara, 3a MCK/II0UeHyeM C/IydaeB, [IpeyCMOTPEHHbBIX
MyHKTOM 25 [IpaBusi, He MOXKeT IPeBbIIaTh:

a) B (JIy4yae ecjiy B paMKaxX OJHOTO PeruMcTpaiMOHHOIO yI0CTOBEPEHUS
JIeKapCTBEHHOTO IperapaTa 3aperMcTpMpoBaHbl Mpejie/ibHble OTITYCKHbIE
1IeHbl Ha pedepeHTHbIN JTeKapCTBEHHbBIN ITperapar ¢ Takoi ke
JIEKapCTBEHHOI (OPMOI1 M JO3MPOBKOI (KOHILIEHTPAlMe, aKTMBHOCTHIO B
eIVHUIIAX NefiCTBUS), - TIpelle/IbHYIO OTITYCKHYIO 1ieHy Ha pedepeHTHbI
JIeKapCTBEHHBbI Tperapar, paCCUMTAaHHYIO UCXOAS U3 CpelHero
apubmMeTNUeCcKOro 3HaueHus: CTOMMOCTY OJTHOJ JIeKapCTBeHHOM (GopMbl
JleKapCTBEeHHBIX MpernapaToB, MMeIMX Oaukaiiiie CMeXHble KOJIMUecTBa
BO BTOPUYHOJ (ITOTPEOUTENbCKOI) YITaKOBKe, Ha OCHOBAaHUM CBeIEHUI O



HaJIMUNU 3aPETUCTPUPOBAHHBIX ITPpENEJIbHbIX OTITYCKHBIX LI€H 3asBJ/II€MOI0
JIEKapCTBEHHOTO IIperiapaTa COTrJiaCHO IIPUJIOKEHMIO N 5.

0) B caryuae ecyiv He 3aperucTpypoBaHbl Mpeie/ibHble OTITYCKHbIE IIeHbI Ha
pedepeHTHbIN JTeKapCTBEeHHBIN ITperapar ¢ TaKoi ke J03MPOBKOI
(KOHLIeHTpalMel, aKTUBHOCTBIO B e AMHUIIAX TEeCTBUSA), - TIPeIeTbHYI0
OTITYCKHYIO IIeHY Ha pedepeHTHbI JIeKapCcTBeHHbIN ITpemnapar,
pacCcUMTaHHYIO UCXO/IS U3 CpeHero apu@mMeTuecKoro 3HaUeHU S
CTOMMOCTMU eAVHULIBI 0 eJiCTBYIOILErO BellleCTBa JeKapCTBEHHbIX
MperapaToB, MMEIOLIMX GIVDKaiIe CMesKHbIe JO3MPOBKYM, HA OCHOBAaHUM
CBeJleHII, IpelyCMOTPeHHbIX puaokeHreM N 5 K HacTosIIelt MeToMKe.

8. B cityuae ecsiut 1o COCTOSIHMIO Ha ATy MpeacTaBIeHMs 3as1BJI€HUS O
roCylapCTBEHHOW PEruCcTpaluu rpeneabHON OTITYCKHO 11eHbI
MpOU3BONUTENS HA pedepeHTHbIN TeKapCTBeHHbII Mpenapar B
MuHMCTEpCTBO 3ApaBooxXpaHeHMs Poccuiickoii @egepaliny B paMKax
MeXAYHAapPOAHOTO HeIlaTEeHTOBAHHOIO HaMMEeHOBAaHMS U JIEKapCTBEHHO
(dbopMmbl 3aperucTpupoBaHbl IpeieibHble OTITYCKHbIE 11€HbI
MPOMU3BOAUTENIeN Ha COOTBETCTBYIOLINE BOCIIPOU3BEAEeHHbIE,
6moaHasoroBsie (6MOIMOI00HBIE) TEKAPCTBEHHbIE IPeIaparsl, P 3TOM
npefenbHast OTITyCKHas I[eHa MPOU3BOANTEIS Ha pedepeHTHbI
JIeKapCTBEHHBI TperaparT He 3aperncTpupoBaHa, TO IpejaraeMas K
roCyJapCTBEHHO perucTpanuu rnpenejibHas OTIyCKHas 1leHa Ha
pedepeHTHbIN TeKapCTBEHHBIN ITperapaT He MOXKET IPEBbIIIATh
MaKCMMaJbHYI0 3aperMCTPUPOBAHHYIO ITPeIe/IbHYI0 OTITYCKHYIO LIEHY Ha
COOTBETCTBYIOIIMIT BOCITPOM3BEIeHHbII, 0110aHAIOTOBbIN (6MOT0I00HbII)
JIeKapCTBEHHBbII Tperapar.

II1. Pacuer npenenbHOM OTITYCKHOM LI€HbI
Ha BOCITPOM3BeleHHbIN, 6110aHAIOTOBBIN (6MOMO00HbII)
JIeKapCTBEHHbIN Mpernapar Mpu ee TOCyapCTBEHHOI PernucTpauumn

9. IlpenenbHast OTITyCKHASI IleHa Ha BOCIIPOM3BeIe HHbIN, 6110aHAIOTOBBIN
(61ornom00OHbINT) TIeKapCTBEHHBIN ITperapar (najaee - BOCIIPOMU3BeIeHHbI
JIeKapCTBEHHbIN pernapar) yCTaHaBIMBAETCS IJIS1 KaKA,0r0 [IPOMU3BOAUTE IS
B paMKaXx perMcTPalMOHHOrO0 YA,0CTOBEpEeHMS JIEKapCTBEHHOIO Ipernapara
B COOTBETCTBUM C TPeOOBAHMSIMU MTYHKTOB 24 1 25 [TpaBui, Ha OCHOBaHUM
IAaHHbBIX, PACCUMTAHHBIX B COOTBETCTBUM C HACTOSAIIEI METOAUKOM 15
KasK[IO¥ TPYIIIbI TPOM3BOANTENEN JIeKapCTBEHHbBIX TpernapaTosB.



10. IIpenJsiaraemasi K roCyAapCTBEHHOI perucTpanum rpeneiibHas
OTITYCKHas 1leHa MPOMU3BOAUTEIeN roCyIapCTB - WieHOB EBpa3uiickoro
SKOHOMMYECKOTO CO103a Ha BOCIIPOM3BENEHHbIN JIeKapCTBEHHbIN Mperapar
He MOJeT IIPeBbIIlaTh:

a) OTITYCKHYIO II€HY, PaCCYMTAHHYIO C yIETOM TPeOOBaHMIT ITYHKTOB 26 - 28
ITpaBua u B cooTBeTCTBUM C pasaenoM VIII HacTosIe MeTOAUKY Ha
OCHOBaHMM JAHHBIX pacyeTa npeneabHOM OTITYCKHO L|eHbl Ha
BOCITPOM3BeAeHHbI, 6110aHaIOrOBbIN (0MOIT000HbIN) JIEKAPCTBEHHBIA
rperiapar, peacTaBisieMOil Ha TOCyapCTBEHHYIO PErMCTPaLMIO, COTJIACHO
npunoxenuo N 6;

0) cpemHEB3BeIIEHHYIO (DaKTUUECKYIO OTITYCKHYIO IIeHY Ha
BOCIIPOM3BeJIEHHbIN JIeKapCTBEHHBIN Mpenapar 3a OTUETHbIN TTepuo/,
pacCUYNTAHHYIO B COOTBETCTBUM C pasaesoM IV HacTosImein MeToauKu Ha
OCHOBaHUM CBeJIeHNI, MpeayCMOTPEeHHBIX ITpuaokeHreM N 1 K HacTos1Iein
METOJMKE;

B) B CJIydae eCjiv JIeKapCTBEHHBI ITpernapar Npou3BOaAUTeENel TOCyaapCTB -
ys1eHOB EBpa3mitckoro 5SKOHOMMYECKOTO COK03a peaans3yeTcs B
MHOCTPaHHBIX TOCYAAPCTBAX, YKa3aHHbBIX B IpmyiokeHn N 2 K HaCTOsIIein
MeTOVIKe, - MUHMMAa/IbHYIO OTITYCKHYIO 1IeHY TPOU3BOAUTEISI TOCyAapCTBa
- ywieHa EBpa3niickoro s3KoHOMM4Yeckoro coi3a (6e3 yuera
MMPOM3BOACTBEHHbIX IUIONIAA0K) Ha BOCIIPOU3BEedEeHHbIN JeKapCTBEeHHbIN
rperiapaT B yKa3aHHbIX TOCyAapCTBax, paCCYUTAHHYIO B COOTBETCTBUM C
pasngenom VII HacTosIeli MeTOOMKU U ITpuaokeHeM N 3 K HAaCTOsILein
MeTOJMKe, C yUeTOM PacXo/I0B, CBSI3aHHBIX C TAMOXXE€HHBIM O0(opMIIeHMEM.

11. Tlpenyiaraemasi K roCyiapCTBEHHOM pPErUCTpaliUM TIpeaesibHas
OTITYCKHAs 1leHa MHOCTPAHHbIX ITPOM3BOANUTENIEN Ha BOCIIPOM3BEI€HHbIN
JIEKapCTBEHHBIN IIperapaT He MOXKEeT ITPEeBbIIIaTh:

a) OTITYCKHYIO IIeHYy, paCCUYMTAHHYIO C yUYeTOM TPeOOBaHMIT ITYHKTOB 26 - 28
[TpaBua u B cooTBeTCTBUM C pasaenoM VIII HacTosIe MeTOAUKY Ha
OCHOBaHMM pacyeTa, NpeayCMOTPEHHOro npuioxkeHuemM N 6 K HaCTOSILEeN
METOJIUKE;

6) cpeHeB3BelIeHHYIO (haKTUUeCKYIO lieHy BBO3a JIeKapCTBEHHOT'O
TperapaTa 3a OTUETHBIN ITepUO/I C yUeTOM PACcXOJ0B, CBSI3aHHBIX C
TaMOXXeHHbIM 0(opMIIeHMEM, PACCUMTAHHYIO B COOTBETCTBUM C Pa3/ie/IoM



VI HacTos1Iel MeTOOMKM Ha OCHOBAaHMM CBeIeHU, TpeayCMOTPEeHHbBIX
npuwiokeHueM N 4 K HaCTOsIIIel METOOMKE;

B) MMHMMAaJIbHYIO OTITYyCKHYIO IleHy MHOCTPaHHOTO Mpou3BoauTeis (6e3
yJyeTa NpOou3BOACTBEHHbIX IUIONAA0K) Ha BOCIIPOU3BEIeHHbI
JIEKapCTBEHHBIN TIpernapar, paCCYUTAHHYIO B COOTBETCTBUMU C pasaenom VII
HaCTOSIIel METOAMKM Ha OCHOBAHMM pacyeTa, MpegyCMOTPEHHOTO
npuwioxkeHnem N 3 K HACTOSIIEN MeTOAMKE, C y4eTOM PacX00B, CBSI3aHHBIX
C TAMOKeHHBIM 0()OPMJIEHMEM.

12. lIpepyiaraemas K rocyfapCTBEHHO perucTpanum rpezeiibHas
OTITYCKHas L1eHa Ha BOCIIPOMU3BeeHHbIN JIeKapCTBEHHBIN Ipernapar
VHOCTPaHHBIX [IPOU3BOAUTEIIe, OCYLLe CTBIISIOIUX WM TITIaHUPYIOIIUX
OCYILLeCTBJISITh IEPBUUYHYIO U (M) BTOPUYHYIO YIIAKOBKY JIEKADCTBEHHOTO
nperiapara B Poccuiickoit @enepanyy, He MOKeT IIPeBbIIIaTh:

a) OTITYCKHYIO IIeHYy, PaCCYMTAHHYIO C yU€TOM TpeOOBaHMIT ITYHKTOB 26 - 28
ITpaBua u B cooTBeTCTBUM C pasaenoM VIII HacTosIe MeTOAMKY Ha
OCHOBAHUM pacyeTa, IpeayCMOTPEeHHOro NpunokeHreM N 6 K HaCTOS e
METOJVKE;

0) cpegHeB3BeNIeHHYIO (DAKTMUECKYIO OTITYCKHYIO IIeHY Ha
BOCIIPOM3BeIeHHbIN JIeKapCTBEeHHbBIN MpenapaT 3a OTYETHbIN ITepuo,
pPacCUMTAHHYIO B COOTBETCTBUM C pa3fesnoM IV HacTosieli MeToOguKU Ha
OCHOBAHUU CBeleHUI, IPeIyCMOTPEHHBIX ITpuokeHreMm N 1 K HacTos1Iein
METOJIVKE;

B) MMHMMAaJIbHYIO OTITYyCKHYIO IIeHY MHOCTPAaHHOTO Ipou3BoauTes (6e3
yuyeTa NpOu3BOACTBEHHBIX IIJIOILA/I0K) HA BOCITPOU3BEI€HHBIN
JIEKapCTBEHHBI IIpernapar B MHOCTPAHHbBIX FOCYJapPCTBaX, YKa3aHHbBIX B
npunoxkeHun N 2 K HaCTOSIIEeN MeTOAMKE, PACCUNTAHHYIO B COOTBETCTBUN
¢ pasgesioM VII HacTosIelt MeTOOMKM Ha OCHOBAHUM pacyeTa,
MpeayCMOTPEeHHOro npuioxkeHuem N 3 K HaCTosIeil MeTOauKe, C y4eTOM
Pacxo/ioB, CBSI3aHHBIX C TAMOXXEHHBIM O0(OopMIeHMEM.

13. TIpu rocynapCTBEHHOI perncTpaiumu npeaejibHas OTIyCKHAs IleHa Ha
BOCIIPOM3BeeHHbIN JIeKapCTBEeHHbIN IIpernapar AJ1s1 BceX IIpou3BoauTesnein
rOCy[apCTB - WieHOB EBpasuiickoro 3KOHOMMYECKOro CO3a B paMKax
perncTpauMoOHHOr0 YAOCTOBEPEHMS JIEKAPCTBEHHOIO MIpernapara ¢ y4eTom
TpeboBaHMIT MyHKTA 24 [IpaBuU1 He MOKET ITPEBBIIIATh YPOBEHD



MMWHMMaJIbHO U3 1leH, PACCUUTAHHBIX C y4eTOM TpeboBaHMii myHKTa 10
HacTosIell MeTOOVKIA.

[Tpu rocyiapCTBEHHO perucTpaunmu rnpeneabHas OTIIyCKHas [jeHa Ha
BOCIIPOM3BeNeHHbIN JIeKapCTBEHHbIN Ipernapar AJ1s1 BCeX MHOCTPAHHbBIX
NIPOU3BOAUTENIeN, B TOM YMCJIe OCYLIEeCTBJISIOIVX VI IIJIAHUPYIOLIUX
OCYIIECTBJISITh IEPBUUHYIO U (M) BTOPUYHYIO YIIAKOBKY JIEKADCTBEHHOTO
npenapara B Poccuiickoit @egepannm, B paMKax perncTpPanyMOHHOTO
yIOCTOBEPEeHMS JIeKapCTBEHHOTO Mpernapara ¢ y4eToM TpeOOoBaHM i1 MyHKTa
24 TIpaBWI He MOXKeT IPeBbIIAaTh YPOBEHb MUHMMAJIbHO U3 LIEH,
pPacCUMTAHHBIX C y4eTOM TpeGoBaHMit MyHKTOB 11 1 12 HacTosmIEe

METOI UK.

14. TIpenyaraemasi K ToCy1apCTBEHHOM perucTpaluu rpeneibHas
OTIYCKHAs IleHa Ha BOCITPOV3BeeHHbIN JIeKapCTBEHHBIN IIperapar st
BCEX IIPOU3BOAMTEIEI TIeKapCTBEHHOrO mpenaparta 6e3 yueta opMbl
BBIITyCKa JIEKAPCTBEHHOTIO Mpernapara, 3a UCKJII0UYeHMEeM C/TyvaeB,
MpeIyCMOTPEHHBIX ITyHKTOM 25 IIpaBui, He MOXEeT ITPeBbIIIATh:

a) B c/lyyae eC/i B paMKax OJHOT'O PerncTPaliOHHOrO yIOCTOBEPEeHNS
JIeKapCTBEHHOTIO IIperapara 3aperMcTpyupoBaHbl IipeJie/ibHble OTITYCKHbIe
LleHbl Ha BOCIIPOM3BeNeHHbIN JIeKapCTBEeHHbIN IIpernapar ¢ TaKo ke
JeKkapcTBeHHO (opMoii U 03U POBKOI (KOHIIEHTpaluei, akTMBHOCTbIO B
eIVHULAX OeiCTBUS), - IIpelle/IbHYI0 OTITYCKHYIO LieHY Ha JIeKapCTBEHHbIN
npernapar, pacCCYMTaHHYIO MCXO/ISl U3 CpeIHero apudpMeTUUecKoTo
3HAUeHUsI CTOMMOCTU OJIHOJ JiIeKapCTBeHHOM (OPMBbI JieKapCTBEHHbIX
MpenapaToB, MUMeIoUMX GVpKaiiie cMesKkHbIe KOJMYeCcTBa BO BTOPUYHOT
(MOTpPebUTeTHCKOI) YIIAKOBKE, HA OCHOBAHUM CBEIEeHMIA,
peaycMOTpPeHHbIX TpuioxkeHeM N 5 K HaCTOsI1el MeToIuKe;

0) B cyiyuae eciiy He 3aperMcTpypOBaHbl IIpeieIbHbIE OTITYCKHbIE IIeHbI Ha
BOCIIPOM3BeIeHHbIN JIeKapCTBeHHbI IIpenapar C TaKoi ke JO3UPOBKOI1
(ROHLIeHTpalLMei, akKTUBHOCTBIO B e AUHUIIAX TeMCTBUSA), - TIPedeIbHYI0
OTIIYCKHYIO I1eHY Ha JIEKapCTBEHHbI TIpernapar, paCCUNTAHHYIO UCXOAS U3
cpenHero apudMeTUUeCKOro 3HaUeHMST CTOMMOCTY e IMHUITbI
IelCTBYIOIIEro BellleCTBa JIeKaPCTBEHHbIX ITpernapaToB, MMEIINX
OJIVDKaiIe CMesKHbIe TO3MPOBKM, HA OCHOBAHUM CBEIE€HUIA,
MpeayCcMOTPeHHbIX MpuaokeHeM N 5 K HacTosiel i MeTOaMKe.

15. TIpu rocymapcTBEHHO perucTpaiyi rnpeieibHoi OTITYCKHO 1[eHbI



IIPOM3BOAMTES Ha BOCIIPOM3BeleHHbIN JIeKapCTBEHHbII IIperapar B
cJlydae, eC/iM B paMKax MeXIyHapOJHOTO HellaTeHTOBAHHOIO
HaMeHOBaHUs U JleKapCTBeHHOVi (OpMbI He 3aperMcTpUpoOBaHa
npefenbHast OTITyCKHas I[eHa Ha COOTBETCTBYIONI I pedepeHTHbIN
JIeKapCTBEHHBII IIperapar ¥ He 3aperCTpUpOBaHbl IpefieibHble
OTITyCKHbIE 1JeHbl IPOM3BOAUTE el Ha BOCIIPOM3BeleHHbIe JIeKapCTBeHHbIe
Tpenaparsl, pacyeT I[eHbl OCYIlecTB/IsgeTCcs PemepaabHOM
AHTUMMOHOTIOJbHO CTY>k007i Ha OCHOBaHMM MUHUMA/IbHOM OTITYCKHOM
1[eHbI TTpoM3BoauTeNs (6e3 yyeTa MpoM3BOACTBEHHBIX MJIONA/IOK, C YI€TOM
pacxoioB, CBSI3aHHBIX C TAMOXXeHHBIM O0opMeHreM) Ha
COOTBETCTBYIOLIMII pepepeHTHBIN JieKapCTBEHHbIN Mperapar B
MHOCTPAHHBIX TOCYAAPCTBAX, YKA3aHHBIX B IpMIokeHU N 2 K HacTos11 el
MeTO/MKe, C TPMMeHeHeM MOHVKawIero koshduiimeHTa, 3HaUeHUS
KOTOPOTO OMpeAesiloTCsI B COOTBETCTBUM ¢ pasaenoM VIII HacTosIen
METOLUKMN.

IV. PacueT cpeHeB3BeIIeHHOV (aKTMUeCKOi OTITYCKHOM
1leHbl ITPOM3BOAUTEISI TOCYAAPCTB - UIeHOB EBpa3uiickoro
3KOHOMMYECKOT0 COX3a ¥ MHOCTPAHHOI'O [IPOU3BOAUTEIS,
OCYIIECTBIISIIONIETO IMTEPBUUHYIO U (M) BTOPUUHYIO YIAKOBKY
JIeKapCTBEHHOTO Ipernapara B Poccniickoi ®enepanunn,
Ha JIeKapCTBEHHbII mpenapar

16. PacueT cpegHeB3BelIeHHO (paKTHUUYeCKOM OTITyCKHO IIeHbI
MIPOU3BOAUTENISI TOCYAAPCTB - WieHOB EBpasuiickoro 3KOHOMUYECKOro
CO103a U (M) MUHOCTPAHHOTO MIPOMU3BOAUTEIS, OCYIECTBIISIONIEr0
TIEPBUYHYIO U (MJIM) BTOPUUHYIO YITAKOBKY JIEKAPCTBEHHOTO MIperapara B
Poccuiickoit ®enepaiiiy, Ha KOHKPETHbIN JIeKapCTBEHHBII IIpenapar
MIPOU3BOAUTCS 3@ OTYETHBIN ITepMOoJ, Ha OCHOBAHUM CBeLeHUIA,
rpenyCcMOTpPeHHbBIX NpuiiokeHeM N 1 K HaCTos el MeToAMKe.

