NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
oT 8 okTs16pst 2018 r. N 1207

O BHECEHWU U3MEHEHUI
B ITOCTAHOBJIEHUS ITPABUTEJIbCTBA POCCUIMCKOW ®EIEPALIMU
OT 29 OKTSIBPA 2010 T. N 865 11 OT 15 CEHTSIBPS 2015 . N 979

[TpaBuTenbcTBO Poccuiickoit demepaliy MOCTAaHOBIISET:

1. YTBepauTh npuiaraemMbie M3MeHeHUsI, KOTOpble BHOCSATCS B TTOCTaHOBIeHMe [IpaBuTenbcTBa Poccuiickor
®eneparyy ot 29 okTsi6ps 2010 . N 865 "O rocymapcTBeHHOM PeryJIupoBaHUM IIeH Ha JieKapCTBeHHbIe
Tpernaparthl, BKIIOUEHHbIE B IepeueHb JKM3HEHHO HeOOXO0IMMBbIX M BasKHEMIINX JIeKapCTBEHHbIX
npenapaTtoB” (CobpaHue 3akoHOAaTeNbcTBa Poccuiickoit ®emepauyu, 2010, N 45, cr. 5851; 2011, N 50, cT.
7390; 2012, N 37, cT. 5002; 2015, N 37, cT. 5153; N 38, cT. 5302) 1 moctaHoBneHMe [IpaBuUTEILCTBA
Poccuiickoir @emepannm ot 15 centsops 2015 r. N 979 "O BHeceHUM U3MEHEHM B TTIOCTaHOBJIEHNE
[TpaBuTenbcTBa Poccuiickoit ®epepanym ot 29 oktsiopst 2010 r. N 865 1 06 yTBepsKAeHUM METOIUKA
pacuyeTa yCTaHaB/IMBaeMbIX IIPOU3BOAUTEIISIMY JI€KaPCTBEHHbIX MperapaToB MpeaeabHbIX OTITYCKHbIX IIeH
Ha JIeKapCTBEeHHbIE MpernapaThl, BKIIOUeHHbIE B IIepeYeHb KM3HEHHO HE0OXOAMMBIX U BasKHEMIINX
JIeKapCTBEHHBIX MPeIapaToB, IPU UX TOCYIapCTBEHHONM peructpauum u rnepeperucrpaumuu’ (Cobpanue
3aKoHOAaTenbcTBa Poccuiickoit @emgepanyu, 2015, N 38, c1. 5302).

2. Hacrosiiee mocTaHOBJ/IeHMe BCTYIIaeT B CUITY CO THS eT0 OpUIIMaIbHOTO OMy6IMKOBaHMSI.

ITpencenatesns IIpaBuTEeIbCTBA
Poccuiickoit ®enepatyn
I .MEJIBEIEB

YTBepKOeHbI

roctaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi @emepannmu

oT 8 okTs6pst 2018 1. N 1207

VN3MEHEHNMA],
KOTOPBIE BHOCATCA B IIOCTAHOBJIEHUA ITPABUTEJIbCTBA
POCCUIICKOM ®EIEPALIMU OT 29 OKTSBPS 2010 T. N 865
1 OT 15 CEHTSBPA 2015T. N 979

1. B nocranoBnenun [IpaButenbcTBa Poccuiickoit @emepannm ot 29 oktss6pst 2010 . N 865 "O
rOCyIapCTBEHHOM PETyJIMPOBAHNY IIEH Ha JIeKapCTBEHHbIE TTPeIapaThl, BKIIOUEHHBIE B IEPeUeHb
SKM3HEHHO HeOOXOIMMbIX M BaKHEMIIINMX JIeKapCTBEHHBIX IIpPerapaToB”:

a) MMyHKT 5 U3JIOKUTD B CIeAYIONIei peJaKium:

"5. MMHUCTepPCTBY 3ApaBooxpaHenust Poccuiickoit ®enepanyy u egepanbHO aHTUMOHOIIOIbHO CITy:K6e
IaBaTh IpU HEOOXOIMMOCTHM Pa3bICHEHUS IO MPUMeHEHMIO TTPaB, YTBePKAeHHbIX HACTOSIUM
IIOCTaHOBJIEHMEM.";