[Ipu pacueTe TaKko¥i cpefHeB3BellleHHOM (HaKTUUeCKOi OTITYCKHO 1IeHbI
YUUTBIBAIOTCS CBelleHus1 00 06beMax M OTITYCKHBIX I[eHaX Ha
JIeKapCTBEHHBII IIperapar 3a OTUETHBIN [IepUOo[, [0 KaXXA0MY
MIPOU3BOAUTENIO B paMKax OJHOTO PErUCTPALMOHHOIO YIOCTOBEPEeHMS
JIeKapCTBEHHOTO Ipernapara.

PacueT cpegHeB3BellleHHO (aKTHMUeCKO¥ OTITyCKHOJ 1IeHbl Ha
JIeKapCTBEHHBII Ipernapat OCyIeCTBIISIeTCS C yUueToOM Bcex (popm BbITycKa
(YImakoBKM, KOMIIJIEKTHOCTH) JIeKapCTBEHHOTO IIperapara, 3a UCKIIYeHeM



cJyyaeB, ITpeyCMOTPEHHBIX MyHKTOM 25 TIpaBu.

17. CpegHeB3BenieHHast pakTUUecKast OTIYCKHAS IleHa ITPOU3BOAUTE e
rocyapcCTB - uIeHOB EBpa3miickoro 9KOHOMMYEeCKOTO COr3a Ha
JleKapCTBEeHHbI mpenapat (yKa3blBaeTcsl 10 TOPrOBOMY HauMeHOBaHUIO,
MeXIyHapOAHOMY HellaTeHTOBAHHOMY HaMMEeHOBaHMUIO, A 03MPOBKe
(KOHIIeHTpalLM, aKTUBHOCTY B eAVHUIIAX NeiCTBUS), JTeKapCTBeHHO
dbopme, KOIMIECTBY JIEKAPCTBEHHBIX (DOPM B ITIOTPEOUTETHCKOI YITAKOBKE
(KOJIMUYECTBY 103 B YITaKOBKe, 00beMy) B paMKax PermcTpaiioHHOr0
YAOCTOBEpEHMS JIEKapCTBEHHOTO Mpernapara, OTIYIEeHHbI 338 OTUYETHbIN
nepuop, (1leHa CPB3BIIP OTIIM) (py0JIeit), orpenesnsieTcs mo popmyiie:

z ( HEHa d)ammccmm OTIYCKA X KOJIHYECTBO OTTI )
LICHA CPB3BIIPOTII, = "
KOJIHYECTBO 00111eC 0TI

rue:

1leHa (aKkTMUeCKOro OTIyckKa - akTuuecKast OTITYCKHas 1leHa
MIPOU3BOIUTES TOCYNApCTBa - uieHa EBpa3uiickoro 3KOHOMUYECKOTO
CO03a Ha OJHY MMOTPeOUTETbCKYIO YIIAKOBKY JIeKapCTBEHHOTO Mpernapara
(YKa3bIBaeTcs M0 TOProBOMY HaMMeHOBaHUIO, MeKIyHapOJHOMY
HelaTeHTOBAaHHOMY HaMeHOBAaHMIO, O3MPOBKe (KOHLIEHTpalu,
aKTUBHOCTY B e JMHUIIAX eIiCTBUS), TIeKapCTBEeHHOI (popme, KOMUUYeCTBY
JeKapcTBeHHbIX (GOpM B MOTPeOUTETbCKOI yIIaKOBKe (KOJIMUYeCTBY 103 B
yIaKkoBKe, 00beMy) (pyobiieit);

KOJIMYECTBO OTII - KOJIMYECTBO YIIAaKOBOK JIEKaAPCTBEHHOI'O IIperapaTta
(YKa3bIBaeTCs [0 TOPrOBOMY HaMMEHOBAHUI0, MEKAYHAPOIHOMY
HEIMAaTEHTOBAHHOMY HAMMME€HOBAHMUIO, JO3MPOBKE (KOHHeHTpaH,I/H/I,
dKTMBHOCTU B e AJUHUIIaX ,HEVICTBMH), HEKapCTBeHHOﬁ (bOpMe, KOJIN4eCTBY
JIeKapCTBEHHBIX (OPM B IMOTPEOUTETHCKON yIIaKOBKe (KOJUYECTBY 03 B
yIakoBKe, 00beMy) ITPpOM3BOUTEJISI TOCYAapCTBa - useHa EBpa3uiickoro
9KOHOMMYECKOTIO COK3a, OTTPY>K€HHOTO 3a OTUYEeTHBIN rnepmon 1o O,ELHOf/'I
IIeHe (IITYK);

KOJIMYeCTBO 00IIee OTII - 001Iee KOJMUeCTBO YIIaKOBOK JIEKAPCTBEHHOTO
npenapara (yKa3bIBaeTcs 110 TOPTOBOMY HaMMeHOBaHMUIO,
MeXIyHapOAHOMY HellaTeHTOBAHHOMY HaMMeHOBaHMUIO, A 03MPOBKe
(KOHIIeHTpalLiM, aKTUBHOCTY B eAMHUIAX NeliCTBUS), TeKapCTBeHHO



dbopmMe, KOJIMUECTBY JIeKapCTBEHHBIX (OPM B ITOTPEOUTETHCKO YITaKOBKE
(KOJIMUYECTBY 103 B YITAaKOBKe, 00’beMy) ITPOU3BOAMUTENEN TOCYTAapCTB -
yyieHOB EBpa3niickoro SKOHOMMUUYECKOTO COK3a B paMKax
perucTpauMoOHHOIO YAOCTOBEPEH S TIeKapCTBEHHOTO Imperiapara,
MIPOM3BEIEHHOTO M OTTPY;KEHHOTO 32 OTUYETHBIN mepuop, (ITYK). M3 061mero
KOJIMYECTBA UCKJIIOYAIOTCS SKCIIOPTHBIE ITOCTAaBKM, ITOCTABKU,
OCYIleCTBJIEHHbIE B PaMKax Pas3/IMUHbIX BUO0B 'YMaHUTAPHOM ITOMOIIN, U
ITOCTaBKM JIEKAPCTBEHHBIX ITPEIapaToB B paMKax 06J1arOTBOPUTEIbHOCTH, a
Takke MOCTAaBKM JIEKAPCTBEHHBIX IIPENapaToB C OCTATOYHBIM CPOKOM
TOOHOCTU MeHee 5 MPOIeHTOB.

18. CpenHeB3BelieHHas1 (pakTHUeCKasi OTITYCKHAS 1leHa MHOCTPaHHbBIX
MIPOU3BOAUTEJIEeN, OCYLLECTBSIOIMX [IePBUYHYIO U (UJI1) BTOPUUYHYIO
YIIaKOBKY JIeKapCTBEHHBIX IpernapaToB B Poccuiickoin @epepaiium, Ha
JIeKapCTBEeHHbII npenapat (yKa3blBaeTcsl 10 TOPrOBOMY HaMEHOBAHUIO,
MeXAYHAapOAHOMY HellaTeHTOBAaHHOMY HaUMEeHOBAHMIO, O3MPOBKe
(KOHLIeHTpaLyM, aKTUBHOCTU B eAMHULIAX NeliCTBUS), TeKapCTBEHHOM
dbopMe, KOJIMUECTBY JIeKapCTBEHHBIX ()OPM B ITOTPEOUTETHCKO YITaKOBKE
(KOJIMYeCTBY 103 B yIIaKOBKe, 00beMy) B paMKax perucTpaiuoHHOTO
YI,0CTOBEpeHNs JIeKapCTBEHHOTO IIpernapara, OTIYIIeHHbI 38 OTUeTHbBIN
nepuop, (py6Jeit) (1leHa CpB3BIIP OTIII), OmpeaessieTcs mo ¢popmyie,
MIPUBEedEHHOI B MyHKTe 17 HACTOSIIEe MEeTOAVNKMN.

V. PacueT peHTa6eIbHOCTH IJ1s1 IEKaPCTBEHHOTO
npernapara IMpou3BOANTEISI TOCYIapCTB - WieHOB EBpasuiickoro
9KOHOMMYECKOI'0 COI03a IPY IepeperucTpanum rnpeaeabHomi
OTITYCKHOJ1 1IeHbI Ha JIEKAPCTBEHHBII Mperapar

19. PacueT pacxooB, CBSI3aHHBIX C pa3pabOTKOi, TPOM3BOACTBOM U
peanusalyei JeKapCTBeHHOro nmperapaTta Ipou3BOAUTeIS TOCYAapCTB -
yyieHOB EBpa3niickoro SKOHOMMUUYECKOTO CO103a, IpeACTaBasIeMOl Ha
repepermcTpanio npeaeabHO OTITYCKHO 11eHbl Ha JIeKapCTBEHHbII
rpenapar, OCyIleCTBJISIeTCSI COTIIACHO MpUaoKeHuto N 7.

20. PacueT peHTabebHOCTHM JIEKaPCTBEHHOTO MTperapaTa 3a OTUeTHbBI
MepuoJ, OCYILEeCTBISIETCS 10 KaXXA0MY IPOM3BOUTENIO FOCYapCTBA -
yieHa EBpa3nuiickoro 5KOHOMMYECKOTO CO03a B paMKaxX OJTHOTO
perucTpauMoHHOTO YAOCTOBEPEHMS IeKapCTBEHHOro IIpernapara.

21. IIpu mepeperucTpanyu rpeebHOM OTITYCKHO 1eHbI TPOM3BOIUTEIS



rocyfapcTsa - yjieHa EBpa3uiickoro 5JkKOHOMMY€ECKOT0 COK3a Ha
JIEKapCTBEHHBII IpernapaTt, HaXOAMBIINIICSI B 0OpallleH! Ha TEPPUTOPUA
Poccuiickoit ®egepanyn, GakTUIECKNUT YPOBEHD PEHTA0€IbHOCTU
npoaykiun Rd) (poiieHTOB) onpeesnsiercs no gopmyiie:

R¢ _____________________________________________ x100%,
cebecToMMOoCTh

rae:

dbakTuueckasi IpuObLIb - IPUOBUTH OT Peaau3any MpPoOU3BOAUTEIEM
KOHKPETHOTO JIEKApCTBEHHOIO MperapaTa 3a OTYEeTHbIN Iepuo,
npuBeeHHas B mpwioxkenuu N 7 K HacTosIei MeTonuke (pyoJeii);

ce6ecTOMMOCTD - CyMMa IPSIMbIX, 001 MTPOM3BOACTBEHHBIX U
006111eX0351ICTBEHHBIX PACXOI0B, MPUBEIEHHBIX B MpuaokeHun N 7 K
HacTosIIeli meToauke (pyosiei).

22. IIpu niepeperucTpanuu npeaeabHO OTIYCKHO 1eHbI TIPOU3BOAUTEIeN
rocyzapcTsa - 4jieHa EBpa3uiickoro 5JkOHOMMYeCKOro cox3a Ha
JleKapCTBEeHHbBIN Ipenapar, He OCTYIaBLInii B 00palieHye Ha TepPUTOPUA
Poccuiickoit @eepalinm B TeueHMe OTYETHOTO ITepUoAa, IPOrHO3UPYyeMblii
ypOBeHb peHTabenbHOCTY MpoayKiuu (Ri) (IIpOLieHTOB) OMpeesisieTcs o

dbopmyie:

NPOTHO3HAA NIPHOBUIL 100%
= b,

ceBeCTOMMOCTh
rue:

MIPOTHO3HAs MTPUObUTH - TPUOBLIb OT peann3aluy IPOU3BOAUTEIEM
KOHKPETHOTO JIEKapCTBEHHOI'0 Iperapara 3a rof, Koropas npuseeHa B
npwioskeHuu N 7 K HacTosIei metoanuke (pyobiei);

ce6ecTOMMOCTD - CYMMa IPSIMbIX, 00IIeTTPOU3BOACTBEHHBIX U
00111eX03SICTBEHHBIX PACXOA0B, IPUBEIEHHbIX B IpuaoxkeHuu N 7 K
HacToselt MmeToauKe (pyoseir).

23. Ilpu nepeperucTpanuu rpeseibHOI OTITYCKHOM LeHbl [IPOM3BOAUTEIS
rocyzapcTsa - yjieHa EBpa3uiickoro 5JkOHOMMYeCKOTro COox3a Ha
JIeKapCTBEHHBIN TIpernapar B c1ydasx, IpeIyCMOTPEeHHBIX MTOAITYHKTaMM "a”



n_mn

B" myHKTa 32 IIpaBui, eciin pakTMIecKuit ypoBeHb peHTabeIbHOCTH 3a
OTYETHBII Iepuof rpeBbIcuT 30 MPOLIEHTOB, 3asBjsieMast K
repeperucTpanuy rpeaeabHasi OTITYCKHAs LieHa Ha JIeKapCTBEeHHbIi
mperapar MOAJIEXXUT CHYDKEHMIO C yUeTOM JAaHHOTO OrpaHMYeHMsI.

VI. PacueT cpegHeB3BelleHHOM (aKTUUeCKOi IeHbl BBO3a
JIEKapCTBEHHOTO TIperapaTa MHOCTPAHHOTO PO 3BOAUTEJIs
B Poccuiickyio @enepaiiyiio

24. PacueT cpefHeB3BellleHHOI (aKTHUeCKOii lleHbl BBO3a KOHKPETHOTO
JIeKapCTBEHHOTIO IIperapara MHOCTPAaHHOTIO Ipou3BoAUTeNs B POCCuiickyo
denepalyiio MPOU3BOAUTCS HA OCHOBAHUY CBeleHUIA, IIpeyCMOTPEeHHbIX
npwioxkenueM N 4 K HaCTosILLelt MeTOAMKe.

[Tpu pacueTe cpegHeB3BeIIEHHOI (PAaKTUUECKOI IIeHbI BBO3a
JIeKapCTBEHHOTO Iperapara yuYMThIBAIOTCS CBeieHMsI 06 06bemMax 1 O lieHax
BBO3a JIeKapCTBEHHOTO ITpernaparTa 3a OTYeTHBI ITepuof, Mo KaskaoMy
MHOCTPAHHOMY MPOM3BOAUTEIIO B paMKaxX OJHOTO perUCTPaLMOHHOTO
YAOCTOBEpEeHMSI IeKapCTBEHHOTO Mpernapara.

PacueT cpegHeB3BellleHHO GakKTHUUYeCKOI IleHbl BBO3a JIEKAaPCTBEHHOTO
Trperapara OCyIeCTB/ISIETCS C yueTOM (pOPMbI BbITyCKa (YIIaKOBKH,
KOMIUJIEKTHOCTM) JIEKapCTBEHHOTO ITperapara, 3a MCKIIUYEeHNEM Cy4aes,
MpeIyCMOTPEHHBIX ITyHKTOM 25 TIpaBui.

25. CpenHeB3BenieHHas pakTMuecKasi IleHa BBO3a JJeKapCTBEHHOTO
nperapara (yKa3blBaeTcsl 10 TOPTOBOMY HaMME@HOBAHMIO,
MeKAYHapOJHOMY HellaTeHTOBAHHOMY HaMeHOBaHUIO, J03MPOBKe
(KOHIIEHTpalNM, aKTUBHOCTM B €MHUIIAX AECTBUS), IEKAPCTBEHHOIA
dbopme, KOIMIECTBY JIEKAPCTBEHHBIX (DOPM B ITOTPEOUTETHCKOI YITAKOBKE
(KOJIMUYECTBY 103 B YITaKOBKe, 00beMY) MHOCTPAHHBIX ITPOU3BOAUTEIEN,
YKa3aHHbIX B PETMCTPALIIOHHOM yIOCTOBEPEHUM JIEKAPCTBEHHOTO
Iperiapara, BBe3eHHOTr0 3a OTUETHBIN [lepuof, Ha Tepputoputo Poccuiickon
denepauyu (1leHa CPB3BIP BBN) (pyoOsieii), onpemensieTcsi 1o gopmyiie:

Z ( 1eHa (paKkTHYECKOro BBO3a X KOJIHMECTBO nB)
[LlCHA CPB3BIP BB, = ,
KoJimuecTBo od1iee BB

rue:



1leHa (aKTMUeCKOTOo BBO3a - hakTuUeckasi IieHa BBO3a OJTHO
MOTPEOUTENIbCKO YITaKOBKY JIEKAPCTBEHHOTO MperapaTa (YKa3bIBaeTcsI 1o
TOPrOBOMY HaMeHOBAHMIO, MeXIyHAPOAHOMY HeIllaTeHTOBAaHHOMY
HaMMeHOBAHMUIO, NO3MPOBKe (KOHIIEHTPALM, aKTUBHOCTY B eIMHUIIAX
NleiiCTBMUST), TeKapCTBeHHO (hopmMe, KOIMYEeCTBY JTeKapCTBeHHbIX PopM B
MOTPeOUTENbCKOI yIIaKoBKe (KOJIMYECTBY 03 B YIIaKOBKe, 00beMY)
MHOCTPAHHOTO MPOU3BOIUTEIS (pyoOIIeit);

KOJIMYECTBO BB - KOJIMYECTBO YIIaKOBOK JIeKapCTBEHHOTO IIpernapara
VHOCTPAHHOI'0 IPOM3BOAUTENS (YKA3bIBACTCS I10 TOPTOBOMY
HaMMEHOBaHMIO, MeXIYHAPOLHOMY HellaTeHTOBAHHOMY HaMEeHOBAaHMUIO,
I03MPOBKe (KOHIIEHTpAlM, aKTUBHOCTY B €IMHUILIAX TeCTBUS),
JIleKapCTBeHHOI hopMe, KOJMUeCTBY JIeKapCTBEeHHbIX GOpM B
MOTPe6UTENIbCKOI YITaKOBKe (KOJIMUECTBY 103 B YIIAaKOBKe, 00beMYy),
BBE€3€HHOI'0 MHOCTPAHHLIM IIPOMU3BOAUTENIeM (MMIIOPTEPOM) 32 OTYETHBIN
IIepMOL 110 OSHO 1ieHe (LUTYK);

KOJINYeCTBO 06I1ee BB - 00Iee KOIMYECTBO YIIAKOBOK JIEKAPCTBEHHOTO
rnpenapara (yKa3blBaeTcs 10 TOPTOBOMY HaMeHOBaHMUIO,
MeXIyHAapOLHOMY HellaTeHTOBAHHOMY HaMMeHOBaHMUIO, 403MPOBKe
(KOHLIeHTpaLM, aKTUBHOCTU B eAMHULAX AeiCTBUS), TeKapCTBEHHO
dbopMe, KOIMUECTBY JIeKaPCTBEHHBIX ()OPM B ITOTPEOUTETHCKOI YITAaKOBKE
(KOJIMYECTBY 103 B YITAKOBKe, 00’beMY) MHOCTPAHHBIX ITPOU3BOIUTEIIEN B
paMKax perncTPalMOHHOrO YA0CTOBEePEeHMS JIeKapCTBEHHOIO IIpernapara,
BBE3E€HHOTO 33 OTYETHLIN Mepuoy, (IITYK).

V3 06111eT0 KOJIMYECTBA MCKIIOUAIOTCS TIOCTaBKM, OCYIeCTBIeHHbIE B
paMKax pas3JIMYHbIX BUI OB TyMaHUTAPHOI TOMOILM, ¥ ITIOCTaBKU
JIeKapCTBEHHBIX MperapaToB B paMKax 6J1arOTBOPUTEbHOCTH, ITOCTaBKMU
JIeKapCTBEHHBIX MPENapaToB C OCTATOYHBIM CPOKOM FOJHOCTY MeHee 5
MPOLIEHTOB, a TaKXe MOCTaBKY JIeKapCTBEHHBIX ITPerapaToB ¢ haKTUUeCKOii
1IeHOM BBO34, MIPEeBbINIAI0IIei 3aPernCTPMPOBAHHYIO TPeaeIbHYI0
OTITYyCKHYIO LIeHY TPOU3BOAUTEIS.

VII. PacyueT MMHMMAJIBHOV 1I€HbI IPOU3BOIAUTENS
Ha JIeKapCTBEHHbIN MperapaT B MHOCTPAHHBIX TOCYIapCTBax,
YKa3aHHBIX B IpwiokeHuu N 2 K HaCTOS el MeTOAuKe

26. PacueT OTITYCKHOJ IIeHbI IPOM3BOAMTE/IS HA JIeKapCTBEHHbIN mperapar
(10 TOProBOMY HaMMeHOBaHMUIO, MeXIyHapOJHOMY HelmaTeHTOBAHHOMY



HaVMeHOBaHMIO, O3/POBKe (KOHLeHTpal M, aKTUBHOCTY B e IMHULIAX
JleliCTBUSI), IeKapCTBEHHOI (hopMe, KOIMYEeCTBY JeKapCTBEHHbIX (OpM B
MOTPeOUTENIbCKOI YITaKOBKe (KOJIMYECTBY 103 B YITAaKOBKe, 00beMY)
MPOU3BOIUTCS HA OCHOBAHUY CBeJleHMI1 00 ypOBHE MUHMMAJbHbIX 11€H
JIleKapCTBEHHOTO MpernapaTa (6e3 yyeTa Ipou3BOICTBEHHbIX IUIOIIA/I0K) B
VHOCTPaHHBIX r'OCYAapCTBaX, YKa3aHHbIX B IpuiiokeHu N 2 K HacTosLL el
MeTOJMKe, ¥ Ha OCHOBaHMM CBeJeHU, TpeIyCMOTPEeHHbIX Tabmuiieii 1
npuwioxeHusi N 3 K HaCcTosIeli MeTOIUKe.

27. B Tabnuue 1 npuioskenus N 3 K HACTOSIIE MeTOAVKe MUHMMaJIbHbIe
IIeHBI TIPOM3BOAUTEJISI HA JIEKAPCTBEHHBIN TperapaT B MHOCTPAHHbIX
rocyapCTBax, yKa3aHHbIX B MpuaokeHnM N 2 K HaCTOSIIeil MeTOAMKe,
yKa3bIBAIOTCS B pyosisiX. [lepecueT 1ieHbl B MHOCTPAHHOI BajIlOTe B pyosin
OCYIIECTBJISIETCS T10 CpeJHEMY KypCy COOTBETCTBYIOIIE MHOCTPAHHO
BaJIIOTHI K pyosr0 Poccuiickoit ®@epepaniyi, ycTaHOBIEHHOMY IIeHTpaabHbIM
6aHkoM Poccuiickoii @enmepaiuy 3a 3 KaJeHIapHbIX MeCsIIa,
MpeIIeCTBYIOIIME MeCSIy AAaThl OAa4YM 3asBJI€HMS O TOCYIapCTBEHHOM
peructpaunu (nepeperucTpanm) npeneabHo OTIYCKHOM LeHbI
MIPOMU3BOAUTEJISI HA JIEKAaPCTBEHHBIN TIpenapar, KOTOPbIi (KYpC BJIIOTHOTO
repecueTa) yKa3bIBaeTcsi B Tabiuile 2 mpwioxkeHust N 3 K HacTos e
MeTOOMKE.

28. B ciryyae eciy JieKapCTBEHHBI IIpernapar peaau3yeTcs B MHOCTPAHHBIX
rocyiapCTBax, yKa3aHHbIX B IpUa0keHnM N 2 K HaCTOSIIel MeTOAVKE, TTOT,
IPYTMM TOPrOBBIM HauMeHOBaHMeM, B Tabiuile 1 mpuioxeHus N 3 K
HACTOSILI el MeTOAVKe YKa3bIBalOTCS COOTBETCTBYIOILEe TOProBOe
HalMeHOBaHMe ¥ MUHMMAJIbHbIE L1eHbl [IPOU3BOAUTEIS] Ha JIeKapCTBEeHHbIA
rperapar.

29. B ciydae rocynapCTBEHHO peructpaliuu (rmepepeructpanyn) B
Poccuiickoit @enepaniiu rpeiesibHON OTITYCKHO 1IeHbI Ha JIEKapCTBEHHbIN
rpernapar ¢ KoJIM4eCTBOM JIeKapCTBEHHBIX GOPM B OTPEOUTETHCKOI
yIaKkoBKe (KOJMYeCTBY 103 B YIIaKOBKe, 00beMY), OTCYTCTBYIOIMM B
MHOCTPaHHBIX TOCYAAPCTBAX, YKa3aHHBIX B IpmyiokeHn N 2 K HaCTOsIIein
MeToauKe, B Tabauie 1 npuioskeHus N 3 K HACTOSIIEi MeTOAuKe
YKa3bIBAKTCS MUHMMAaJbHbIE II€HbI MHOCTPAHHOTO IIPOM3BOAUTEIIS HA
JleKapcTBeHHbIe TIpernaparhl, MMelolye 6JmsKkaiiine cMexXHbie KoIuyecTBa
B ITIOTPEOUTENbCKMX YIIAKOBKAX (BHE 3aBMCUMOCTY OT HAJTUUMS UX
roCyIapCTBEHHOI perucTpanumu Ha tepputopuun Poccuiickoit @enepaiiun),



KOTOpbIe peain3yI0TCS B MHOCTPAHHBIX TOCYIapCTBaX, YKa3aHHbIX B
npwiokeHuy N 2 K HaCTOsIIIel MeToauKe.

[Tpy 5TOM MMHMMAaJIbHAS LieHa IPOU3BOANUTEIS Ha JIeKapCTBEHHbI
rperiapar onpepesseTcs Kak MMHUMMAaJIbHAs UCXOS U3 pacyeTa CpegHero
apudmMeTUeCcKOro 3HaueHus: CTOMMOCTY OJIHOJ JieKapCTBeHHOM (popMbl
JIeKapCTBEHHBIX MperapaToB, MMEIIMX O/IsKalile CMeXXHbIe KOJIMYeCTBa
B ITOTPeOUTENbCKMX YIIAKOBKAX, B K&SKIOM M3 MHOCTPAHHbIX TOCYJapCTB
(rpada 6 Tabauibl 1 mpmioskeHus N 3 K HACTOSIIE MEeTOIVKE).

B cirydae rocymapCcTBeHHON peructpaunmu (epeperucrpanum) B
Poccuiickoit @epgepaunn npeneabHOM OTITYCKHOM LieHbI JIEKAPCTBEHHOTO
rperiapara ¢ JO3MPOBKOI, OTCYTCTBYIOIEI B MHOCTPAHHBIX FOCYAAapCTBAX,
yKa3aHHbIX B IpwiokeHuu N 2 K HACTOsIIIe MeToauke, B Tabiuiie 1
npuwioxkeHust N 3 K HACTOsIIIel MeTOAMKEe YKa3bIBalOTCS MMHMMAaJIbHbIE
LleHbl MHOCTPAHHOT'O IIPOU3BOAUTEIS HA JIeKapCTBEHHbIE TIperaparsl,
MMelolIMe OyIVsKaIe CMeskHbIe JO3MPOBKY (BHE 3aBUCUMMOCTU OT
HaIN4US UX PErucTpanum Ha tepputopuu Poccuiickoin @enepanun),
KOTOpbIE PeaIN3YI0TCSI B MHOCTPAHHbBIX TOCYJapCTBAaX, YKa3aHHbBIX B
npuiokeHUu N 2 K HaCTOSIIEein MeTOaNKe.

IIpu sTOM 11€Ha, TipejjiaraeMasi K roCylapCTBEHHO perucTpanmnu,
orpenenseTcss Kak MUMHMMAabHAS MCXOAS U3 pacuyeTa CpegHero
apuMeTNYeCcKOro 3Ha4eHMsI CTOMMOCTY OJJHOM eIVMHUIIbI AeVICTBYIOIIEr 0
BeIlleCTBa JIEKAPCTBEHHBIX ITperapaToB, MMEIONX O/IMsKailie CMesKHbIe
JIO3MPOBKY, B KaXKIOM M3 MHOCTPAHHBIX rocyaapcTs (rpada 7 Tabmuibl 1
npwioxeHust N 3 K HaCTOsIIIell MEeTOJIUKeE).

30. B ciiydae eciiv ieKapCTBEHHBIN TIperapaT UHOCTPAHHOTO
IIPOMU3BOANUTEIISI TPOU3BOAUTCS TOJBKO JIJIsI MPOAaky B Poccuiickomn
denepany (He peayiM3yeTCs B MHOCTPAHHBIX TOCYAapCTBaX, YKa3aHHBIX B
npuiokeHuy N 2 K HaCTOsIIIel MeTOAMKeE), IJIsI pacyeTa OTITYCKHOM 1IeHbI
Ha JIeKapCTBEeHHbII ITpenapar IpeacTaBsieTcss MHQopMaLus o
MMUHUMAJbHBIX IIeHaX APYTUX MHOCTPAHHbBIX IIPOU3BOANUTEEN Ha
JIeKapCTBEHHbBIE TIperapaThl, COBIIaAAIOIIe TI0 MEeXAYHAPOTHOMY
HeIaTeHTOBAaHHOMY HaMMEHOBAHMIO (TIPU €ro OTCYTCTBUM 110
TPYMIIIMPOBOYHOMY WJIM XMMUUECKOMY), TIEKapCTBEHHOI (hopme, T03MPOBKe
(KOHLIEHTpaLMM, aKTMBHOCTU B €AVMHUILIAX JeiCTBUS), 00 pallaiolyecs B
rocyiapCTBe MPOU3BOANTES JIEKAPCTBEHHOIO IIpernapara, Ha OCHOBAaHUM
MaHHBIX M3 OTKPBITHIX 0OIIEIOCTYITHBIX MICTOUHMKOB, COOTBETCTBYIOIINX



TpeboBaHMaM nyHKTa 17 [IpaBui. [Ipu 3TOM 3asiBjeHHAsT K
rOCyapCTBEHHOM PerucTpauuu 1eHa MHOCTPAHHOTO IPOU3BOAUTENS Ha
JIEKapCTBEHHBIN TIpernapar He O/KHA MPeBbIaTh MUHUMAIbHYIO IIEHY
IPYTUX UHOCTPAHHBIX IPOU3BOAUTENIEN (C yUeTOM PAaCcX0/i0B, CBSI3aHHBIX C
TaMOXKeHHBIM 0(pOpPMJIEHMEM ), PACCUUTAHHYIO HA OCHOBAHMUM TaOIUITBI 1
npunoxkeHus N 3 K HacTos1eil MeTOOUKE.

VIII. PacueT npeaeibHOM OTITYCKHOM IIeHbI TPOV3BOAUTEIIS
Ha BOCITPOM3BeIeHHbIN JeKapCTBeHHbIN IperapaT

31. [lepskaTesib MM BaJesel, perucTpanMOHHOTO YA0CTOBepEeHNs
(YIIOTHOMOYEHHOE UM JINLI0) BOCIIPOU3BEIEHHOI'O JIEKapCTBEHHOTO
rpenapara B cjiyyae, eIy rpefebHas OTIIyCKHAs [leHa Ha
COOTBETCTBYIOL NIt pedpepeHTHbIN JieKapCTBEHHbIN ITpenapaT
3aperucTpMUpoOBaHa, MpeacTasiseT 4Jis TOCYAapCTBEHHO perucTpanumn
rpefesibHYI0 OTITYCKHYIO [IeHYy Ha JIeKapCTBEHHBII IIperapar, He
npessimaminyo neny (Lmp) (pybeit), paccuuTaHHyio 1o popmyse:
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Liped - 3aperncTpupoBaHHas Ha ATy OAAYY 3asBIEHMUS O
rOCyIapCTBEHHOM perucTpauyuu mpeaeabHOl OTITYCKHOM I1eHbl JepskaTeeM
WU BJIafieNblieM PerucTpaliMOHHOrO yI0CTOBEpEeHMSI BOCITPOM3BeJeHHOTO
JIeKapCTBEHHOTO IpernaparTa (May YIIOJHOMOYEHHBIM UM JIMIIOM)
npefiesibHast OTITYCKHAS I[eHa 32 TIOTPeOUTETbCKYI0 YITaKOBKY
pedepeHTHOTO JIeKapCTBEHHOTIO Tpernapara (Jajiee - iieHa pe)epeHTHOTO
JIeKapCTBEHHOTIO Mperapara);

K - nonmskatouit koadduiimeHT, 3HaueHMUsI KOTOPOTO MPU
roCyJapCTBEHHO permcTpalnuy pacCUuMThIBAIOTCSI B COOTBETCTBUM ITYHKTOM
33 HacTosUIeil MeTOOAUKM U MyHKTOM 26 [TpaBui (masiee - MOHMKAKOIINIA
K03 duiMeHT) (IPOIEHTOB), C OKPYIJIEHUEM IO COTHIX;

Ko - kospbuimenT nepecuera pacoBku, orpeaeaseMblii KaK COOTHOLIEHME
MEXIY KOJIMUEeCTBOM JIEKapCTBEHHBIX ()OPM B YITaKOBKE
BOCITPOM3BeIEHHOTO JIEKaPCTBEHHOTO IIpernapara u pegepeHTHOro
JIeKapCTBEHHOTO Tperapara;



Kz - koadduiineHT repecueTa 103UPOBKU, OTIpeIe/isieMblit Kak
COOTHOIIIeHVE MEXIY KOJMUEeCTBOM eAMHUIL aKTMBHOTO BellleCTBa B
IIO3MPOBKE BOCITPOM3BEIEHHOTO JIEKAPCTBEHHOTO ITpernapara u
KOJIMYECTBOM €IMHUII aKTMBHOT'O BEIIECTBA B 103MPOBKe pedepeHTHOTO
JleKapCTBEHHOTO Tperapara.

32. LleHa Ha pepepeHTHBII JieKapCTBEHHbIN MIperapaT onpeaesieTcs Kak
MUHMMaJbHAs 3aperucTpUpoBaHHas npeaesibHas OTIIyCKHA LieHa Ha
pedepeHTHbIN TeKapCTBEeHHBIN ITperapar ¢ TaKoi ke J03MPOBKOI
(KOHIIEHTpallMeil, aKTMBHOCTBIO B eIVHUIIAX OeMCTBUS) Y TAKUM XKe
KOJIMYECTBOM JIEKapCTBEHHBIX (OPM BO BTOPUUHOI ITOTPEOUTENHCKOI
yIIaKOBKeE, UTO ¥ BOCITIPOM3BeAeHHbIN JIeKapCTBEHHbII ITperapar, ¢ yueToM
cJyyaeB, ITpeayCMOTPEHHBIX MMyHKTOM 25 TIpaBu.

B ciiyuae eciiv He 3aperncTpupoOBaHbI IIpefebHble OTITYCKHbIE 1[eHbl Ha
pedepeHTHbII IeKapCTBEHHbBIN IIpenapar ¢ TaKUM ke KOIM4eCTBOM
JleKapCTBeHHbIX (OPM BO BTOPUYHOI MOTPEOUTETbCKOM YIIaKOBKe, UTO U
3asBJIsIeMbIl BOCIIPOM3BEeIeHHBI JIeKapCTBEHHbII [Ipernapar, lieHa Ha
pedepeHTHbI JieKapCTBEHHbI MpenapaT ONpeeisieTcs Kak MpeaeibHast
OTITyCKHas 1ieHa Ha pedepeHTHbIl JiIeKapCTBEeHHbBIN ITpernapar,
paccuMTaHHas UCXOZs U3 cpefHero apudmeTnyeckoro 3HaUeHUs
CTOMMOCTU OFHOVi JIeKapCTBeHHO (OpMBbI JIeKapCTBEHHBIX ITPeapaToB,
MMEIONIMX OJIVDKAIIe CMesKHbIe KOJIMUeCTBa BO BTOPUYHOI
(moTpebuUTeNHCKOI) yIIaKOBKe.

B ciiyuae eciivt He 3apernCTpMUpOBaHBI Ipeie/ibHbIe OTITYCKHbBIE I1€HbI Ha
pedepeHTHbIN TeKapCTBEeHHBIN Mperapar ¢ TaKo¥ ke J03MPOBKOIt
(KOHLeHTpaLyel, aKTUBHOCTBIO B €IMHUILAX AeCTBUS), KaK
BOCITPOM3BeIeHHbIN JIeKapCTBEHHbII Mpernapar, lieHa Ha peepeHTHbI
JIeKapCTBEHHBIN TIperapar onpenesieTcs Kak npeneibHasi OTITyCKHAs 1leHa
Ha pedepeHTHbII TeKapCTBEHHbI Mpernapar, pacCuMTaHHast UCXO/sI 13
cpenHero apupMeTUUeCKOro 3HAUEeHNSI CTOMMOCTY e IMHUIIbI aKTUBHOTO
BellleCTBa JIeKapCTBEHHBIX ITperapaToB, MMEIONIMX OJIVDKaiIie cMesKHbIe
IO3UPOBKU.

B ciyuae eciiu mpenesibHas OTIYCKHA LleHa IIPOM3BOAUTES HA
pedepeHTHbI 1eKapCTBEHHBIN ITpenapar Obuia repeperucTpupoBaHa, To
YUUTBIBAETCS MOC/IeAHAS 3aperuCcTpMpOBaHHas NpefeabHas OTIYCKHas
1leHa Ha pedepeHTHbIIi TeKapCTBeHHbI Mpenapar.



33. B ciyyasix, mIpy KOTOPBIX B paMKax MeXIyHapOJHOTO
HeIraTeHTOBAaHHOTO HaMMeHOBaHMs (TIPU ero OTCYTCTBUM -
TPYNIMPOBOYHOTO UM XMMUYECKOT0) U JIeKapCTBEHHO (hopMbl Ha
pedepeHTHbII TeKapCTBEHHbIN Ipenapar 3aperMCcTPUPOBaHbI pa3IuvHbIe
npesiesibHble OTITYCKHbIE LIeHbl, TPUMeHsIeTCsl cpeiHee apudbmMeTyeckoe
3HaUyeHMe MOHMKalIero koagduiimeHTa, paccuuTaHHOe HA OCHOBAHUM
3aperucTpMpOBAHHBIX MPele/IbHbIX OTITYCKHBIX 1[eH Ha pedhepeHTHbI
JleKapCTBEeHHbI Mpernapar, 3a UCKJII0UeHMeM CyJyaeB, TPU KOTOPBIX
MOHMKAIOIIMI KO3DOUIMEHT paBeH HYJIO.

B cyuae eciin Ha gaty nogaumu B MMHUCTEPCTBO 34 paBOOXPaHEHMS
Poccuiickoit @epepauin 3agaBjieHUs O TOCYLApPCTBEHHON perucTpauumn
NpeebHOM OTITYCKHOM 1IeHbI TPOM3BOAUTEIS TOCYAapCTBa - WieHa
EBpasuitckoro 3SKOHOMMYECKOT0 COK3a Ha JIeKaPCTBEHHbIN NIperapar He
3aperucTpupoBaHa peJie/ibHasi OTIIYCKHAs [jeHa Ha BOCIIPOM3BeIeHHbIN
JIeKapCTBEHHBII Ipernapar Mpou3BOAUTEIS TOCYIapCTBa - YleHa
EBpa3niickoro 3KOHOMMYECKOTO CO103a, COBMAAAI0IINIA IO
MeXIyHapOoJHOMY HellaTeHTOBAHHOMY HaiMeHOBaHMIO (IPY ero
OTCYTCTBUU - TPYIIIMPOBOYHOMY WM XMMUYECKOMY), JIeKapCTBEHHO
dbopme 1 n103MPOBKe, MOHVKAIONI NI KO3GbULIMEHT olpeensieTcs 1o
dbopmysiaM MOHKAIINX KO3 hUIMeHTOB, TpUMeHsIeMbIX IIpU pacueTe
NpeebHOM OTITYCKHOM 1]eHbl TPOM3BOAUTE/IS Ha MePBbIit
BOCIIPOM3BeeHHbIIi TeKapCTBEHHbII MMpenapar, npeacTaB/aseMoii Ha
rOCyIapCTBEHHYIO PETUCTPALIUIO, COTJIACHO MpuaoskeHuo N 8.

B ciyuae eciin Ha gaty nogaumu B MMHUCTEPCTBO 34,paBOOXpaHeHMS
Poccuiickoit ®enepativiu 3asiBJIeHUS O TOCYIAPCTBEHHOM perucTpanumn
Ipefe/IbHOM OTITYCKHO LIeHbl Ha JIeKapCTBEHHBI IIperapaT MHOCTPaHHOTO
MIPOU3BOAUTENISI, B TOM YMCJIe OCYLIECTBJISIOILEro epBUYHYIO U (UJIN)
BTOPUYHYIO YIIAaKOBKY JIeKapCTBEHHOTO IIpenapaTa B Poccuiickoit
denepauyiy, He 3aperMCcTpUpoBaHa Ipeje/ibHasi OTITYCKHAs LieHa Ha
BOCIIPOM3BeeHHbIN IeKapCTBeHHbIN IIpernapar, COBIagamliyii 1o
MeXIyHAapOLHOMY HeIllaTeHTOBAHHOMY HaMeHOBAaHMIO (TIpU ero
OTCYTCTBUU - TPYIIIIMPOBOYHOMY WM XMMUYECKOMY), IeKapCTBEHHO
dbopme 1 103UPOBKe, MOHMKAWIMI KO3bULIMEHT OpeaesiseTcs o
dbopmynam pacueTta, mpeycCMOTPEHHBIM MpuiaoxkeHueM N 8 K HacTos e
MeTOVIKe.

B ciryyae ecniv Ha gaTy nmojgaum B MMHMUCTEPCTBO 34paBOOXPaHEHUST



Poccuiickoit @epepauun 3asBaeHUs O TOCYLapCTBEHHON perucTpauumn
IpelebHOM OTIIYCKHOM LieHbl [IPOM3BOAUTEIS TOCYAapCTBa - WieHa
EBpa3sniickoro sKOHOMMYECKOTO COK03a Ha JIeKapCTBEHHBIN Tperapar
3aperucTpMpoBaHa mpejie/ibHasi OTITyCKHAs 1jeHa Ha BOCIIPOM3BeIeHHbIN
JIeKapCTBeHHbII IIperapar POou3BOAUTEIS TOCYIapCTBa - UjieHa
EBpa3smiickoro 3KOHOMMYeCKOro C03a, COBIaao Uil 110
MeXIYHAapOAHOMY HellaTeHTOBAHHOMY HaMeHOBaHMIO (TIpU ero
OTCYTCTBUM - TPYIIIIMPOBOUYHOMY WIN XMMUYECKOMY), IeKapCTBEHHO
dbopMe 1 103MpOBKe, MOHMKAIOU I KOIDDULIVEHT OTpeesisieTcs 1Mo
dbopmynam pacueta MOHMKAIINX KO3 GUILIMEHTOB, MPUMeHSIeMbIX ITPU
pacuere IpeJie/IbHOM OTITYCKHO L|eHbl IPOU3BOAUTEIIS Ha
BOCIIPOM3BeeHHbIN JIeKapCTBEeHHDIN IIpernapar, IpeACTaB/iseMOoil Ha
rOCyJapCTBEHHYIO PernCTpaLuIo, COIVIAaCHO NpuioxkeHnio N 9.