6) TIpaBuIa rocygapCcTBeHHOM perucTpaluyum 1 mepepermcTpanyy ycTaHaBIMBaeMbIX IPOM3BOAUTENSIMU
JIeKapCTBEHHBIX TTperapaToB Mpeae/bHbIX OTITYCKHBIX I[eH Ha JIeKapCTBeHHbIe ITpernapaThl, BKIIOUeHHbIe B
repeveHb KM3HEHHO HeOOXOIMMBbIX M BasKHENIIMX JIeKapCTBEHHBIX ITPernapaToB, YTBEPKIeHHbIe
YKa3aHHbBIM [TOCTAaHOBJIEHMEM, U3JIOXKUTD B CJIEYIOIIEN pegaKIuu:

"YTBepKIeHbl
MOCTaHOoBJ/ieHMeM [IpaBuTebCTBA
Poccuiickoit @enepanyin



ot 29 okTsa6ps 2010 . N 865

(B pemaKiumu MoCTaHOBIEHMS
[TpaBuTtenbcTBa Poccniickoit Genepanum
oT 8 okTs6ps 2018 1. N 1207)

[TPABUJIA
I'OCYJIAPCTBEHHOM PETUCTPALIYN U ITIEPEPETUCTPALIMU
VYCTAHABJIMBAEMbBIX ITPOU3BOJUTEJISIMU JIEKAPCTBEHHBIX TTPEITAPATOB
[TPEOEJIBHBIX OTITYCKHBIX HEH HA JIEKAPCTBEHHBIE ITPEITAPATDHI,
BK/IIOYEHHBIE B ITEPEYEHD )KM3HEHHO HEOBXOIVMbIX
1 BAJKHEMIINX JIEKAPCTBEHHBIX ITPEITAPATOB

1. Hactosmue [IpaBuia ycTaHaBAMBAOT NOPSALOK OCYLIEeCTBIEHNS IOCYyLapCTBEHHOM perncTpauun u
repeperucTpanuyum yCTaHaBIMBAEMBbIX ITIPOM3BOIUTEISIMY JIEKAaPCTBEHHBIX MTPEIapaToB ITpeIe/bHbIX
OTITYCKHBIX I[eH Ha JieKapCTBeHHbIe MperapaThl, BKIIOUeHHbIe B TepevyeHb XM3HEeHHO He0OXOAVMBIX U
BaKHEMIINX JIEKAPCTBEHHBIX TIPerapaToB, exXXeroqHo yTeepxkaaemMsiit [IpasurenbcTtBom Poccuiickon
®Qenepanuu (majee - 1eKapCTBEHHBIE MPEraparsl).

2. FOCY,E[apCTBeHHaH pernctpanmd n rnepepermcTpanns nmpeaejibHbIX OTITYCKHBIX IIEH HpOVIBBOJlMTEHGVI
JIEKAPpCTBEHHBIX IIPEIIapaTOB Ha JIEKapCTBE€HHbIE ITpernapaTbhl OCYHIECTBIAIOTCS B py6J'IHX.

3. MuHMCTEpCTBO 3 paBooxpaHeHus Poccuiickoit @enepalinyt OCyLieCTBsIET PErUCTPaL IO IIpele/IbHOM
OTITYyCKHOJ LIeHbI IIPOM3BOAUTES Ha JIeKapCTBEHHbIN IIpernapar, ee repeperucTpaluio, BHeCeHue
YKa3aHHOM 3aperuMcTpMpOBaHHOI (IlepeperMcTpUpPOBaHHOM) IIpeie/IbHOM OTITYCKHOM LIeHbI B
roCyIapCTBEHHbBIV peecTp IpeJe/bHbIX OTIIYCKHBIX L1eH [IPOM3BOAMTe/Ieli Ha IeKapCTBeHHbIe IIpernaparhl,
BKJ/IIOUEHHbIe B IlepeuyeHb XXM3HEeHHO He0OX0AMMBbIX U BaXKHEM X JieKapCTBEHHbIX MIperapaTos (majee -
roCyIapCTBEHHBIV peecTp), BblAauy AepsKaTeslto U BlIafe/blly PerucTpaluMOHHOr0 yA0CTOBepEeH S
JIeKapCTBEHHOrO Mperapara (yIioJIJHOMOYEeHHOMY MM JIMILY) BBIIIMCKY U3 IIpuKa3a MuUHUCTEpCTBa
3apaBooxpaHenus: Poccuiickoit @epepauyiy 0 roCyapCTBEHHON perncrpaunm (epeperucrpanyn)
IIpefieIbHOM OTIIYCKHOM 1JeHbl [IPOM3BOAMTEIS Ha JIeKapCTBEHHbI IIperapar.