B ciyuae eciv Ha maty nogauu B MMHMUCTEPCTBO 3[IpaBOOXPaHEH S
Poccuiickoit @epepauiyn 3asaBjieHNs 0 TOCYLapCTBEHHON perucrpauumn
IpeeabHONM OTITYCKHOM IIeHbl Ha JIeKapCTBEHHbIN MperapaT MHOCTPAHHOTO
MIPOU3BOAUTENISI, B TOM YMCJIE OCYILIECTBJISIIOILEr0 ePBUIYHYIO U (MUJIN)
BTOPUYHYIO YITIAKOBKY JIEKAPCTBEHHOTIO MMpenapara B Poccuiickoin
@epepaniyiy, 3aperucTpUpoOBaHa rpeaesibHas OTIYCKHAs 1ieHa Ha
BOCIIPOM3BeAeHHbII TeKapCTBEHHbIN Mpenapar, COBIaaalouuii 1o
MeXAyHapOLHOMY HellaTeHTOBAHHOMY HaMeHOBaHMUIO (TIpU €Tro
OTCYTCTBUM - TPYHIIMPOBOYHOMY UJIU XMUMUUYECKOMY), JIEKAPCTBEHHO
dbopme 1 D03UPOBKE, MOHMKAOII NI KO3PPULIMEHT onpeaesieTcst 1o
dbopmynam pacueTta, mpeaycCMOTPEHHBIM MpuaoxkeHreM N 9 K HaCTOsII e
MeTOAVIKeE.

34. B ciiydae eciiu npeiesibHas OTITYCKHasI lleHa Ha pedepeHTHbI
JIeKapCTBEHHbII IpernapaT B paMKaxX MeXXIyHapOAHOTO HeIaTeHTOBAaHHOTO
HaMMeHOBaHUS U JIeKapCTBEHHO (hOpMbI He 3aperucTpupoBaHa Win ecjiu B
paMKax MexXOyHapOLHOTO HellaTeHTOBAHHOI'O HaMEeHOBAaHUS U
nekapcTBeHHOV opMbl pepepeHTHBIN JieKapCTBEHHbIN TpenaparT
OTCYTCTBYET, AepsKaTeslb WIN Baaaesel] perMcTpalMOHHOTO YOO0CTOBEPeHM S
(YIIOJTHOMOYEHHO€e MM JIU10) BOCIIPOM3BEeIeHHOTO JIEKapCTBEHHOT'O
Ipenapara IpeiCcTaBisieT IJisi TOCYyIapCTBEHHON perucTpauum npeneabHyo
OTITYCKHYIO LIeHY Ha JIeKapCTBEHHBIN IIperapar, He IPEeBBIIIAIILYI0 LIeHY
(Lirip) (py6ieit), paccunTaHHYIO 110 hopmyIie:
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LIM - 3aperucTpupoBaHHas npeaeabHast OTITYCKHAs IleHa Ha
MOTPEOUTEIIbCKYIO YITAKOBKY JIEKaPCTBEHHOTI'O IIperapaTa, COBIaIal0IIero
10 MeXIyHAPOJHOMY HEIaTEeHTOBAHHOMY HaMMEHOBAHUIO (TIPU €ro
OTCYTCTBUM IO TPYNIIMPOBOYHOMY WJIM XMMUUYECKOMY) U JIEKAPCTBEHHOMN
dbopme, oripeiesieHHasi B COOTBETCTBUM C ITyHKTOM 35 HacTosIIIei
MeTOIMKM (Hajee - MaKCUMasbHas 1ieHa) (pyoieir);

K11 - mormskawmmii Koa@ouimeHT, 3HaUeHMUSI KOTOPOTo Py
rOCyJapCTBEHHOM PermcTpanuyu pacCUMThIBAIOTCS B COOTBETCTBUM ITYHKTOM
36 HacTosIeil MeTOAUKM U MyHKTOM 28 [IpaBu (IIpOLIeHTOB), C
OKpYIJIEHMEM IO COTBIX.

[lns pacueTa npeeibHOM OTITYCKHOJ 11eHbl TIPOM3BOAUTENS Ha
MMMYHOOMOJIOTUYECKIIA JIEKaPCTBEHHBIN Mpernapar (BakIHy) B
COOTBETCTBUY C HALIMOHAbHBIM KajleHJapeM MpodmIaKTUIeCcKuX
MIPMBUBOK MOHMKAOUIMI KO3DPUILIMEHT He TPUMEHSIeTCS.

B ciyuae eciiy B paMKax MeXXIyHapOJHOI'O HEITaTeHTOBAHHOTO
Ha¥MeHOBaHUS U JIeKapCTBEeHHOV GOpMBbI IpeJiesibHas OTITyCKHAS LieHa Ha
pedepeHTHbI TeKapCTBEHHBIN ITpenapar He 3aperucTpupoBaHa 1
3aperucTpypoBaHa rpenenbHas OTITYCKHA 1jeHa [IPOM3BOAUTE Ha
BOCIIPOM3BeIeHHBbI JIeKaPCTBEHHBII MTperapar ¢ yueToM TpeboBaHMii
MyHKTa 15 HacTosIIelt MeToAUKY, [l pacyeTa Mpeie/IbHbIX OTITYCKHBIX
LleH [IpOM3BOAMTe el Ha BOCIIPOM3BeJeHHbIe JIeKapCTBeHHbIe IperapaThl
MOHMKAIMI KO3DDUIMEHT He TPUMEHSIeTCs ;

Kd (emuHuir) - cooTHOIIeHME MEX/TY KOJMUECTBOM JieKapCTBEHHbIX GOpM
BO BTOPMYHOJI YITAaKOBKE BOCITPOM3BE€HHOTIO JIEKAPCTBEHHOTO Iperapara
M Ka4eCTBOM JIEKapCTBEHHOTO ITperapara, COBNagaoiiero mo
MEeXIYHAapOAHOMY HeIlaTeHTOBAaHHOMY HayIMEeHOBaHMIO (TIPY ero
OTCYTCTBUU IO TPYIIIIMPOBOYHOMY WJIM XMMUYECKOMY) U JIeKapCTBEHHO

dopme;

Kz, - cooTHOIIeHMe MeXy KOJIMUYeCTBOM eIMHUL] aKTUBHOIO BelllecTBa B
JIO3MPOBKE BOCITPOM3BEAEHHOI0 JJeKAPCTBEHHOIO Mperapara u



KOJIMYECTBOM €IMHUIL aKTMBHOTO BELIECTBA B JO3MPOBKE JIEKAPCTBEHHOTO
mperapara, COBIIaJaoIIero o MexayHapoJHOMY HellaTeHTOBAaHHOMY
HaVMEHOBAaHMIO (TIPY €ro OTCYTCTBUM IO I'PYIIIMPOBOYHOMY MU
XMMMUUECKOMY) U JIeKapCTBEHHO opme.

35. MakcuMasibHasl LieHa OoIpeaessieTcss KaK MaKCMMaJlbHast
3aperucTpypoBaHHad npeneabHas OTIIYCKHas 1leHa Ha JIeKapCTBeHHbIN
Iperniapar, COBIIaAA0LINIA [10 MeXAYHAPOAHOMY HellaTeHTOBAaHHOMY
HaMMeHOBaHMIO (IIpU ero OTCYTCTBUU 110 IPYIIIMPOBOYHOMY WIN
XMMUYECKOMY), 1eKapCTBEHHO (opMe, N103UPOBKe (KOHILIEHTPAI UM,
aKTMBHOCTU B eMHULIAX NeICTBUS) U 10 KOJINYeCTBY BO BTOPUUHOI
MOTPeOUTeNIbCKOI yITaKoBKe C BOCIPOM3BeeHHbIM JIeKapCTBEHHbIM
rpernapaToM.

B ciryyae ecniv ipefienibHast OTITYCKHAsI IleHA POV 3BOAUTES Ha
JleKapCTBEeHHbI Tpenapar 6bla IepeperuMcTpupoBaHa, Ipu orpeaeIeHnn
MaKCMMaJIbHO 1I€HbI YUYUTHIBAETCS ITOCTEIHSISI 3aPETUCT pUPOBAHHAS
rpeesbHast OTITYCKHAs I[eHa Ha JIeKapCTBEHHbIN Tpernapar.

B ciryuae ecsin He 3aperncTpupoBaHa IpefesibHas OTIYCKHAs LleHa Ha
JIeKapCTBEHHBIN TIpernapar, COBINaAalolii 10 KOJINYECTBY JIeKapCTBEHHBIX
($hopM BO BTOPUYHOI MMOTPEOUTETHCKOI YIIAKOBKE C 3asIBJIEHHBIM
BOCIIPOM3BeeHHbIM JIeKapCTBEHHBIM I1peliapaToM, MakCUMalibHas LieHa
orpezesseTcs Kak 3aperMcTpMpoBaHHas rpeesibHas OTIYCKHAS LleHa Ha
JIeKapCTBEHHbIN Mpernapar, COBNaAAIIMiA 0 MeKIYHaPOAHOMY
HEeNnaTeHTOBAHHOMY HaMMEHOBAHUIO (IIPU €ro OTCYTCTBUM 110
TPYIIIMPOBOYHOMY WIM XMMUYECKOMY), JIeKapCTBEHHO (popMe, TO3UPOBKeE
(KOHLeHTpaLyy, aKTUBHOCTU B eAMHULIAX OeiCTBUS) C MaKCMMaJIbHOM
CTOMMOCTDIO JIEKapCTBEHHOI (HOPMbI JIeKapCTBEHHBIX ITperapaTos,
MMEIONIMX OJIVDKAIIe CMesKHbIe KOJIMUeCTBa BO BTOPUYHBIX
(MOTpe6UTENTHCKIX) YITAaKOBKAX.

B ciiyuae eciivt He 3aperncTpypoOBaHbI IpeeabHble OTITYCKHbIe [IeHbI Ha
JIeKapCTBEHHDIN IIperapar ¢ TaKOii ke J03MPOBKOM (KOHLIeHTpaluei,
aKTMBHOCTBIO B €AMHUIIAX JEeMCTBUS), UTO U 3asIBJIEHHbIN
BOCIIPOM3BEeHHbII JIeKapCTBEHHBDII IIperapar, MakCMMalbHas LieHa
oIpefesisieTCsl KaK 3aperucTpUpoOBaHHas NpeebHas OTIIYCKHAs LieHa Ha
JIeKapCTBEHHDIN IIperapar, COBIaLaIIuii 10 MeXIyHapOLHOMY
HeIlaTeHTOBAHHOMY HaMMEeHOBAHMUIO (TIpU ero OTCYTCTBUM 110
TPYNIIMPOBOYHOMY WJIM XMMUUECKOMY), TIeKapCTBeHHOIi opme ¢



MaKCHMMaabHOM! CTOMMOCTbIO €IVMHUIIbI aKTMBHOI'O BEIIeCTBa
JIEKapCTBEHHBLIX ITpeIriapaToB, MMEIIINX OJIVDKajile CMesKHbIe JO3MPOBKNA.

36. [loHmxkatomuit KoaguiineHT Ajis pacueTa mpefeabHbIX OTITYCKHBIX 11€H
Ha BOCITPOM3BeeHHbIe JJeKapCTBeHHbIe MIperapaThl OITpeaesiseTcs B
COOTBETCTBUM C MAKCMMAJILHOI LIEHOM 1 PaCcCUMTHIBAETCSI B COOTBETCTBUM
C ITYHKTOM 33 HACTOSIIE METOIVKN.

IX. PacuerT mnipefiesibHOM OTITyCKHOV 1IeHbl IPOU3BOAUTENEN
rOCyLapcCTB - WieHOB EBpasuiickoro 3KOHOMMYECKOro Cor3a
Ha JIeKapCTBEHHbIN ITperiapaT IIpu ee repeperucTpanunumn

37. IlpenenpHas OTIYCKHAS LieHA HA JIeKapCTBEHHBIN [Ipenapar IIpu ee
repeperucTpanuy yCTaHaBIMBAETCS [IJIs1 KaK0ro [IPOU3BOAUTENS B
paMKax peruCTpalnyiOHHOIO Y 0CTOBepeH s JIeKapCTBEHHOTO IIpernapara B
COOTBETCTBUM C TpeOOBaHUAMM MTyHKTOB 24 1 25 [IpaBui1 1 He MOXeT
IIPeBbIIaTh MMHMMA/IbHYIO LIeHY, PACCUMTAHHYIO B COOTBETCTBUM C
HacTosIell MeTOOUKOI.

38. Ilepepeructpanys npeneibHOi OTIIYCKHO LleHbl IPOM3BOANUTEIIS
rOCy[apCTB - WieHOB EBpasuiiCKkoro 3KOHOMMYECKOro CO3a Ha
JIeKapCTBEHHbIN Ipernapar B ¢1y4dasx, IpefyCMOTPEeHHbIX IMOAITyHKTaMu "a"
- "B" myHKTa 32 IIpaBuii, OCyLeCTBIISIETCS UCXOOS:

a) U3 pacyera, IMpeayCMOTPEHHOTO IpuioxkeHem N 7 K HaCcTosIen
MeTOJVKE;

6) 13 060CHOBaHMSI pacyeTa Mpeie/IbHOV OTITYCKHOI I[eHbI Ha
JIeKapCTBEHHbIIT ITpernapaT MPou3BOIUTEJISI TOCYJaPCTB - WIEHOB
EBpasuiiCkoro 9KOHOMMYECKOTO COI03a, TPe/ICTAB/ISIEMOIi Ha
nepeperucTpanuio, CoriaacHo npmiokenuio N 10.

39. [IpenenbHas OTITYyCKHAs 1jeHa ITPOMU3BOIUTES TOCYAAPCTB - YWIEHOB
EBpa3smiickoro 5KOHOMMYECKOT0 COI03a Ha JIeKapCTBEHHBI IIpernapar 1npu
ee repeperucTpauuy B CJiyyasx, yKa3aHHbBIX B [IOLITYHKTAxX "a" 1 "B" IIyHKTa
32 IlpaBuiI, NIOAJIEXKUT YBEIUUEHUIO:

a) Ha BeJINYMHY YAOPOXKaHMS ChIPbSI M MaTepUasoB;
0) Ha BeJIMUMHY M3MeHeHMs HaKJIaJHbIX PacX0/I0OB.

40. IMpemenbHast OTITYCKHAS IIeHA TTPOU3BOIUTENIS TOCYIAPCTB - YIEHOB



EBpa3smniickoro 5KOHOMMYeCKOTr0 COl03a Ha JIeKapCTBEHHBbI1 IIpernapar npu
ee repeperucTpauyu B caydae, yka3aHHOM B MTOATTYHKTe "6" MMyHKTa 32
[TpaBwuii, mopa/IeXXUT YBeINYEHMIO B YaCTH LIeH Ha CbIpbe Y MaTepuallbl,
VICIIOJIb3yeMble IIPY IIPOM3BOACTBE KOHKPETHOI'O JIeKapCTBEHHOI'O
Iperniapara, IIporopPLMOHaAbHO BeIUUMHe YI0POKaHUS CTOMMOCTY ChIPbS U
MaTepuasioB B CTPYKTYpe 3aTpaT Ha IPOU3BOACTBO U peain3aluio
JIeKapCTBEHHOTO IIperapaTra, KOTOpOoe B PaBHO CTeIleH) BIKsSIeT Ha
3aperucTpMpoOBaHHbIE 1[€Hbl Ha BCe JIeKapCTBEHHbIe Ipernaparsl,
OTHEeCeHHbIe K OJHOMY MeXIyHapOLHOMY HeIlaTEHTOBAHHOMY
HaMMEeHOBaHMIO ¥ UMeloLlJe OAVHAKOBBI ITyTh BBeLeHNS.

41. BemmumHa yBenMueHNs 3aperMcTpUpPOBAHHON IIpeebHO OTIIYCKHO
LleHbl Ha JIeKapCTBEeHHBI IIperapaT NPOU3BOANUTeIS TOCYIapCTB - YIeHOB
EBpa3smiickoro 5KOHOMMYECKOT0 CO103a IIPU ee nepeperncTpanum B
CJTyyasix, yKa3aHHbBIX B MOAMYHKTaX "a" 1 "6" myHkTa 32 IIpaBui, He TOKHA
MpeBbIIaTh YPOBeHb aKTHMUeCKoi MHMIISIMK ITPelleCTBYIONero
KaJIeHJapHOTro rojia ¢ yueTOM IIPOTHO3MPYeMOT0 YPOBHS MHISLIUN
TeKYIllero rofa, yCTaHOBJIE€HHOTO (pefepasbHbIM 3aKOHOM O defepaabHOM
610/keTe Ha COOTBETCTBYIOLIMIA (GMHAHCOBBIN o[l U TIaHOBBIN Mepuog, (1)
(TIpOLIeHTOB), OTIpefeisieMblit o popmyJe:

U= UITLL=(100+ yposens undusiumn )

-100%,
100

roe:

WIILI - HOeKc moTpe6uUTeNbCKMUX II€H Ha TOBAPhI U YCITYTU
MpeAlIecTBYIOLEero KaJleHaapHoro roaa (IIpoLeHTOB);

ypoBeHb MHGAAIUUTT - TPOTHO3UPYEeMblii ypOBeHb MHOSLNM TEKYIIero
rojia, yCTaHOBJIEHHBI emepasbHBIM 3aKOHOM O deepasbHOM OI0/IKeTe Ha
COOTBETCTBYIOII Mt (MHAHCOBDII TOA, U TIJIAHOBBIN MIepuoI (IIPOLEHTOB).

42. Ilpu pacueTe IpeaeabHOI OTITYCKHO LIeHbl Ha JIeKapCTBEHHBIN
rperiapar npu ee repeperucTpanum B Caydasix, yka3aHHbIX B IIOAITYHKTAxX
"a" - "B" myHKTa 32 [IpaBui, He yUUTHIBAETCS YBEJIMUYEHME HAKIagHbIX
pacxoioB NPy M3MeHEeHUM CITocoOa OTHeCEHUST OOIeTPON3BOICTBEHHbIX U
00111eX035/ICTBEHHbIX PACX0/I0B Ha Ce6eCTOMMOCTh JIeKapCTBEHHOTO
rpenapara, a Takke IIpy U3MEeHeHMM 3HaUeHMi1 IToKa3aTesen,

UCIIOJIb3YE€MbBIX B COOTBETCTBUMN C y‘IETHOVI MTOJIUTUKOT IIpON3BOANTEIIA



rocynapcTsa - yieHa EBpa3uitckoro 53koHOMMUUYeCKOro CO3a ISl OTHeCeHU ST
00611IerTPON3BOICTBEHHBIX U 0011€X0351/ICTBEHHbIX PACXOI0B Ha
ce6ecTOMMOCTb JIEKapCTBEHHOTO Ipernapara.

43. [lepepernctpauus npeneabHON OTITYCKHOM 1[eHbl IIPOU3BOAUTEIIEeN
roCylapCTB - WieHOB EBpa3muiiCKOro 5KOHOMMUYECKOT0 CO03a Ha
JIeKapCTBEHHBIN Ipernapar B cayJdae, IpeLyCMOTPeHHOM MOAITYHKTOM T
nyHKTa 32 [IpaBuii, OCYILIeCTB/ISIeTCS HA OCHOBAaHUM CBEeHUA,
NpenyCMOTpPeHHbBIX NpuiiokeHneM N 1 K HaCTos el MeToAMKe.

44. TlpenenbHas OTITyCKHAS LleHa TPOM3BOAUTEIEN TOCYAapCTB - YWIEHOB
EBpa3mniickoro 5KOHOMMY€eCKOTO COl03a Ha JiIeKapCTBEHHbIN ITpernapaT
MOJJIeXKUT MepeperucTpalm B cjiyuae, yka3aHHOM B ITOJMYHKTe 'T" ITyHKTa
32 [IpaBwuJi, eciu cpeHeB3BellleHHas (pakTuyeckas OTITyCKHas IleHa Ha
JIEKapCTBEHHBIN IIpenapar 3a Iepuo/, MCTEKIINIA CO THS roOCyIapCTBEHHOMN
peructpauuu (rocjaegHeln nmepeperucTpaiyn) npeaeabHON OTITYCKHON
I[eHblI, ObLJIa HIKE 3aperMCTPUPOBAHHON Ha 3TOT IepUO/I IeHbI He 6oJiee
yeM Ha MMPOTHO3UPYeMblii ypOBeHb MHGJISINY, YCTAaHOBJIEHHbII Ha
TeKyluii rof henepanbHbIM 3aKOHOM O ¢efiepaibHOM Oro/iskeTe Ha
COOTBETCTBYION I (DMHAHCOBBIN IO, M TIJIAHOBBIN MIEPUO/I,.

45. BenuunHa yBeJIMUeHMS 3apeTUCTPUPOBAHHOM TTpefe/bHO OTITYCKHOIA
LIeHBI ITPOM3BOAUTEJIEN TOCYIAPCTB - WieHOB EBpa3niickoro
SKOHOMMYECKOI'0 COX03a Ha JIeKapCTBEHHbIN IIperapar Ipu ee

riepeperucTpanum B crydyae, yka3aHHOM B MOAIIYHKTe "T" myHKTa 32 [IpaBun
(Ye) (mpo1ieHTOB), ompeaesieTcsi 1o hopmyiie:

LICHA 3apCr - lICHA CPB3B OTII |

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

LiCHa 3aper

rue:

VII - IPOrHO3UPYEMblii ypOBeHb MHMJISIMY, YCTAHOBIEHHBIN Ha TeKYIIUIA
rof, ¢pemepasbHbIM 3aKOHOM O (eiepabHOM OIOKeTe Ha
COOTBETCTBYIONIMIT PUHAHCOBBIN IO, U MJIAHOBBIN MTepuo, (TPOLIeHTOB);

W1 - KoadduineHT 11eHOBOJ IPYIIbI, OMpeessieMblii B COOTBETCTBUM CO
3HaUeHUSIMM KO3 duIiieHTa 1eHOBO TPYIIIIbI, IPUMEHSIEMOT0 IIPU
pacuere mnpeneabHbIX OTIIYCKHBIX L[eH ITIPOMU3BOANUTE/IeN Ha JIeKapCTBEHHbIE
rperiaparsl, IpeACcTaBIsieMbIX Ha ITepeperncTpaluio, COrmacHoO



npuioxkenuio N 11.

IleHOBas rpyIima onpeaesnsieTcss MCXOIs U3 3aperMCcTPUPOBAHHON
rpefesibHOM OTITYCKHOI LieHbI Ha JIeKapCTBEHHBII IIperapar 3a Iepuof,
UCTEKIIUI CO AHS TOCYAapCTBEHHOM perucTpalnm (mocaenHein
repeperucTpanmn);

1leHa 3aper - 3aperuCcTpMUpOBaHHas IpeiebHasl OTITYCKHAs 1leHa Ha
JIeKapCTBEHHbIN IMpernapar 3a Mepuo, UCTEKIINI CO THS TOCyAapCTBEHHOI
perucTpauuu (ocjaegHei nepepeructpanymu) (pyosnei);

1leHa CPB3B OTIIM - CpeiHeB3BellleHHas haKkTHUuecKkasi OTITyCKHas 1ieHa
IIPOU3BOAUTENIS TOCYAAapCTBa - YieHa EBpasuiickoro 3KOHOMMUYECKOro
CO103a Ha JIeKapCTBEHHbIN Mperapar, OTIYIIEeHHbIN 32 OTUETHBIN ITepUo,
paccuMTaHHas B COOTBETCTBUM C pasnaenom IV HacTosIel MeToouKu

(pyOutein).

46. [Ipenyiaraemas K iepeperucTpauum rnpepesbHast OTIyCKHAs I[eHa Ha
BOCITPOV3BEI€HHbIV JIEKAPCTBEHHbII ITperapaT He MOKET IPEeBbIIIATh
OTIYCKHYIO LIeHY, PACCUMTAHHYIO B COOTBETCTBUM C HACTOSIIE/ METOIUKOM
c yuetTom TpeboBaHMit myHkTa 31 [TpaBuI.

X. Pacuer npefesbHOM OTIYCKHOM LI€HbI MHOCTPAHHbIX
IMPOU3BOANUTEIEN, B TOM UMCJIe OCYIIEeCTBSIONINX IEPBUUYHYIO
¥ (M) BTOPUUYHYIO YIIAKOBKY JIeKapCTBEHHOI'O Iperapara
B Poccuiickoit @enepaliyiy, Ha JeKapCTBEHHBIN Iperapar
IIpU ee IepeperucTpanun

47. IlpenenbHas OTHYCKHAs IleHa Ha JIeKapCTBEHHbIN IIpernapaT
MHOCTPAHHBIX TIPOU3BOAUTEJIEN TIPU ee MepeperucTpanumn
YCTAaHABJIMBAETCS [JIS1 KaXKIOr0 IPOU3BOAUTEIISI B paMKax
perucTpauMoHHOTO YAOCTOBEPEHMS IeKapCTBEHHOrO Ipernapara B
COOTBETCTBUM C TPeOOBaHMUSIMM MTYHKTOB 24 1 25 [IpaBui 1 He MOXKeT
MPEBbIIATh MMHUMAJIbHYIO LIeHY, PACCUMTAHHYIO B COOTBETCTBUM C
HacTosIIell MeTOOUKOI.

48. Ilepepernctpauus npeneabHON OTITYCKHOM LeHbl MHOCTPAHHbIX
MpOM3BOAMTEIe Ha JIeKapCTBEHHbIN MpernapaT OCyIeCTB/ISIeTCS Ha
OCHOBaHUMU:

a) CBeJleHMt, MpeayCMOTpPeHHbIX MpuiokeHreM N 4 K HaCTOSIII e



MEeTOaMKeE,

6) 060CcHOBaHMS pacyeTa MpeneabHO OTITYCKHOJ 1IeHbI Ha JIeKapCTBEHHbII
npenapaT MHOCTPAHHBIX IIPOM3BOAUTEEN, B TOM UMCJIe OCYIIeCTBIISIOMMX
TEPBUYHYIO U (M) BTOPUYHYIO YIIAKOBKY JIEKAPCTBEHHOTIO IMpernapara B
Poccuiickoi ®engepanm, IpeacTaBseMoil Ha lepeperucTpannio, COriacHO
npunoxenuo N 12.

49. Tlepepeructpaiius npeaeabHO OTITYCKHOM 11eHbl MHOCTPaHHbIX
MMPOMU3BOANUTEJIEN, OCYIECTBIISIIOIIMX TTIEPBUYHYIO U (MJIN) BTOPUYHYIO
YIIaKOBKY JIEKapCTBEHHOTO Tperapara B Poccniickoii enmepanym, Ha
JIeKapCTBEHHbIN MpernapaT OCyLeCTBISIETCS HA OCHOBAHUMN:

a) CBeJleHUI, MPeayCMOTPEeHHbIX NpwiokeHneM N 1 K HacTosIIen
MeTOJVKE;

6) 060CHOBaHMSI pacueTa, MpeaycMOTPeHHOro npuaokenmem N 12 K
HacToslIell MeToauKe.

50. ITpemenbHast OTITyCKHAS IleHa MHOCTPAHHBIX POU3BOIUTENIEN, B TOM
Yyciie OCYLIEeCTBISIOIINUX IePBUYHYIO U (M) BTOPUUHYIO YIIAKOBKY
JIeKapCTBEeHHOrO npernapara B Poccuiickoit @enepanyy, Ha 1eKapCTBEHHbIN
rperiapar npy ee repeperucrpanuy MoaJIeXUT YBeJIUUeHUIO [1PU
COOJTIOIeHUY CTIeAYIOMNX YCTOBMIA:

a) ecJIM pOCT Kypca Hal[MOHAJbHOV BaIIOThI TOCYAapCTBA - TPOM3BOAUTES
JIeKapCTBEHHOTO MperaparTa K py6IIio co AHS TOCyAapCTBEHHOM
peructpauuu (IocjaegHen nepeperucTpainn) npeaejabHOn OTITYCKHOM
LIleHbI IPOM3BOAUTEISI HA JIEKAPCTBEHHBbIN Mpernapar o OTHOIEHUIO K
KypCy Hal[MOHaJbHO Ba/IFOTHI O JAThI 10a4YM JOKYMEHTOB Ha ee
oueperHYI0 NepeperucTpaluio MpeBbiiaeT MIPOrHO3UPYeMblil yPOBEHb
MHOASU MY TEeKYIIero rofa, yCTaHOB/IeHHbI (efepasbHbIM 3aKOHOM O
dbenepasbHOM 610/IKETE HA COOTBETCTBYIOIINI GMHAHCOBBIN IO U
TIJIAaHOBBIVA TE€PUO;

6) ecu cpegHeB3BelIeHHas (pakTHUecKas IeHa BBO3a JIEKAPCTBEHHOTO
npernapara (/s 1eKapCcTBeHHOTro IpernapaTta MHOCTPaHHOTO
TIPOM3BOIUTEISI, OCYIIECTBIISIIONIErO MePBUUHYIO U (U/IM) BTOPUYHYIO
ymakoBKy B Poccuiickoit @epepaiiun, IpUMeHsIETCS CpeHeB3BellleHHas
I[eHa OTITyCKA) 32 OTUETHBI Iepuo 6blyia HIsKe 3aperucTpUpoBaHHOM Ha
9TOT IMepUOJ, LIeHbI He 60JIee UeM Ha IMPOTHO3MPYeMbIil ypOBEeHb MHISIINMN,



YCTaHOBJIEHHBIN Ha TeKyIIuii roj dhemepasbHbIM 3aKOHOM O (pefepaJbHOM
Or0[I3KeTe Ha COOTBETCTBYIOIINI (DMHAHCOBBIN I'OJI M TIJIAHOBBIN ITEPUOJ;

B) ec/iu TIpejie/ibHasl OTITYCKHAsI IleHa MHOCTPAHHOTO TPOM3BOAUTES Ha
JIeKapCTBEHHbIN TIpernapar Ipu ee repeperucTpaluy He IpeBbIliaeT
MUHMMAJIbHYIO OTITYCKHYIO IIeHY MHOCTPAHHOI'O ITPOM3BOIUTES Ha
JIeKapCTBEHHBIN IpernapaTr B MHOCTPAHHbIX TOCYIapCTBaX, YKa3aHHBIX B
npuaokeHnu N 2 K HaCTOsIel MeToaMKe, oipeieJIeHHYI0 B COOTBETCTBUMA
c pasgesioM VII HacTosIeit MEeTOAMKY Ha OCHOBAaHUM pacyeTa,
MpeyCMOTPEHHOTO MpuioskeHreM N 3 K HACTOSIIIEe METOOMKE, C YYETOM
PacxomoB, CBSI3aHHBIX C TAMOKEHHBIM 0(OPMJIEHMEM.

51. Ilpenyiaraemasi K mepepermucTpanym rpeaesibHas OTITyCKHasI IleHa Ha
BOCIIPOM3BeeHHbIl IeKapCTBEHHbIN MpernapaT He MOKeT IIpeBbIlIaTh
OTITyCKHYIO LIEHY, PACCUMTAHHYI0 B COOTBETCTBUM C HACTOSILEI METOAMUKO
c yueToM TpeboBaHMi1 myHKTa 31 IIpaBumiI.

52. BenuunuHa yBeaudyeHus 3aperuCcTpUpPOBAHHOI Mpeie/IbHOM OTITYCKHOM
LleHbl MHOCTPAHHOTO IIPOU3BOAUTEIS HA JIeKapCTBEHHbIN ITpernapar Ipu ee
nepepeructpauuu (Yu) (IpoLeHTOB) C OKPYIJIEHMEM [0 COTBIX
omnpepensieTcs o popmyiie:

1ICHA 3aper - 1ICHA CPB3B BB,
lCHa 3aper

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

rae:

VII - TPOrHO3UPYEeMbIit YPOBEHb MHOIISIMY, YCTAHOBAEHHBI HA TEKYIIMIA
roj hemepasbHbIM 3aKOHOM O (eepaabHOM OI0IKeTe Ha
COOTBETCTBYIONIMIT PUHAHCOBBIN IO, U MJIAHOBBIN Mepuo, (TPOLeHTOB);

W1 - koaduineHT 11eHOBOJ IPYIIbI, OMpeAesieMblii B COOTBETCTBUM CO
3HaUeHUSIMU KO3(PDUIINEHTOB 1I€HOBO I'PYIIITbI, TPeAyCMOTPEHHBIMMU
npwioxeHuem N 11 K HacTosIIen MeToguke.

LleHoBas rpyr1na onpenesieTcss MCXOAs1 U3 3aperuCTPUPOBAHHOM
IpesiebHOM OTIYCKHOM II€HbI Ha JIeKapCTBEHHbIN Mperapar 3a Iepuon,
MUCTEKIINI CO AHS TOCYyAapCTBEHHOM perucTpaunum (mocaegHein
repeperucTpainmmn);



1leHa 3aper - 3aperuCTpMUpOBaHHas MpeiebHAasl OTITYCKHAs 1leHa Ha
JIeKapCTBEHHbIN Mpernapar 3a Mepuo, UCTEKIINI CO THS TOCYyAapCTBEHHOI
perucTpauuu (mocjaegHei nepepeructpanymu) (pyosnei);

1leHa CPB3B BBII - CpelHeB3BellleHHas hakTuyeckas lieHa BBO3a
JIeKapCTBEHHOrO Mperapara MHOCTPAaHHOI'O ITPOM3BOAUTEIISI, BBE3€HHOTIO 3a
OTYEeTHBIN NTepUOJ, paCCYUTaHHAs B COOTBETCTBUM C paszgesiom VI
HacTosII el MmeToguku (pyo6ieit).

53. BeninunHa yBeanMuyeHNs 3aperucTpUPOBAHHOI Mpeie/IbHOM OTITYCKHOM
LleHbl MHOCTPAHHBIX IIPOU3BOANUTEIIEN, OCYILECTBISIOLMX [IePBUYHYIO U
(1) BTOPUYHYIO YIIaKOBKY B Poccuiickoit @enepanym, Ha JieKapCTBEHHbIN
npernapar IIpu ee IepeperucTpanum onpeenseTcs rno Gopmyiie,
MpUBeIeHHOJ B IyHKTe 45 HACTOsIIel MeTOINKMA.

54. B ciyyae ecu 32 OTUETHbI IepuoJ, JieKapCTBEeHHbII Mperapar B
paMKax OLHOTO PernCTPaLlMOHHOr0 YAOCTOBEepeHNs BBO3MIICS Ha
TeppuTopuio Poccniickoit @enepaiiny MHOCTPAHHBIM ITPOMU3BOAUTEIEM
(MMIIOPTEPOM) U OTI'PY3KAJICI MHOCTPAHHBIM IPOU3BOLUTETIEM,
OCYIIEeCTBIISBIUMM [IePBUYHYIO U (MJI) BTOPUYHYIO YIIAKOBKY
JIeKapCTBeHHOTO Tpenapara B Poccuiickoin @enepaium, pacuet
Tpee/IbHOM OTITYCKHO LIeHbI IPOMU3BOLUTEIS I1IPU IlepeperucTpanumn
OCYILIeCTBJISIETCS C IpMMeHeHeM 0011et cpelHeB3BellleHHO 11eHbl BBO3a U
OTITyCKa JIeKapCTBEHHOrO IIpernapara.

O61as cpeHeB3BelIeHHas LieHa BBO3a M OTITyCKa J1eKapCTBEHHOTO
npernapara MpMMeHsIeTCsl BMEeCTO CpeiHeB3BellleHHOM GakTUYecKoit 1ieHbl
BBO3a JIeKapCTBEHHOTO ITpernapara (LieHa CPB3BIID BBII) U
cpenHeB3BelleHHO (aKTUUeCcKoi OTITYCKHOJ 1[eHbl IeKapCTBEHHOTO
nperapara (LeHa CpB3BIIP OTIII) [IpU [lepeperucTpanuum rnpeneabHon
OTITYCKHOJ LleHbI IIPOM3BOAUTEIIS Ha JIeKapCTBEHHDII Ipernapar B ClyJdasx,
IIpeyCMOTPEHHBIX ITYyHKTOM 34 IIpaBuil, A1l pacueToB B COOTBETCTBUM C
MOAITYHKTOM "6" myHKTa 50, myHKTamu 52 1 53 HacTosIIIei  METOAVKMN.

[Tpunoxenne N 1

K MeTOJMKe pacyeTa
yCTaHaBJIMBaeMbIX ITIPOU3BOAUTEJISIMU
JIeKapCTBEeHHBIX IIperapaToB
NpeebHbIX OTITYCKHBIX 1[eH

Ha JleKapCTBeHHbIe Mpernaparhl,



BK/IIOUEHHBIE B [IePeYeHb XU3HEHHO
HEOOXOJMMBIX U BasKHEMIINUX
JIeKapCTBEHHBIX IIpernaparos,

IIPU UX TOCYAAPCTBEHHOM
perucTpauuy u nepeperucTpanum

CBELOEHWNA
06 obbeMax M OTMYCKHbIX LleHaX Haxoasawmxcsa B obpalieHun
B Poccuinckon depepaunin nekapCTBEHHbIX NpenapaTos
npoun3sBoanTenen rocyaapcTs - 4NeHoB EBpa3nmnckoro
3KOHOMMNYECKOro Co3a N MHOCTPAHHbIX Npou3BoAUTENEN,
OCYLLEeCTBAAWMX NEPBUYHYIO U (UIN) BTOPUYHYIO YMAaKOBK
NleKapCTBEHHOro npenapaTta B Poccunckon ®depgepauun,
3a OTYETHbIN Nepunopg <*> ¢ 20 r.no 20_ .

(HanmeHoOBaHMe OpFaHVIBaLI,I/IVI-3aFIBVITeJ'IFI)

I. CBeoeHnsa o nekapCTBeHHOM npenaparTe

1. Homep permcTpamnyioHHOrO yI0CTOBEPEHMS

2. MexxmyHapoHOe HelaTeHTOBaHHOe, MJIM TPYIIITMPOBOYHOE, UJIN
XMMMUYeckoe HaMeHOBaHMe

3. ToproBoe HaMMeHOBaHE

4. JlekapcTBeHHas1 GopMa, O3MPOBKA MJIM KOHIIEHTPAIMSI, 00beM,
aKTMBHOCTD B €IVHUIIAX IeCTBUS

5. O6111ee KOMMYECTBO BO BTOPUUHOI (TIOTPEOUTEIbCKOI) YITaKOBKe

[l. PacyeT uUeHbl

/1

KonmnuecTtso CpenHeB3BelleHHas | 3apeructpupoBaHHas | [1pc
OTIYLIEHHOTO baxTuyeckas npefie/ibHas Tpe
JIEKapCTBEHHOI'O0 | OTITYCKHas LieHa OTITyCKHas I1eHa oTn
npernapara JIeKapCTBEHHOI'0 JIeKapCTBEHHOT'0 3a
npernapara 3a npernapara 3a OT




TBIC. TBIC. MOTPEOUTENIbCKYIO | TIOTPEOUTENbCKYIO yma
YITaKOBOK | py6uiesi | YITAKOBKY (6e3 ynakoBKy (6e3 HJIC), | mpe
HIC), py6neit pyouteitr <*> nep
(Ge:
<>:<>'<‘

1 |2 3 4 5 6

<*> OTYeTHbLIN Nepuod NpPU rocyaapCTBEHHOW peruncrpaumn
OTMNYCKHON LEeHbl MPOWU3BOAUTENS Ha JIeKApCTBEHHbIN npenapat
COOTBETCTBUN C MNYHKTOM 23 [lpaBun rocynapCTBEHHOW per
rnepeperncrpaunm ycTtaHaB/IMBaeMbIX MPOU3BOAUTENSAMU JleKapcC
npenesibHblX OTMYCKHbIX LleH Ha JleKapCTBEeHHble npenapaThbl, BKIIt
YXN3HEHHO HeobXoAMMbIX N Ba)KHENLWUX JsieKapCTBEHHbIX Npenag
rnoctaHosneHmem [paButenbcTBa Poccunnckon depepaunnm ot 2¢
N 865 "O rocypapCTBeHHOM perysiMpoBaHUN LEH Ha JieKapCTBet
BKJIlOYEHHbIE B MepevyeHb XXU3HEHHO HeobxoAMMbIX N BakKHeuLl
rnpenapaToB”, OTYETHbIV Mepuos Npu rnepeperncTpauum npenenbr
NnPoOn3BOONTENS Ha JIeKapCTBEHHbLIN MNpenapaT onpepenseTcs B
MYHKTOM 37 yKa3aHHbIX [1paBun.

<**> 3anosiHAeTCA nNpu nepeperncrpaunn npenesibHOM OTI
npon3BoaNTENs Ha JlIeKapCTBEeHHbIM npenapaT B Cly4aax, npe
noanyHKTom "r" nmyHkTta 32 n nyHKToM 34 lNpaBui rocyaapCTBEHH:
nepeperncTpaunn ycTaHaB/IMBaeMbIX MPOU3BOAUTENSAMU JleKapcC
rnpenesibHblX OTMYCKHbLIX LleH Ha JleKapCTBEeHHble npenapaThl, BKIIt
XXU3HEHHO HeobXoAMMbIX N Ba)KHEWLWUX JsieKapCTBEHHbIX Npenag
rnoctaHosneHnem [lpaButenbcTBa Poccunckon depepaunnm ot 2¢
N 865 "O rocynapCTBeHHOM perysinpoBaHUMN LEH Ha JieKapCTBEt
BKJIIOYEHHbIE B MepeyvyeHb MXXU3HEHHO HeOobXOoOWMbIX N Ba>KHeEWLU
npenapaTos”.

MpumMeyaHne. JononHuTenbHo B ¢opMe Tabnn4yHbiX [AaHH
NnpeacTaBnsalTCA OaHHble 06 obbeMax peanmsaunun IeKapCTBEHI
BCEM (paKTUYECKUM OTMNYCKHbIM LLeHaM 3a OTYeTHbIN nepunop Ha by
2 3K3emnnaapax) N B 3JIEKTPOHHOM Buae.



Ill. PeecTp OTrpy3oK sieKapCTBEHHOr 0 npenapaTta 3a nepuoa
C 20__r.no 20 .

N | Toprosoe IIpoussoautesns | HammeHnoBanue | Homep
II/TI | HAaMMeHOBaHue IIOCTaBIIMKa TOBApPHO
(JilekapCcTBeHHas HaKJIaJHOM

dbopma, 103MpOBKa,
KOJIMYeCTBO BO
BTOPUYHOI
(MOTpe6UTETIHCKOIA)
YI1aKOBKe)

1 2 3 4 5

Htoro

CpenHeB3BelieHHas GaKTuueckas OTIYCKHAS IeHa JIeKapCTBEHHOTO Tperia
(6e3 HJIC), pyoseit

PykoBoouTenb opraHmsaunmn-3asaBuTens
(nognuce) (d.n.o.) (TenedoH, agpec
3/IEKTPOHHOM NOYThI)

M.IT.