4. ®enepanbHasi aHTMMOHOIIObHAS CJTy3K0a OCYIIeCTBIIsIeT SKOHOMMUUECKM 1 aHaIu3 TTpeebHOI
OTITYCKHOJ LIeHbI IIPOM3BOAUTEIS Ha JIeKapCTBEHHbIN IIpernapar IIpy ee ToCyLapCTBEeHHOM perncTpaumumn
(rlepeperucTpaLmm).

5. Ilyist rocymapcTBeHHO perucTpauum (repepeructpauym) mpeneabHO OTITYCKHO 1eHbl TPOU3BOAUTENS
Ha JIeKapCTBEHHLIN MpernapaT B MMHUCTePCTBO 3paBooxpaHeHus Poccuiickoit @enepanuum gepxareieMm
VIV BJIa[ieJIblleEM PEeruCTPAILIMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOTO Mperapara (YyIoJHOMOYEHHBIM UM
JIUIIOM) TIPEICTABJSIOTCS CIeAyIOIINe JOKYMEHTHI (B 2 9K3eMIUIsIpax Ha 6yMa)kHOM HOCUTEJIE U B
3JIEKTPOHHOM BUJIE):

a) 3as1BJIEHME O rOCyJapCTBEHHON perucTpalyum yCTaHaBAMBAEMbIX IIPOM3BOAUTEISIMU JI€KapCTBEHHBIX
IpernapaToB IpeJeabHbIX OTITYCKHbBIX IIeH Ha JIeKapCTBEHHbIE ITperapaThl, BKIOUeHHbIe B IIepeuyeHb
SKM3HEHHO HeOOXOIVMbIX M BaXKHEMIINMX JIeKapCTBEHHbIX IperapaTos, 1o (opMe COTIaCHO MPUIOKeHNIo N
1 (manee - 3asgB/ieHMe O TOCYLAPCTBEHHON PErUCTPAlN) WIN 3asBJIEHUE O IlepeperucTpalumn
YCTaHABJIMBAEMBbIX ITPOU3BOAUTEISIMU JIEKAPCTBEHHbBIX MMPEIapaToB Ipeae/bHbIX OTITYCKHBIX II€H Ha
JIeKapCTBEHHbIE ITPeIapaThl, BKAIOUEHHbBIE B TIepeYeHb KM3HEHHO HEOOXOAMMbBIX M BayKHEMIIIMX
JIeKapCTBEHHBIX IIPeIaparos, o ¢GopMe corjaacHo mpuioxkeHuo N 2 (manee - 3asiBJIeHNE O
rnepeperucTpanumn);

0) cBeIeHMs O MUIEH3UM Ha ITPOU3BOJCTBO JIeKaPCTBEHHBIX CPEJICTB;
B) CBEJIEHMS O PETUCTPAIIMOHHOM YAOCTOBEPEHNY JIEKAPCTBEHHOTO ITpernapara;

T) TOKYMEHTBI, ITPeJICTaB/IsIeEMbIe C YYeTOM Tpe6GOBaHMIT METOAMKY pacyeTa yCTaHaBIMBAEMbIX
IIPOM3BOIUTENSIMY JIEKaDCTBEHHBIX IIPEIapaToB Npee/bHbIX OTITYCKHBIX 11€H Ha JIeKapCTBEeHHbIe
Mpernaparsl, BKIIOUeHHbIe B IepeueHb KM3HeHHO He0OXOIMMbIX M BasKHeMIIMX JTeKapCTBEeHHbIX