NcnonHunTtenb

(nognuce) (p.n.o.) (TenedoH, aapec
3NEeKTPOHHOW MNOYThI)

[Tpunoxenne N 2

K MeTOJMKe pacyeTa
yCTaHAB/IMBAEMbIX IIPOU3BOAUTEIIMU
JIeKapCTBEHHBIX MTperapaToB
Trpeie/IbHbIX OTITYCKHBIX I[eH

Ha JIeKapCTBEHHbIE ITperaparhl,
BK/TIOUEHHbIE B ITepevYeHb KM3HEHHO
HeoOXOAMMBbIX ¥ BasKHEMIINX



ITEPEYEHb

JIEKapCTBEHHBIX ITPEIIapaToOB,
npn nx I‘OCy,H,ElpCTBEHHOVI

perucTpauum u rnepeperucTpaun

MHOCTPAHHBIX TOCYIOAPCTB, B OTHOIIEHNN KOTOPBIX
I[MTPEOCTABJISETCA
MHP®OPMAILIYSA Ob YPOBHE MMHMMAJIbHBIX OTITYCKHbBIX LIEH
HA JIEKAPCTBEHHBIE ITPEITAPATDI

1. Benrpus

2. I'peueckast Pecrry6isimka

3. KoponesctBo benbrus

4. KoposnepcTBo McnaHus

5. KoponeBcTBo HumepiaHmoB
6. Pecry6smika IMosbia

7. PyMbIHUS

8. CioBarnikas Pecrrybamka

9. Typenkast Pecrry6mka

10. ®paniy3ckas Pecrrybamka
11. Yemnrckast Pecrry6mka

12. Crpana nnpousBoauTesns

[Mpunoxenne N 3
K MeTOAMKe pacueTa

YCTaHaBJ/IMBA€MbIX ITIPOU3BOOUTEISIMU

JIEKapCTBEHHbIX IIpeIiapaToB
MnpenejbHbIX OTITYCKHBIX LIEH

Ha JIeKapCTBEHHbIE ITperapaThl,
BKJTIIOUEHHbIE B ITepevyeHb KIU3HEHHO

HEOOXOOMMBIX U BasKHeMIIMX
JIeKapCTBEHHBIX ITPeIaparos,



TP UX TOCYIapCTBEHHO
perucTpauum u rmepeperucTpanun

PACHET
npeaenbHOM OTNYCKHOW LEeHbl MPON3BOONTENS HA JIEKapCTBEHHE
npeacTtaBnseMon Ha rocyfapCTBEHHYIO perncTpauunto (nepepel

(HanMeHoBaHuMe OpFaHI/I3aLI,I/II/I-3aFIBI/ITeJ'IFI)

I. CBegeHns o nekapCTBeHHOM npenaparTe

1. Homep permcTpaiioHHOTO yI0CTOBEPEeHMS

2. MexxmyHapoaHOe HellaTeHTOBAaHHOE, VJIM TPYIIIMPOBOYHOE, UJIN
XMMUYECKOe HaMeHOBaHNe

3. ToproBoe HaMMeHOBaHME

4. JlekapcTBeHHast GopMa, TO3MPOBKA MJIM KOHILIEHTPAIVsI, 00beM,
aKTMBHOCTD B eIUHUIIAX TENCTBUS

5. Ob11ee KOIMUECTBO BO BTOPUUHOI (TTOTPEOUTETBCKOI) YITaKOBKE

[l. PacyeT UeHbl

N |Kog | MuHumanbHas [IpoekT HevicTByro1as
n/m | TH OTITYCKHAa 1leHa OTITYCKHOM CTaBKa
B3l | opousBomuTesnsa Ha LIeHbI TaMO>XeHHO
EAJC | nekapCTBEeHHBIIA "mocTaBKa 6e3 | MOIMUIMHBI <**>
rperiapar B CTpaHe OILIaThI
MIPOU3BOAUTENS U TaMO>XeHHOM
IPYTUX MHOCTPAHHBIX MOILJIMHBI U
rocyapcTBax B c60poB 3a
COOTBETCTBUM C TaMOXXeHHOe
Tabauen 1 <*> odhopmienue”,
pybmeit <**>




HauMeHoBaHue | lleHa, IIPOILIEHTOB | pybiiei
MHOCTPAHHOTO | pyoOsieit
rocygapcTBa

<*> YKa3blBalOTCA OaHHble U3 Tabnuubl 1 HacToALWEro npuno.
"MnHMManbHaa OTNYyCKHas LeHa NpoM3BOAMTENS Ha JieKapCTBel
CTpaHe npou3BoAUTENA W [PYrUX WHOCTPaHHbIX rocynapcTBa
nepecyeTa), pybnen" n ctpaHa, LeHa KOTOPOW MCNOJIb30Basacb A

<**> He 3ano/IHAeTCH NPOU3BOAUTENI MU FrOCYyOapPCTB - YJIEHOI
3KOHOMMNYECKOro COK3a W MHOCTPAHHbLIMW MNPOU3BOOUTENAMU, |
MepBUYHYIO U (MNN) BTOPUYHYIO YNAaKOBKY JIEKapCTBEHHOr O npenaj
depnepauunun.

Tabnuua 1. CBeneHns 06 ypoBHE MUHMMaNbHbIX LieH

N | Toprosoe JlekapcTBeHHas | KomnuecTBo B MuHUMaJIbHa.
I/T1 | HauMeHoBaHue | ¢opMa, MOTPEOUTEIIbCKOII | 8 - 19, pybiiei
JIEKapCTBEHHOTO | JO3MPOBKA MM | YIIAKOBKE
mpernapaTa KOHIIeHTpaLus, 3a ba
06BeM YIIAKOBKY | 1€
)
aKTUBHOCTD B tc
eIVHALIAX
neicTBUsa
1 2 3 4 5 6

MuHumasbHas (pacyeT ¢ y4eTOM CpefHelt apudpmeTueckoit) pacyeTHas 01
YIaKOBKaXx JIeKapCTBEHHOTO Ipernapara, pyoseir <*#*>

MuHumanbHas (pacyeT ¢ y4eTOM cpefHelt apudpmeTueckoit) pacyeTHas 01
IO3MPOBKAMU <***> py6ieit




MuHuMa/ibHas OTITYCKHAs eHa ITPOU3BOOUTEJIS Ha HeKapCTBeHHbe/’I IIperia

HasBaHue CTpaHbI C MMUHMMaJIbHOMI OTHYCKHOﬁ LIeHOoM Ha HeKapCTBEHHbIﬁ I

OC0B6eHHOCTH <* ¥ **%>

<*> PacyeT uUeHbl NPOM3BOAUTCA NyTeM nepecyeTa LEHbl Ji¢
npenapaTta B WMHOCTpPaHHOM BanTe B pybnum no Kypcy, yKa3aHHO
HacCTOALLEro NPUIoXKeHUs.

<**> PaccyuTbiBaeTCA B CJlydae TroCyfapCTBEHHOW per
(Nnepepernctpaunn) npenenbHON OTMYCKHOM LEeHbl Ha JIeKapCTB¢
KOJINYECTBOM JIeKapCTBEHHbIX (DOPM B NOTPEOUTENIbCKON YNaKOBKE
ynakoBke, 06beMy), KOTOpoe OTCYTCTBYET B peepeHTHbIX CTpaHa

<¥¥*>  PaccymTbiBaeTCa B CJQlydae rocygapCTBEHHOM per
(nepepernctpaunn) npenenbHONW OTMNYCKHOW LEHbl Ha NeKapCTBe¢
NO031NPOBKOWN, KOTOPas OTCYTCTBYET B pepepeHTHbIX CTpaHax.

<kR¥*> YKasblBaeTCA Ha3BaHWe CTpaHbl, KoTopas saBnseTcs ¢
pacyeTa MUHMMAJIbHOW OTNYCKHOW LieHbI.

<FRRRX> B csiyyvae ecsim UeHbl B OTAEJIbHbIX CTPaHax onpenensi
MEXXroCyAapCTBEHHbIX COrJlalleHnn Mo BOMPOCaM MNOCTaBKU
npenapaTa, B cTpoke "OcobeHHOCTM" HacToAwen Tabnmubl Heot
ocobeHHOCTN (hopMupoBaHUA 3TUX UeH. Mpu 3TOM He y4uTbiBa
NleKapCTBEHHble npenapaTbl, NOCTaBJIAEMbIE 3a CHeT MeXXAyHap
opraHu3saumnn (poHOOB) MO peweHno BcemmpHom opraHmnsaunm 3af

Tabnuua 2. Kypc BantoT Ans pacyeTa MUHUMabHbIX
OTMNYCKHbIX LIeH Ha JlIeKapCTBEHHbIe npenapaThbl
3a nepuwon c r.mo .

N n/n | CtpaHa | HamMeHoBaHMe BamioThl | CpeiHUI KypC BaTIOThI <*>

<*> PaccyuTbiBaeTCA NO CcpefHeMy KypCy HaLMOHasbHOW Ba
Poccunckon ®epepaunn, yctaHoBneHHoMy baHkom Poccum 3a 3 Ka.
npeglwecTeyowme Mecauy faTbl nodadvyu 3asaBfieHUMA B Lensax |



perncTpaunm unam nepeperncTpaunm npenenbHbiX OTNYCKHbIX Let
npenapaTt (HanpuMmep, nNpu nogadye [OKYMEHTOB B anpene cf
pacCcYNTbIBAETCHA Ha OCHOBaHUM COOTBETCTBYOWNX KypcoB baHka F
MapT).

PykoBoauTenb opraHmn3aunn-3asaBntens
(nognuce) (d.n.o.) (TenedoH, agpec
3/IEKTPOHHOM NOYThI)

M.IT.

NcnonHuTenb

(nognwuce) (p.n.0.) (TenedoH, agpec
3NEeKTPOHHOW MNOYThI)

[Tpunoxeunne N 4

K METOJMKe pacyeTa
yCTaHAB/IMBAEMbIX ITPOU3BOAUTEIIIMU
JIeKapCTBEHHBIX IIperapaToB
Trpeie/IbHBbIX OTITYCKHBIX I[eH

Ha JIeKapCTBEeHHbIE ITperaparhl,
BKJIIOUEHHbIE B IIepeueHb KM3HeHHO
Heo0XOAMMBbIX ¥ BasKHEMIINX
JIeKapCTBEHHBIX ITPeIaparos,

TIpU UX TOCyIapCTBEHHO
perucTpauuu u rnepeperucTpaun

CBELOEHUA
06 o6bemMax n 0 LeHax BBO3a JIEKapCTBEHHOr 0 NpenapaTa
WHOCTPaHHOI0 NPOU3BOACTBA, HaxoasaLwerocs B obpawieHunt
Ha TeppuTopumn Poccnimnckon ®epepauunm, 3a OTHETHLIN Nepuro,
cC Tr.no r.

(HaMMeHoBaHMe opraHn3aunn-3asaBUTenNS)

|. CBejeHnsa o NeKkapCTBEHHOM npenapaTe

1. Homep perucTpaiioHHOTO yI0CTOBEpeHMSI




2. ME)K,ZLYHapO,E[HOE HEeIMaTEeHTOBAaHHOE, NJIM I'PYIIIMPOBOYHOE, NN
XMMN4YeCKoe HaMMeHOBaHue

3. ToproBoe HaMeHOBaHME

4. JlekapcTBeHHas ¢opMa, 1O3MPOBKA MJIM KOHIIEHTpaIysI, 00beM,
AKTMBHOCTD B €IMHUIIAX TeCTBUS

5. Ob11ee KOIMUECTBO BO BTOPUUHOI (TTOTPEOUTETBCKOI) YITAaKOBKE

Il. PacyeT ueHbl

N | HaumenoBanue | Homep Hara Cepus | KonmnuecTBo
I/T | IPOU3BOAUTEJIST | TAMOXKEHHOM | TaMOXXeHHOM YIIaKOBOK
Ieknapauuu | Aekiaapanuu
1 2 3 4 5 6

Hrtoro: Z

Htoro: CpeqHeB3BelIeHHas1 (baKTI/I‘IeCKaH II€Ha BBO3a JIEKapPCTBEHHOI'O IIpe]

PykoBoaunTenb opraHusaumnmn-3asaBuTtens

NcnonHunTenb

(moanwuck)

M.IT.

(¢p.n.o.)

(TenedoH, agpec

3N1E€KTPOHHOM MOYThI)

(moanwuck)

(p.n.o.)

(TenedoH, appec

3JIEKTPOHHOWM MOYThI)



<*> OTYeTHbII MIepUOJ, IIPU TOCYAAPCTBEHHOI perucTpauum nmpeaeabHoi
OTITYCKHOJ 1LIeHbI IIPOM3BOAUTES Ha JIEKaPCTBEHHbIN IIpernapar
oIpeJiesisieTCsl B COOTBETCTBUM C ITYHKTOM 23 [IpaBuit rocygapCcTBeHHOM
perucTpauumu 1 rnepeperucTpaly yCTaHaBIMBaeMbIX IIPOU3BOAUTEISIMUA
JIeKapCTBEHHbIX IIpernapaToB [peaeabHbIX OTIIYCKHbIX 1JeH Ha
JIeKapCTBeHHbIe IIperaparhl, BKIIOUeHHbIe B [lepe4yeHb KM3HEHHO
HeOOXOJMMBIX U BasKHEMIIMX JIeKapCTBeHHBIX ITPenapaToB, YTBe PXKIEeHHBIX
nocraHoByieHneM [IpaBuTtenbcTBa Poccuiickoit @egepaiiuy oT 29 OKTIOpS
2010 . N 865 "O rocygapcTBeHHOM peryIMpoBaHUM LieH Ha JieKapCTBEHHbIe
Trpernaparbl, BK/IIOUeHHbIe B TlepeueHb KM3HEHHO He0OX0AMMbIX U
Ba)KHEWMIINX JIeKapCTBeHHBIX IIperapaTos”.

OT4YeTHBIN MTEPUO, IPU TIepeperncTpannuu npeaeabHOM OTITYCKHOM IIeHbI
MIPOU3BOAMTEJIS HA JIeKapCTBEHHBIN IIpernapar oInpeneisieTcs B
COOTBETCTBUM C MYHKTOM 37 IIpaBui rocyqapCTBEHHON perucTpauum u
repeperucTpanyum yCTaHaBIAUBAEMBbIX ITPOU3BOAUTEISIMU JIEKAPCTBEHHbBIX
MpenapaToB MpeebHbIX OTITYCKHBIX I1€H Ha JIEKapCTBEHHbIE TTpernaparsl,
BKJIIOUEHHBIE B ITepeueHb KM3HEHHO HeOOXOIMMBIX Y BasKHEMIINX
JIeKapCTBEHHbIX MPEIapaToB, YTBEPKAEHHBIX [TOCTAaHOBIEHMEM
[TpaBuTenbcTBa Poccuiickoit @epepanyy ot 29 okTsa6ps 2010 r. N 865 "O
roCyapCTBEHHOM PeryJiMpoBaHUM IieH Ha JIeKapCTBEHHbIe Tpernaparsl,
BKJIIOUEHHbIE B ITepeueHb KM3HEHHO HeOOXOIMMbIX Y BasKHEMIINX
JIeKapCTBEHHBIX IIpernaparos’.

[Tpumeuanue. [IOTIOJHUTEIBLHO ITPEACTABSIOTCS B JIEKTPOHHOI hopMe
(Excel) manHbIe 06 06beMax BBO3a JI€KAPCTBEHHBIX IIPEIIapaToB 10 BCEM
(dbakTuUecKuM ciiyuyasiM BBO3a 32 OTUETHBIN MePUOI,.

[Mpunoxenue N 5

K METOAVKe pacueTa
yCTaHaBIMBAEMbIX IPOU3BOAUTENSIMHU
JIeKapCTBEHHBIX MpernapaToB
MpeebHbIX OTITYCKHBIX 1IeH

Ha JIeKapCTBEeHHbIE IIperaparsl,
BK/IIOUEHHbBIE B IlepeueHb XXKM3HEHHO
HEOOXOMMBIX M BaSKHEMIINX
JleKapCTBEHHBIX MpernapaTos,

IIPU UX TOCYAAPCTBEHHOM



perucTpauum u rmepeperucTpaiun

CBEOEHINA
0 HaJIM4YMN 3aPErnCTPUPOBAHHbLIX NMpeaesibHbIX OTMYCKHbIX L
3a9BNAEMOro JIeKapCTBEHHOro nNpenapaTa

(HanmeHoBaHMe OpFaHVI3aLI,I/IVI-3aFIBVITeJ'IFI)

I. CBegeHnsa o nekapCTBeHHOM npenaparTe

1. Homep permcTpaioHHOTrO YA0CTOBEPEHMS

2. MexxnyHapoHOe HellaTeHTOBaHHOe, MJIM TPYIIITMPOBOYHOE, UIIN

XMMN4yeCkKkoe HaMMeHOBaHNue

3. ToproBoe HauMeHOBaHNe

4. JlekapcTBeHHas1 GopMa, TO3MPOBKA MJIM KOHIIEHTpAIMsI, 00beM,

aKTUBHOCTbD B eIMHUIIAX JeMiCTBUS

5. O6111ee KOMMYECTBO BO BTOPUYHOI (TIOTPEOUTEIbCKOI) YITaKOBKe

Il. PacyeT ueHbl

N | Bnagener, JlekapcTtBeHHas | KonnyecTBo B Howmep nipy
I/1 | perucTpaumroHHoro | dopma, MOTPeOUTENbCKOI | JaTa MPUKE
YIOCTOBEpeHMs, IO3UPOBKaA yIIaKOBKe rocyaapCTB
IIPOU3BOAUTEID, perucrpail
YIaKOBIIUK, (TIepepermnc
BBIITYCKAOLINI IpesieIbHO
KOHTPOJIb OTITyCKHOM
1 2 3 4 5




3HaueHue, paCCUUTAHHOE MUCXOAS U3 CPeIHEro apubMeTUIeCKOro 3HaueH !
JIeKapCTBEHHO (OPMbI JIeKapCTBEHHOTO ITpernapara, MMeero 6JIvKaiin
BTOPUYHOI (TOTpebuTeibcKoif) yrakoBke (6e3 HIIC), pybosieit <*>

3HaueHMe, pacCUMTaHHOE UCXOIS U3 CpeaHero apudmMeTuecKoro 3HaueHu
BellleCTBa JIEKAPCTBEHHOTO MperapaTa, MMeIoIero 6/kaiiie CMeXXHbIe

PacueTHas rpefeibHast OTITYCKHAs LIeHa 3asIB/IsIeMOr0 JIEKAPCTBEHHOTI'O IIP¢
HIIC), pybmeii <***>

PykoBoaunTenb opraHusaumnmn-3asaBuTens

(nognuce) (d.n.0.) (TenedoH, agpec
3N1EKTPOHHOM MOYThI)
M. .

NcnonHunTenb

(nognuce) (p.n.o.) (TenedoH, agpec
3N1eKTPOHHOW NMOYThbl)

n_n

<*> PaccuMThIBAETCS B CAy4yasiX, yKa3aHHBIX B MOAYHKTe "a" MyHKTa 7 U
MOANYHKTE "a" MyHKTa 14 MeTOOMKM pacyeTa yCTaHaB/IVMBAaEMbIX
IIPOM3BOLUTEISIMY JIEKAPCTBEHHDIX IIpernapaToB MIpe/ieIbHbIX OTITYCKHBIX
LleH Ha JleKapCTBEeHHbIe IIpelapaThl, BKIIOUEeHHbIE B [IepevyeHb KM3HEeHHO
HeOOXOMMBIX U BasKHEMIIMX JieKapCTBeHHBIX ITPenapaToB, PU UX
rOCyZapCTBEeHHO perucTpauum u rnepeperucrpanuy, yrsepxaeHHOn
noctaHoyieHMeM [IpaBuTenbcTBa Poccuiickoit @emepaiiuu ot 15 ceHTIOps
2015 . N 979.

<**> PacCUMTHIBAETCS B CIyYasiX, YKa3aHHBIX B IMOJITYHKTE "6" MyHKTA 7 U
MOATYHKTe "6" MyHKTa 14 MeTOAMKM pacueTa yCTaHaBIMBAEMbIX
MIPOM3BOAUTENSIMY JIEKaPCTBEHHBIX IIPEIapaToB MpefebHbIX OTITYCKHBIX
1leH Ha JIeKapCTBEHHbIE Npernaparsl, BKIIOUEHHbIE B IlepeuyeHb XKM3HEHHO
HEOOXOMMBIX M BasKHEMIIMX JIeKapCTBEHHBIX ITPerapaToB, MPU UX
roCy1apCTBEHHOV perucTpauum u rnepeperucrpauymn, yrBepxxae HHOM
noctaHoyieHMeM IIpaBuTenbcTBa Poccuiickoit @emepaiiuu ot 15 ceHTSIOps
2015r. N 979.

<HE%> YKa3bIBAeTCS pacueTHast IpeaeabHast OTITYCKHAS IleHa JJIsT



JO3UPOBKU U 06LI.[€I‘O KoOJ/In4yecCTBa B HOTpE6MTeHbCKO]>'I YIIaKOBKE,
NnpeacTaBJI€HHbIX B ITYHKTaxX 4ub5 pa3aeiia I HacToOsIIEerO IIPUJIOKEHNI.

[Tpunoxenue N 6

K MeTOJMKe pacyeTa
yCTaHaBJIMBaeMbIX ITIPOU3BOAUTEJISIMU
JIeKapCTBEHHbBIX MpernapaToB
MpeenbHbIX OTITYCKHBIX 1[eH

Ha JleKapCTBEeHHbIe MMpernaparhl,
BK/IDYEHHbIE B [I€pevYeHb XXU3HEHHO
HEOOXOAMMBIX Y BasKHEMIINX
JIeKapCTBEHHBIX MPernaparos,

IIpU UX TOCYAapCTBEHHOI
perucTpauum u rnepeperucTpaun

PACYHET
npenenbHOM OTANYCKHOW LieHbl Ha BOCMPOU3BEAEHHbIN,
brnoaHanorosbin (6bonoaobHbIN) NeKapCTBEHHbIN Npenapat
npeacTaB/Se€MON Ha rOCYyAapPCTBEHHYO perncrpaumnto

(HauMeHoBaHMe opraHn3aynmn-3aaBUTenNs)

|. CBeaeHMs 0 IeKapCTBEHHOM MNpenapaTe

1. Homep perucTpaiMOHHOTO yI0CTOBEPEHUSI

2. MexxmyHapoaHOe HelaTeHTOBaHHOe, U TPYIIIMPOBOYHOE, WU
XMMMUYeCKoe HayMeHOBaHMe

3. ToproBoe HaMeHOBaHME

4. JlekapcTBeHHas ¢opMa, 103MPOBKA MJIM KOHIIEHTpaIsl, 00beM,
aKTUMBHOCTD B €IMHUIIAX OeCTBUS

5. O6111ee KOMMYeCTBO BO BTOPUYHOI (TIOTPeOUTEebCKOI) YIIaKOBKe

[l. PacyeT ueHsbl




N | IIpousBoautens | 3aperucTpMpoBaHHas npeaeabHasi OTITYCKHAs [jeHa
/1 npenapart (Lped) win Ha JeKapCTBeHHbII Iperapat
IpenesibHOM OTITYCKHOI LeHOoi (LIm)
MPOU3BOANUTE/b | HAMMEHOBaHME |JIeKapCTBEHHas
JIeKapCcTBEHHOro | ¢opma,
rnpenapara IO3MPOBKA WIN
KOHLIeHTpauus,
o0beM,
aKTUBHOCTbD B
eIMHUIIAX
IeiCTBUS
1 2 3 4 5

PykoBoanTenb opraHmn3launmn-3aaBuTens
(nognuce) (p.n.o.) (TenedoH, agpec
3NEKTPOHHOM MOYThI)

M.IT.

NcnonHuTtenb

(nognuce) (p.n.o.) (TenedoH, agpec
3/IEKTPOHHOM NOYThbI)

<*> [leHbl Ha JieKapcTBeHHbIe mpemnapaTsl Liped u LM, a Takke
KoabduimenTsl nepecuera Ku, Kb u Kt onpenensitoTcsi B COOTBETCTBUM C
pasnenom VIII MmeToguKM pacueTa yCTaHABIMBAEMbIX ITPOU3BOAUTEISIMU
JleKapCTBEeHHbIX MpernapaToB MpeiebHbIX OTITYCKHbBIX I]eH Ha
JleKapCTBeHHbIe Mperaparhl, BK/IIOUeHHbIe B IlepedyeHb KM3HEHHO
HEOOXOIMMBIX U BasKHEMIIMX JIeKapCTBEHHBIX TPerapaToB, Py UX
roCyIapCTBEHHOV perucTpauum u rnepeperucrpauyn, yrBepxxaeHHOM
noctaHoByieHMeM IIpaBuTenbcTBa Poccuiickoit @enepatiuu ot 15 ceHTSIOps
2015 1. N 979.

[Ipunosxkenue N 7
K MEeTOAMKe pacyeTa



yCTaHaBIMBAEMbIX IPOU3BOAUTENISIMHU
JIeKapCTBEeHHBIX IIperapaToB
MpeebHbIX OTITYCKHBIX 1IeH

Ha JIeKapCTBEeHHbIe IIperaparsl,
BK/IIOUEHHBIE B [IepeYeHb KXM3HEHHO
HeOOXOMMBIX M BasKHEMIINX
JIeKapCTBEHHBIX IIperaparos,

IIPU UX TOCYAAPCTBEHHOM
perucTpauum u rnepeperucTpaun

PACHET
npenenbHON OTNYCKHOW LeHbl Ha JIeKapCTBEHHbIN npenapa
npon3BoanNTeNsa rocyfapcTs - Y4ieHoB EBpa3ninckoro
3KOHOMMWYECKOro cot3a, NpeAcTaB/iseMon Ha rnepeperucrpa

(HanmeHoBaHMe OpFaHVIBaLI,I/IVI-3aFIBVITeJ'IFI)

I. CBeoeHnsa o nekapCTBeHHOM npenaparTe

1. Homep permcTpanyioHHOIO yI0CTOBEPEHMS

2. MexxmyHapoHOe HellaTeHTOBaHHOe, MUJIM TPYIIITMPOBOYHOE, UJIN
XMMMUYECKOe HauMeHOBaHMe

3. ToproBoe HauMeHOBaHE

4. JlekapcTBeHHas1 GopMa, TO3MPOBKA MJIM KOHILIEHTPAIVSI, 00beM,
aKTMBHOCTD B €IVHUIIAX IeCTBUS

5. O6111ee KOMM4YeCTBO BO BTOPUUHOI (TIOTPEOUTEbCKOI) YITaKOBKe

[l. PacyeT UeHbl

N | IIpoussomurens | [Ipsimbie pacxombl OO611erpon3BO/IC
/1




MaTepuasbl |Chipbe |3apaboTHas | 3apaboOTHAs TI/Ia’
iaTa 0061eITPOU3BOC
" BCIIOMOTaTeJIb!
nepcoHasna
1 2 3 4 5 6

PykoBogunTenb opraHmn3saunmn-3asaBuTens
(nognuce) (d.n.o.) (TenedoH, agpec
3NEeKTPOHHOW MNOYThI)

M.IT.

NcnonHunTtenb

(nognwucek) (h.n.o.) (TenedoH, aapec
3NEKTPOHHOW MNOYThI)

<*> OTHOCATCS Ha OOIIETPOU3BOICTBEHHBIE U 00IIEX03SI/ICTBEHHbIE
Pacxojbl.

<**> 3amosHsSIeTCcs )1 JIEKapCTBEHHBIX ITPeIapaToB, HAXOAMBIINXCS B
obpamenuu Ha Tepputopun Poccuiickoit ®emepanyn.

Tabnuua 1. [InaHupyemMbiit 06beM BbIITyCKa JJeKapCTBEHHOTO
mperiapara, ero yaeibHblii BeC B 0611eM 06'beMe TPOM3BOAVIMBIX
JIeKapCTBEeHHbBIX IMTpernapaToB, B HATYPaIbHOM
Y CTOMMOCTHOM BbIpaKeHUM




N | HammeHoBaHue Enyvnauia [Tnanupyembsliii | Ilmanupyemsiii | Vi
I/T1 | IeKapCTBEHHOIO | M3MepeHus | 06beM 06beM ek
rnpenapara, BBIITYCKa, B BBIITYCKA, B TIp¢
IO3MPOBKaA U HATypaJIbHOM | CTOMMOCTHOM | 001
KOJINYECTBO B BbIpakeHUU BbIpakeHUU TIp(
MOTPEOUTENbCKOT (KOIM4YecTBo (6e3 HIIC), JIex
YIIaKOBKE, eIVIHUI], pyoteit TIp¢
MIPOU3BOAUTENb U3MepeHus1) Hal
BbI
TIp(
1 2 3 4 5 6
Tabauia 2. KaabKy/asmys 3aTpaT MaTepuaaioB
I10 TIPOM3BOACTBY OJHOV MOTPEOUTETHCKON YITAKOBKMI
(rpada 3 pasmena Il HacTOSIIErO TPUTOKEHMNST)
(HaMMeHOBaHMe Ipernapara, JO3MPOBKa U KOJIUYECTBO
B ITOTPEOUTENIbCKOI YITaKOBKE)
N | Pacxongnl Enuuuna Hopma Lena CymmMma 3at
I/ | Ha usMepeHus | pacxoga (dakTMueckoii | omHy
MaTepuasbl (corymacHo 3aKynkyu (6e3 | morpebure
texHuueckomy | HIC), YIIAKOBKY (
perjiaMeHTy pyouneir <**> | HIC), py6/
IpeaTipusITUS)
1 2 3 4 5 6
Utoro <*>:

<*> B pacueTe Ha OJIHY ITOTPEOUTEIHCKYIO YIIAKOBKY.



<**> B cjiyyae OTCYTCTBMSI 3aKyIIKM MaTepuaaoB, HeOOXOAMMBIX JJIs
MIPOM3BO/ICTBA KOHKPETHOTIO JIeKapCTBEHHOTO ITperapara, MpeacTaBsioTCs
CBeIeHMSI TI0 aHAJIOTUYHBIM IO CBOMM XapaKTepUCTUKAM MaTepuasam,
3aKyIaeMbIM [JIs IPOM3BOCTBA MHbIX SKM3HEHHO HEOOXOIVIMBIX U
BasKHEMIINX JIeKapCTBEHHBIX ITpernapaToB, IleHbl Ha KOTOPbie paHee
3aperucTpMpPOBaHBI.

Ta6smmita 3. OnMch JOKYMEHTAJbHOIO ITOATBEPKIEHMS PACXOI0B

Ha matepuassl (rpada 3 pasgena Il HacTOSIIIErO IPUIOKEHMS)

N | HaumenoBanue | HammeHoBaHue | Homep u maTa ToBapHO
I/T1 | MaTepuasia MOCTaBI KA HAKJIagHOM, MJIM TaMOXXEHHO
JeKiapalumn, Wi MHOTO BMaa
IOKYMEHTAJIbHOTO
TOITBEPKAEeHUS
1 2 3 4
Tabnuia 4. KaabKy/asmus 3aTpaT ChIpbs
T10 TIPOU3BOICTBY OHOJ IMTOTPEOUTEHCKON YITAKOBKU
(rpada 4 pasgena Il HacTosIIEr0 TPUIOKEHMS)
(HauMeHOBaHMe Mpenapara, 103MPOBKa U KOIUUECTBO
B ITOTPEOUTEHCKO YIIaKOBKE)
N | CraTbM pacxomgoB Envnuna Hopma ena Cy
I/T1 | Ha CbIpbe usMepeHus | pacxonaa dakTmueckoii | ox
(cormacHo 3aKymnku (6e3 | mo
TexHuueckomy | HIC), yo
perinaMeHTy pyb6neit <**> | H]
[IpenrnpusITUs)
1 2 3 4 5 6
AKTHUBHas
dbapmalieBTHUECKASI
CyOCTaHIIMS:




BcrmomorarenbHbIe

BellecTBa:
74|
<*> B pacueTe Ha OJIHY ITOTPEOUTEIHCKYIO YITAKOBKY.
<*#> B ciiyyae OTCYTCTBMSI 3aKYIKYM BCIIOMOTaTe/IbHbIX BEIeCTB,
MCIIO/Ib3YeMBIX IIPU IIPOU3BOACTBE KOHKPETHOTO JIEKAPCTBEHHOT' O
rperiapara, npeaCcTaBIsIOTCS CBeLeHMS 110 STUM JKe BCIIOMOraTeJIbHbIM
BeleCcTBaM, 3aKyIaeMbIM [1JI51 TPOM3BOA,CTBA MHBIX JKU3SHEHHO
HEeOOXOAVMMBIX Y BasKHEIIINX JIeKapCTBEHHBIX MTPEIapaToB, IIeHbI Ha
KOTOpbIE paHee 3aperuCcTPUPOBaHBI.
Tabnuia 5. ndopMaius 06 akTMBHOI papMalieBTUUeCKO
cyoctanuyu (rpada 4 pasmena I HacTOSIIEro MPUIOKEHMS)
N | HaumeHoBaHue Yne/bHbIN BeC ITIpousBoauTensb Crp
II/TI | aKTUBHOM aKTUBHOM aKTUBHOM npo
dbapmarieBTHUECKOI | hapMalleBTHUYECKOI | papmalieBTUUECKOIA | aKT
cyocTaHLUMU cyoCcTaHLIY B cyocTaHIUM dap
crarbe "CpIpbe” 3a cy0l
OTYEeTHBIN IIepUoL,
B HATypaJIbHOM
BbIpaKeHUMU,
MPOLIEHTOB
1 2 3 4 5

Tabnuua 6. Onmuch JOKYMEHTaJIbHOTO TIOATBEPKAEHNST PaCcX00B



Ha cbIpbe (rpada 4 pasgena Il HacTOSIIEro MPUIOKEHMS)

N | HaumeHoBaHue Haumenosanue | Homep u marta
/1 | papmalieBTMUECKO MOCTaBIMKA TOBapHO¥
CyOCTaHLIUY VTN HaKJIagHO UIU
BCIIOMOTaTeJIbHOIO IPYy30BOM
BelecTBa TaMOXXeHHO
nexiaapannumn
1 |2 3 4
Tabauua 7. PacmindpoBKa 3aTpar 110 craTbe "3apaboTHas mata’
(rpada 5 pasmena Il HacToSIIIIETO TPUTOKEHMST)
N | CTpyKkTypHbBIE Omtata | CtpaxoBele | CTpaxoBbie B3HOCHI | MITOr
I/TI | Mofipa3fesieHuss | Tpyda | B3HOCHI IO | HAa 06si3aTesibHOE (6e3
rno 20 | 20cuery, |couuaabHOe HAC
cuety, |pyoseit <*> | cTpaxoBaHMe OT pyost
py6eii HeCYaCTHBIX
cJlydyaeB Ha
MPOM3BOJICTBE U
npodeccroHaTbHbIX
3a6osieBanmit 1mo 20
cyery, pyosein
1 |2 3 4 5 6
3apaboTHas
rjara
PabOTHUKOB,
3aHSITBIX
HerocpeICTBEHHO
Ha MPOM3BOJICTBE
JIeKapCTBEHHOTO
npernapara

Uroro:




B pacueTe Ha 0 HYy IOTPEOUTENBCKYIO YIIAKOBKY <**>

<*> YUuTHIBAIOTCS CTPAaXOBble B3HOCHI HA 00S13aTeIbHOE COLIMAIbHOE
CTpaxoBaHMe Ha CTy4yaii BpeMeHHOI HeTPYO0CIIOCOOHOCT U B CBSI3U C
MaTepUHCTBOM, 00513aTe/IbHOE [IEHCMOHHOE CTpax0OBaHMe, 00s13aTe/IbHOe
MeAVLIMHCKOe CTpaxOBaHue.

<**> PaccunTbiBaeTcs 1o popmyse "IToroBoe 3HaueHue (B
py6sisx)"/"Tinanupyemblii uan dakTuyeckuit o6bem BbIITycka mpernapara” B
COOTBETCTBUM C pa3fesioM V MEeTOAUKM pacueTa yCTaHaBAMBAEMbIX
TIPOU3BOAUTEIISIMMU JIEKAPCTBEHHbBIX TIPENapaToB MpeaeabHbIX OTITYCKHbBIX
LleH Ha JleKapCTBEeHHbIe IpelapaThl, BKIIOUEeHHbIE B [IepevYeHb KM3HEHHO
HEeOOXOAMMbBIX U BaXKHENIIINX JIeKapCTBEHHBIX ITPerapaToB, TPy UX
rOCyapCTBEHHO perucTpauum u rnepeperucTpaunum, yrBepxaeHHom
rocraHoByieHneM [IpaButenbcTBa Poccuiickoit @emepatiyu oT 15 ceHTIOPS
2015 1. N 979.

Tabnuia 8. PacmndpoBKa 3aTpar 1o cTaTbe
"O61enpou3BOACTBEHHbIE 3aTpaThl” (Tpadsi 6 - 9 pasgena I1
HACTOSIIero IMPUI0KeHM )

8.1. PacmmdpoBka 3aTparT 1o cratbe "3apaboTHas 1jiaTa
006I1IeITPON3BOICTBEHHOTO ¥ BCIIOMOTaTeIbHOTO IepcoHana”
(rpada 6 pasmena Il HacToOSIIIIETrO TTPUTOKEHMST)

N | CTpyKkTypHbIE Orutara | CtpaxoBblie | CTpaxoBbie B3HOCHI | ATOro

T/T | Mofipa3iesieHus | TpyAa | B3HOCHI IO | HA 0Osi3aTebHOe (6e3
mo 25 |25 cuery, |coumanbHOE HIC),
cuety, |pybmeit <*> | cTpaxoBaHue OT pybsieit
pyouteit HeCUYaCTHBIX

cJiydaeB U
npodeccroHaabHbIX

3a6o0eBaumii mo 25
cuery, pybeit

1 |2 3 4 5 6




Uroro:

B pacueTe Ha O[IHY MOTPEOUTETHCKYIO YITAKOBKY <**>

<*> YUuTHIBAIOTCS CTPAaXOBble B3HOCHI HA 00S13aTeIbHOE COLIMAIbHOE
CTpaxoBaHMe Ha CTy4yaii BpeMeHHOI HeTPYHA0CIIOCOOHOCT U B CBSI3U C
MaTepUHCTBOM, 00513aTe/IbHOE [IEHCMOHHOE CTpax0oBaHMe, 00s13aTe/IbHOe
MeAULMHCKOe CTpaxOoBaHMe.

<*#> YKasbiBaeTcs (popmysia, B COOTBETCTBUM C KOTOPOJ pacCUUTbIBAETCS
1leHa Ha OJTHY MIOTPeOUTEeNbCKYIO YIIaKOBKY.

8.2. PacmmdpoBka 3aTpar 110 CTaThe "IJIeKTPOIHEePrus, TeIocHabKeHKe,
BOOCHAGKeHMe 1 TOrMBO" (rpada 7 pasgena I HACTOSIIEro MPUITOKEHMST)

N | Crarbg 3aTpar [TocTaBIIMK CroumocTsb yoiyr (6e3
IT/11 HIC), py6neit
1 2 3 4

1. | dnmekTposHeprus

TeniocHaGKeHMe

BopocHabskeHue

Ll IR

Tormiuso

Htoro:

B pacueTe Ha OJJHY ITOTPEOUTETHCKYIO
YIIaKOBKY <*>

<*>VYkasbIBaeTcs (popmMysia, B COOTBETCTBUM C KOTOPOI PaCCUUTHIBAETCS
1[eHa Ha OJIHY MTOTPeOUTEeIbCKYIO YIIaKOBKY.

8.3. PacmmdpoBKa 3aTpar 1o ctaTbe "AMOpPTU3aLsI OCHOBHbBIX



CpeJCTB, UCIIOIb3yeMbIX J1JisI pou3BoAcTBa” (rpada 8 pasmena II
HaCTOSAIEero MPUI0KEHNS)

N OcHOBHBIE CpefCcTBa Amoprtusauus (6e3 HIIC),
/1 pyouteit
1 2 3
Uroro:
B pacueTe Ha OJIHY MOTPEOUTENHCKYIO
YIaKOBKYy <*>

<*>VkasbiBaercs popmysia, B COOTBETCTBUY C KOTOPOIi PACCUMTHIBAETCS
1leHa Ha OHY MOTPEOUTEeTbCKYI0 YIIAKOBKY.

8.4. PacimmdpoBKa 3aTpar 1o craTtbe "TIpoune
06IIeITpOM3BOICTBEHHBIE pacxoasl” (rpada 9 pasmena I1
HaACTOSIIEro MPUI0KeHMS)

N | Cratbs pacxomoB |IToctaBmuk ycayru | CToMMOCTB yCayT (6e3
I1/T1 HJIC), pybaei
1 2 3 4

Uroro:

B pacueTe Ha OJjHY TOTPEOUTENIbCKYIO
YIIaKOBKY <*>

<*>VkasbIBaetcs (opMysia, B COOTBETCTBUM C KOTOPOI PaCCUUTHIBAETCS
1leHa Ha OJIHY ITOTPeOUTEeIbCKYIO YIIaKOBKY.

Tabnuia 9. PacmmdpoBKa 3aTpart 1o cratbe "O011ex03s1/iCTBEHHbIe
3atpathl” (rpadsr 10 - 12 pasmena Il HacTOSIIErO MTPUIOKEHMST)



9.1. PacimmdpoBKa 3aTpar 110 ctaTbe "Pa3zpaboTka”
(rpada 10 pasgena Il HacTOsIIETO MPUIOXKEHMST)

N | CraTps pacxonoB [MoctaBmwuk | CTOMMOCTD
/11 YCIIyIu yeayr (6e3
HIC),
pybsieit
1 2 3 4
1. | Pa3paboTka KOHKPETHOIO
JIeKapCTBEHHOrO Mpernapara, B TOM YKCiIe
COOCTBEHHbBIE PACXO/IbI TTPEATIPUSITHS
2. | PerucrpaunoHHble IpoLenypsl, B TOM
yucie JOKIMHUYeCKMe UCCIeNOBaHUS
JIeKapCTBEHHBIX CPECTB U KIMHUYECKMEe
UCCIIef0BaHMs JIEKAPCTBEHHOTO
rperiapara
3. | [Ipoumne pacxopbl
Uroro:
B pacueTe Ha OJIHY MOTPEOUTENHCKYIO YITAKOBKY <*>

<*>VkasbIBaercs (opmMysia, B COOTBETCTBUM C KOTOPOI PaCCUMUTHIBAETCS

LI€eHa Ha OJHY HOTpe6I/ITEHbCKYIO YIIaKOBKY.

9.2. PacimdpoBKa 3aTpar 110 cTaTbe "Peanmsanms”
(rpada 11 pasgena Il HaCTOSIIETrO MPUIOKEHMS)

/1

N |CraTbs pacxonoB |IlocTaBmIMK ycayr

CroumocTb ycayr (6e3
HIC), py6neit

4

Uroro:




B pacueTe Ha OJJHY ITOTPEOUTENTbCKYIO
YIaKOBKy <*>

<*>VkaspiBaeTcst GopMysia, B COOTBETCTBMM C KOTOPOI1 pacCUMUTHIBAETCS
1[eHa Ha OJIHY IMOTPeOUTETbCKYIO YIIaKOBKY.