TperapaTos, IPU UX FOCYAapCTBEHHONM perncTpauumn 1 nepeperncTpaunun, yrBepskaeHHOoM
nocraHoByieHreM IIpaBuTtenbcTBa Poccuiickoit @epepanyu ot 15 centsiopst 2015 r. N 979 "O BHeceHUM
M3MEHEeHMI1 B TocTaHoBeHMe [IpaBuTenbcTBa Poccuiickoin @emepaniym ot 29 oktsi6ps 2010 r. N 865 1 06
YTBEPXXIEHUM MEeTOAMKM pacueTa YCTaHaBIMBAEeMbIX ITIPOM3BOAUTENSIMM JIEKAPCTBEHHBIX ITPerapaToB
Npefe/ibHbIX OTITYCKHBIX LIeH Ha JIeKapCTBEHHbIE TIperapaThl, BKAIOUYEHHbIE B IlepeueHb )KM3HEHHO
HEeOOXOAMMBIX ¥ BasKHEIIINX JIeKapCTBEHHBIX MTPEIapaToB, TP MX rOCYIapCTBEHHOM peTuCTpauu 1
nepepeructTpanymu” (gajee - METOIMKA), BKITIOUAOIIME B CeOs:

cBesleHMs 00 00'beMax U IeHaX OTITyCKa HaXOSIIerocs: B oopaiieHnu Ha TeppuTopum Poccuitckoii
demepaluy JeKapCTBEHHOIO IIperapara IMpou3BOAUTe e roCyIapcTB - WieHOB EBpasuiickoro
9KOHOMMYECKOT0 COI03a ¥ MHOCTPAHHBIX ITPOU3BOIMUTEIEN, OCYIIECTB/ISIONIMX B TOM YMC/Ie TIEPBUYHYIO U
(M) BTOPMUHYIO YIIAKOBKY JIeKapCTBEeHHOTO Tpenaparta B Poccuiickoit ®enepaiiyn;

pacuer InpeznebHOM OTITYCKHONM LieHbl [IPOU3BOLUTEJIS Ha JIeKapCTBEHHBIN IIperapar, peacTaBiseMoil Ha
rOCyIapCTBEHHYIO PeTUCTpaLuIo (IlepeperucTpalmio);

cBefeHMst 06 06beMax U IeHax BBO3a JIEKapCTBEHHOTO IpernapaTa MHOCTPAHHOTO MTPOU3BO/ICTBA,
HaxoAsIIerocs B oopaimennu Ha Tepputopun Poccuiickoit ®enmepanyn;

CBeIEHMS O HaIMUMM 3aPerMCTPUPOBAHHbIX ITPeIeIbHbIX OTITYCKHBIX LIeH 3asB/ISeMOr0 JeKapCTBEHHOIO
nperapara;

pacuer npeaenbHOM OTITYyCKHO IIeHbI Ha BOCITPOM3BeeHHbIN, 6110aHATIOTOBbIN (610000 HbII)
JIeKapCTBEHHBIN IIperapar, lpeicTas/isieMoil Ha FoCy1apCTBEHHYIO PerUCTpanyio;

pacuer IpezneibHOM OTITYCKHOM LieHbl Ha JIeKapCTBEHHBI IIperapaT Ipou3BOAUTE el TOCYAapCTB - YWIeHOB
EBpa3unitickoro 3KOHOMMIYEeCKOTr0 CO103a, IIPe/iCTaB/IsIeMOl Ha TOCYLapCTBEHHYIO PerucTpaluio;

060CHOBaHMe pacyeTa MpeebHOl OTITYCKHO¥ IIeHbI Ha JIeKapCTBEHHBIN MTpernapar pou3BoaAUTeNen
roCynapcCTB - U1eHOB EBpa3smiickoro 3KOHOMMYeCKOro Co13a, IpeiCTaBIsieMOoii Ha [lepeperucTpanmnio;

060CHOBaHMe pacueTa MpeebHOl OTITYCKHOJ I[eHbl Ha IeKapCTBEHHBIN MpernapaT MHOCTPAHHbIX
MIPOVU3BOANUTEJIEN, OCYIECTBIISIOMINMX B TOM UMCJIe IEPBUYHYIO U (VJIV) BTOPUYHYIO YTIIAaKOBKY
JeKapCcTBEHHOTO Ipernaparta B Poccuiickoit ®enepatiyu, peacTaBisieMoit Ha TlepeperucTpalmio;

1) JOKYMEHT, IOATBEPsKIAI0NIMI1 ITOJTHOMOYMS YITOJTHOMOYEHHOTO JIMIIA.