9.3. PacimdpoBKa 3aTpar 110 cratbe "TIpoune o611exo3s1/iCTBEHHbIE
pacxonbl” (rpada 12 paspaena Il HacTosIIero MPUJIOKEHMS)

N | CraTbs pacxomoB |ITocTaBuiuk yoryru | CTomMocTs yeayr (6e3
/11 HIC), py6neit
1 2 3 4

Uroro:

B pacueTe Ha O HY IOTPEOUTENBCKYIO
YIaKOBKY <*>

<*>VkaspiBaeTcsi GopMyJia, B COOTBETCTBUM C KOTOPOI1 pacCUMUTHIBAETCS
1[eHa Ha OJIHY IMOTPeOUTETbCKYIO YIIaKOBKY.

[Tpu6BLIb ¥ peHTabenbHOCTb MPOAYKIMK (Tpadbl 13 1 14 HacTOsIIIETO
MIPUJIOSKEHMST) OTIPeIeISIFOTCSI B COOTBETCTBUM C pasaeioM V MeTOINKA
pacyeTa yCTaHaBJIMBAEMbIX ITPOM3BOIUTEISIMU JIEKAPCTBEHHBIX
IperapaToB IIpeie/IbHbIX OTITYCKHBIX II€H Ha JIeKapCTBEeHHbIEe IIperapaThl,
BK/IIOUEHHbIE B ITIepeveHb JKM3HeHHO HeOOXOIMMBbIX U BasKHEMIIMX
JIeKapCTBEHHBIX MpernapaToB, MPU UX TOCYAAPCTBEHHOM perucTpauumn u
repeperucTpanum, yTBepKaeHHOI rmocTaHoBaeHeM [IpaBuTenbCcTBa
Poccuiickoit @emepanuym ot 15 centsiops 2015 r. N 979.

[Mpumeuanme. Tabauibl 9 1 10 IBASIOTCS TUTIOBBIMMU, TOITYCKAETCS
BK/TIOUEH e B HUX JOTIOJIHUTE/IbHBIX CBeIeHMIA, YUUTHIBAIOLIUX CII0CO0
OTHEeCeHMs 001 enTPOU3BOACTBEHHbIX 1 0011[eX0351/ICTBEHHBIX PaCXO/IOB B
COOTBETCTBUM C YUYETHOM MOJUTUKON OpraHu3alum.



[Tpunoxennue N 8

K MeTOJMKe pacyeTa
yCTaHaBJIMBaeMbIX ITIPOU3BOAUTEJISIMU
JIeKapCTBEHHBIX ITpernapaToB
NpeebHbIX OTITYCKHBIX 1[eH

Ha JleKapCTBeHHbIe Mpernaparhl,
BK/IIDOUEHHbIE B [IepevyeHb XXU3HEHHO
HEeOOXOAMMBIX Y BasKHEIIINX
JIleKapCTBEHHBIX MPernaparos,

MIpU UX TOCYAapCTBEHHOI
perucTpauum u rnepeperucTpaumn

®OPMYVJIbI
PACYETA ITOHMXAIOINVX KO3OOULIMEHTOB, IPUMEHAEMBIX ITPU

PACYETE

ITPEJEJIBHON OTITYCKHOM LIEHBI ITPOM3BOIVTEJIS HA ITEPBEI
BOCITPOVM3BEJIEHHBIM, BUOAHAJIOTOBEIN (BUOIIOJOBHBIN)
JIEKAPCTBEHHGBIN IIPEIIAPAT, ITIPEJCTABJISEMOU

HA TOCYJIAPCTBEHHVYIO PETHICTPAIIMIO

3apeructpupoBanHas | [ToHmskaommit Koshduument mas | IToHmskaoImi

npepenbHas pacuera L|eHbl Ha [IepBbIil pacueTa 11eHbl

OTITyCKHa 1]eHa 3a BOCIIPOM3BeeHHbIN BOCIIPOM3BeJi¢

MTOTPEOUTENIbCKYIO JieKkapCcTBeHHbIN npernapart (Km) 6110aHaIOTOBI

YIIAaKOBKY JIeKapCTBEHHE

pedepeHTHOro

JIeKapCTBEHHOTO MIPOU3BOAUTENSI | UHOCTPAHHOTO | IIPOU3BOAUTE.

npenapara, py6eii roCcygapcCTB - NPOM3BOANTENS, | FOCYAAPCTS -

(Liped) YJIEHOB MPOLEHTOB <*> | UJIeHOB
EBpasuniickoro EBpasniickorc
3KOHOMMYEeCKOro 3KOHOMMYECK
CO103a, C0103a,
MPOLIEHTOB MPOLIEHTOB

1 2 3 4

no 50 py6steit 0 0 0

(BKIIIOUMTEJILHO)




ot 50 pyb6usteit ;o 500 |0 4 x (Lped)0,24- | 0
pyosteit 10
(BK/IIOUMTEJIBHO)

ot 500 py6ieit mo 100 | 3,6 x (Ilped)0,23 |4 x (Lped)0,24 - | 0,6 x (Lped)0
-5

000 py6eit - 10 10

(BK/IIOUMTEJIBHO)

csbimre 100 000 40 55 25
pyb6ueii

<*> VITHOCTpaHHOTO MMPOMU3BOAUTEJISI, B TOM UMCJIe OCYILeCTBISIONero uin
IUIAaHUPYIOLIEr0 OCYLIECTBIISATh IIEPBUUHYIO U (MJI) BTOPUYHYIO YTIAKOBKY
JlIeKapCTBeHHOro mnpenapara B Poccuiickoit ®emepannn.

[Tpunoxennue N 9

K MeTOJMKe pacyeTa
yCTaHaBJIMBaeMbIX ITIPOU3BOAUTEJISIMU
JIeKapCTBEHHBIX IIpernapaToB
NpeebHbIX OTITYCKHBIX 1[eH

Ha JleKapCTBeHHbIe Mpernaparhl,
BK/IIDOUEHHbIE B [IepevyeHb XXM3HEHHO
HEeOOXOAMMBIX Y BasKHEMIINX
JleKapCTBEHHBIX MPernaparos,

MIpU UX TOCyAapCTBEHHOI
perucTpauumn 1 nepeperncTpanmun

®OPMYV/JIBI
PACUYETA ITOHWXXAIOIINX KODDOULIMEHTOB, TPUMEHSIEMBIX
1PV PACYETE ITPEJIEJIBHOM OTITYCKHOW IIEHBI [TPOU3BOIUTEJIS
HA BOCITPOU3BEJEHHBIN, BUOAHAJIOTOBBIN (B1OIIOOBHBIN)
JIEKAPCTBEHHGBI! ITPEIIAPAT, ITPEJICTAB/ISIEMON
HA TOCYIIAPCTBEHHVIO PETYCTPALIUIO




pyb6ueii

3aperucTtpupoBanHas | [ToHvkawommit Koapbuuyent ajisg | [IoHVKaOUIuI

rpeiesibHas pacyeTa IIeHbI Ha pacyerTa IieHbl

OTITyCKHAas IeHa 3a BOCITPOM3BeIeHHbI BOCITPOM3BE/I¢

MOTPEOUTEIbCKYIO nekapcTBeHHbIN npenapart (Kir) 0110aHaJIOTOB}

YIIaKOBKY JIeKapCTBEHHE

pedepeHTHOTo

JIERApCTBEHHOTO | phop3popuTens | MHOCTPAHHOTO | MPOM3BOAMTE.

npenapara, pyb6Jei roCyInapcTB - MIPOU3BOANUTES, | TOCYIAPCTB -

(ped) 4jIeHOB NPOLIEHTOB <*> | uneHoB
EBpasuiickoro EBpasuiickorc
9KOHOMMYECKOTO 9KOHOMMYECK
coM03a, COI03a,
MPOIIEHTOB IIPOIIEHTOB

1 2 3 4

1o 50 py6sneit 0 0 0

(BKJIIOUUTEJIBHO)

ot 50 pyb6seit mo 500 | 3,6 x (Liped)0,23 |4 x (LIped)0,24 |0

pyosieit

(BKJTFOUUTEJILHO)

ot 500 py6seit mo 100 | 3,6 x (Ilped)0,23 |4 x (Liped)0,24 | 0,6 x (Llped)0.

000 py6eit

(BK/IIOUMTEJIBHO)

csbimre 100 000 50 65 30

<*> VITHOCTpaHHOTO MPOU3BOAUTEIS], B TOM UKCJIe OCYILECTBSIONEro UK
IVIAHUPYIOLIEro OCYLIeCTBISATh IEPBUUHYIO U (M) BTOPUYHYIO YIIAKOBKY
JIeKapCTBEHHOTO Tpernapara B Poccniickoi ®enmepannu.

[Mpunoxenne N 10
K MeTOAMKe pacueTa
YCTaHaBJIMBAEMbIX TPOU3BOIUTEISIMU
JIeKapCTBEHHbIX ITpernapaToB



MpeeIbHbIX OTITYCKHBIX IIEH

Ha JIeKapCTBEHHbIE ITperaparhl,
BKJIIOUEHHbIE B IIepeueHb KM3HeHHO
He00XOAMMBbIX ¥ BasKHEMIINX
JIeKapCTBEHHBIX IIperapaTos,

IIPU UX TOCYIapCTBEHHO
perucTpauum 1 rnepeperucTpaun

OBOCHOBAHUE PACHETA
npeaesibHOM OTNYCKHOW LeHbl Ha IeKapCTBEHHbIN npenapa
npon3BoanTesien rocyaapcTB - 41eHOB EBpa3ninckoro asKoHomm
COl03a, NpeacTaB/IseMON Ha nepeperncrpaunto

(HaMMeHoBaHMe opraHu3aunn-3asaBuUTeNS)

|. CBegeHnsa o NeKkapCTBEHHOM npenapaTe

1. Homep perucTpanmoHHOro ya0CTOBEPEeHUS

2. ME)K,ZLYHapO,E[HOE HeIMaTEeHTOBAaHHOE, NJIM I'PYIIIMPOBOYHOE, NN
XMMN4YeCKoe HaMMeHOBaHNue

3. ToproBoe HaMEeHOBaHME

4. JlekapcTBeHHas ¢opMa, 1O3MPOBKA MJIM KOHIIEHTpaIsI, 00beM,
AKTMBHOCTD B eIMHUIIAX I€CTBUS

5. O6111ee KOMMYECTBO BO BTOPUYHOI (IOTPeOUTENbCKOI) YIIaKOBKe

Il. PacyeT ueHsbl

N | IIpsgmblie pacxoibl O6uremnpon:
/1
MaTepuabl ChIpbE 3JIEKTPOIHE
TeII0CHA03
BOJOCHAOK(
TOTLJINBO




(dakr. | riaH. | mpouieHTOB | PakT. | 11aH. | mpoieHTOB | daxT. | mial
yBeIMUeHUS yBeIMUeHUS

1 2 3 4 5 6 7 8 9

PykoBoguTenb opraHmsaunmn-3asasuTens
(nognuce) (d.n.0.) (TenedoH, agpec
3/IEKTPOHHOM NOYThI)

M.1.

NcnonHuTtenb

(nognwuce) (p.n.0.) (TenedoH, aapec
3/IEKTPOHHOM NOYThI)

<*> HakJ/iaiHble pacxo/ibl 3ar0HSIOTCS IIPY TTlepeperucTpaium rnpeaeabHbIX
OTITYCKHBIX LIeH [IPOM3BOAUTEIEN HA JIeKapCTBEHHbIE IIperaparsl B
CJIyvasix, peayCMOTPEHHBIX IMOAITyHKTaMu "a" 1 "B" myHKTa 32 [IpaBun
rOCyapCTBEHHOM PEerucTpauuu 1 nepeperucTpanum yCTaHaBIMBaeMbIX
MIPOU3BOAUTEISIMU JIeKAaPCTBEHHBIX MPerapaToB MpeaebHbIX OTITYCKHBIX
LleH Ha JIeKapCTBeHHbIe Ipernaparsl, BKIOUEeHHbIe B [IepeyeHb XU3HEHHO
HEOOXOAMMBIX U BasKHEIIIINX JIeKapCTBEHHBIX MTPerapaToB, YTBe PsKIeHHbIX
roctaHoByieHneM IIpaBuTtenbcTBa Poccuiickoit @emepaniym oT 29 OKTIOpS
2010 r. N 865 "O rocymapCTBeHHOM peryJIMpOBaHMM 1leH Ha JleKapCTBEHHbIEe
Tperaparhl, BKIIOUEHHbIE B IIepeUeHb SKU3HEHHO HEOOXOIMMBbIX U

BaKHEMIINX JIEKAPCTBEHHBIX ITPenapaToB’.

<**> [IporHo3upyembiii ypoBeHb MHQISILINY TEKYIETO rofa,
YCTaHOBJIEHHBIN (pemepasbHBIM 3aKOHOM O demepaybHOM Ol0/IKeTe Ha
COOTBETCTBYIOIIMI (PMHAHCOBBIN TOA, U IJIAHOBBIN TTEPUO/I.

<#**> DakTUUeCcKuii ypoBeHb MHOSALMY MIPe/IleCTBYIONIero KaJleHIapHoro
rofia C y4eTOM MPOTHO3HOTO YPOBHS MHGMISALMY TEKyILero roja,
yCTaHOBJIEHHOTO (ellepajbHbIM 3aKOHOM O (heiepaibHOM OI0/IKeTe Ha
COOTBETCTBYIOIIMIT (PMHAHCOBBIN TOA, U MJIAHOBBIN MTEPUOI, PACCUUTHIBAETCS
B COOTBETCTBUM C MyHKTOM 41 MeTOIMKM pacueTa yCTaHaBIMBAaEMbIX
MIPOMU3BOAUTENSIMMU JIeKapCTBEeHHBIX MIPeNapaToB Mpeie/bHbIX OTITYCKHBIX



LleH Ha JleKapCTBeHHbIe IIpelapaThl, BKIIOUeHHbIe B [IepevyeHb KM3HEeHHO
HeOOXOMMBIX U BasKHEIIIMX JieKapCTBeHHBIX ITpenapaToB, U UX
rOCyJapCTBEHHO perucTpauum u rnepeperucTpanuy, yrBepxxaeHHOn
nocraHoyieHMeM [IpaBuTenibcTBa Poccuiickoit @epepaiiuut ot 15 ceHTIOps
2015 . N 979.

3HAY

[Tpunoxenme N 11

K MeTOJMKe pacyeTra
YCTaHaBJIMBAeMbIX ITIPOU3BOAUTEISIMU
JIeKapCTBEeHHBIX IIpernapaToB
MpeebHbIX OTITYCKHBIX 1[eH

Ha JIeKapCTBEeHHbIE IIperaparsl,
BKJIIOUEHHbIE B [IepeyeHb KM3HEeHHO
HeOOXOMMBIX M BaSKHEMIINX
JIeKapCTBEHHBIX IIperaparos,

IIPU UX TOCYAAPCTBEHHOM
perucTpauum U rnepeperucrpaun

EHUA

KO3®OUILIMEHTA LIEHOBOM I'PVYIIIbI, IPUMEHSIEMOTO TPV PACUETE

ITPEJEJIBHBIX OTITYCKHBIX LIEH TTPOM3BOJUTEJIEN HA
JIEKAPCTBEHHBIE
[TPEITAPATGBI, ITPEACTABJISEMBIX HA ITEPEPETMICTPALINIO

N | LleHoBas rpyrima KosdbduiineHT 11eHOBOI
I/ IpYIILL, IpoueHToB (M)
1 2 3
1. | mo 50 py6sieit (BKIIOUMUTEIBHO) 100
2. | ot 50 py6eit mo 500 py6eit 90

(BKIIIOUMTE/ILHO)
3. | ot 500 py6aeii mo 1000 py6sieit 85

(BKIIIOUUTEJILHO)
4. | ot 1000 pyb6meit ;o 3000 py6sieit 80

(BKJIFOUUTEJILHO)




oT 3000 pyb6uieit mo 5000 py6ieit 75

(BKIIIOUUTEJIBHO)

6. | ot 5000 py6neit mo 10000 py6mneit | 70
(BKIIFOUUTEJILHO)

7. | ot 10000 py6meit mo 20000 60
pyo0J1eit (BKITIOUUTETBbHO)

8. | or 20000 py6eit mo 40000 50
pyo6J1eit (BKITIOUUTETbHO)

9. | ot 40000 py6seit mo 100000 40
pyb6J1eit (BKITIOUUTETbHO)

10. | cBbime 100000 pybieit 30

[Mpunoxkenne N 12

K MeTOJMKe pacyeTa
YCTaHaBJIMBAeMbIX ITPOU3BOAUTEJISIMU
JIeKapCTBEHHbBIX MpernapaToB
rpeneibHbIX OTITYCKHbBIX 1I€H

Ha JleKapCTBEeHHbIe MMpernaparsl,
BK/IIDOYEHHbIE B [IepevYeHb XM3HEHHO
HEOOXOAMMBIX Y BasKHEMIIINX
JIeKapCTBEHHBIX MIPernaparos,

TIPU UX TOCyAapCTBEHHOM!
perucTpauum u rnepeperucTpaumn

OBOCHOBAHWE PACHETA
npefenbHON OTNYCKHOW LeHbl Ha IeKapCTBEHHbIN npenapa
MHOCTpPAHHbIX MPOU3BOAUTENEN, B TOM YUCJIE OCYLLECTBIAOLLNX
n (MIN) BTOPUYHYIO YNAKOBKY IEKAPCTBEHHOIO npenapaTa B Poc
depepaynu, NpeacTaB/ISEMON Ha NMepeperncTpauuto,
3anepuogc r.no .

(HaMMeHoBaHMe opraHu3aunn-3aaBUTENS)

CBepgeHusa o NneKapCcTtBeHHOM rnpenapaTte



1. Homep perncTpanOHHOTO YIOCTOBEPEHUS

2. MexxayHapogHOe HellaTeHTOBaHHOe, MJIM TPYIITUPOBOYHOE, UIIN
XUMMUUECKOe HaMMeHOBaHue

3. ToproBoe HauMeHOBaHUE

4. JlekapcTBeHHas1 GopMa, 1O3MPOBKA WJIM KOHILIEHTpAIMsI, 00beM,
aKTMBHOCTD B €IVHUIIAX IEeCTBUS

5. O6111ee KOMMYeCTBO BO BTOPUYHOI (TIOTPeOUTEbCKOI) YITaKOBKe

N | IIpoussogutens | HaumeHnoBanue |Kypc HallMOHA/IIbHOI BaOThI TOCY
/1 | (c yKasaHMeM  |HAUMOHAJIBHOI |IIPOMU3BOAMUTEIS K py6itio (pyosieit)

cTagum BaJTIOTBI
Mpou3BOACTBA) |rocymapcra- | KYPC DU _ | Kypc1pn
npoussomuens | TOCYIAPCTBEHHOT | MepeperycTpa
perucTpanym
(mocnenHen
perucTpaiun)
1 2 3 4 5

PykoBoguTenb opraHmsaunmn-3asaBuTens
(nognuce) (d.n.o.) (TenedoH, agpec
3/IEKTPOHHOM NOYThI)

M.IT.

NcnonHunTtenb

(nognwuce) (h.n.0.) (TenedoH, agpec
3NEeKTPOHHOW MOYThl)

<1>IIpu nepepeructpauyy npeneabHOM OTITYCKHOM LJeHbl Ha
JIeKapCTBEHHBIN MpernapaT MHOCTPAHHOT'O [TPOM3BOAUTES YKa3blBaAETCS
cpenHeB3BellleHHas (pakTuyecKkas lieHa BBO3a (OTITyCKa) TeKapCTBEHHOTO
npenapara. [Ipu repepeructpainm npeaeibHOM OTITYCKHOM 1IeHbI Ha
JIeKapCTBEHHbI IpernapaT MHOCTPAHHOI'O IIPOM3BOAUTEIS,



OCYILECTBJISIONIETO MEPBUYHYIO U (MJTU) BTOPUUHYIO YIIAKOBKY
JleKapCTBEHHOTrO MpemnapaTa B Poccuiickoit ®emepaiiiy, ykasbiBaeTCst
cpenHeB3BelleHHas haKTHUecKas lleHa OTIyCKa JIEKapCTBEHHOTO
npernapara.

<2>PaccuMThIBaeTCsI B COOTBETCTBUM C MyHKTamMu 52 - 54 meTonuku
pacyeTa yCTaHaBJIMBaeMbIX ITPOM3BOUTESIMU JIEKAPCTBEHHBIX
IpernapaToB IpeJebHbIX OTITYCKHBIX 11€H Ha JIeKapCTBeHHbIe TIperaparhl,
BKJ/IIOUEHHbIEe B IlepevyeHb KM3HEeHHO He0OXOIMMBbIX Y BaXKHEMIINX
JIeKapCTBEHHBIX ITPenapaToB, P UX roCyJapCTBeHHO perucTpanum u
nepeperucTpal iy, yrBepxkaeHHoi nocTaHoBneHeM [IpaBuTenbcTBa
Poccuiickoit @emepanym ot 15 centsiops 2015 r. N 979.

<3> [IpenesibHast OTITyCKHAs lieHa IMTPOU3BOAMUTEISI HA JIeKapCTBEHHBIN
rpenapar, 3aperMCTpyMpoBaHHasl MO COCTOSTHUIO Ha ATy NOAauM 3asiBI€HUS
0 IepeperucTpauum rnpeneabHoM OTITYCKHOM LieHbI.

<4> 3asBJ/IeHHas K IlepeperucTpauum rnpegenbHas OTIIyCKHas LjeHa
IIPOM3BOANTEIISI HA JIEKAPCTBEHHBIN ITpenapar.”.