6. CBeieHMsI, CoZlepsKalecs B 3asiBJIEHMY O TOCYAaPCTBEHHOV PeruCcTpaly U 3asiBJI€HUN O
repeperucTpa iy, J0JKHbI COOTBETCTBOBATh CBEAEHMSIM, YKa3aHHBIM B PETMCTPAIIOHHOM
yI0CTOBEpeHMM JIeKapCTBEHHOIO Mperapara Ha leHb IT0/1aul TaKOTO 3asiBJIeHMS.

7. OepskaTenb MM Biafieiel] perucTpaiioHHOTO YI0CTOBEPEHMS JTIeKapCTBEHHOTO TIperapara
(YTIOJTHOMOYEeHHOE MM JIUII0) BIIpaBe MpeiCTaBUTh KOIMIO JUIeH3UY Ha TTPOU3BOJICTBO JIeKapCTBEHHBIX
CPeCTB U KOINIO PErMCTPAIMOHHOTO yIOCTOBEpPEHMS JIeKapCTBEHHOTO IMperaparta o cO6CTBEHHO
MHUIIMATUBE.

8. B ciiyuae nipepncraBieHys epskaTeseM UK BiiaZenblieM PerucTpalMOHHOIO yIOCTOBepeHNs
JIeKapCTBEHHOrO Iperapara (YIIOJJHOMOYEeHHBbIM UM JIMLIOM) 3asiBJIeHMS O TOCYyIapCTBEHHOM perncTpauumn
IO ICTeUeHMs 3 JIeT CO SHS NPUHATUS MUHUCTepCTBOM 34 paBooxpaHeHus Poccuiickoil @enepanum
pelieHMs1 06 UCKIIOUEHUY U3 TOCYJapCTBEHHOTO peecTpa MpeeabHOl OTITYCKHOI 1]eHbl Ha JIeKapCTBEHHbI
rperniapar 3asiBJleHHas IIpefieibHasl OTITYCKHAs 1leHa IPOM3BOANUTE/ISI He MOXKeT IIpeBbIlliaTh paHee
VICK/IIOUEHHYIO TTpele/IbHYI0 OTITYCKHYIO 1leHy IIpou3BoanuTes (6e3 yyeTa Mpou3BOCTBEHHOI IIOIAKMA)
MCXOMs U3 CTOMMOCTY OJTHOi JileKapCTBeHHOV (hOpMbI COOTBETCTBYIOLIEI T03MPOBKHU JIEKaPCTBEHHOTO
rperniapara.

9. 3asiBjIeHHAs K TOCYIapCTBEHHO perucTpaimu rnpejeabHas OTITyCKHAs IleHa MPOM3BOAUTENS Ha
pedepeHTHbIN IeKapCTBEHHBIN IIperapaTr He MOXKET IIPEBBIIATh LIeHY, YKa3aHHYIO B ITOAITyHKTe 5.5.4
npunoxkenus N 1 k ITpaBunam popmupoBaHus epeyHeit JiekapCTBEHHBIX MTPerapaToB AJIsI MeOUIIMHCKOTO



MIpUMEHEHNS ¥ MMHMMAJIbHOTO aCCOPTMMEHTA JIEKaPCTBEHHBIX ITPerapaToB, HEOOXOAMMBIX /IS OKa3aHUS
MeIUIIMHCKOM MOMOIIM, YTBEePXKAEeHHbIM ocTaHoBIeHMeM [IpaBuTtenbcTBa Poccuiickoin @epgepannm ot 28
aprycrta 2014 1. N 871 "O6 yrBepxxaenuu [Ipasui GopMupoBaHus nepevyHeii 1eKapCTBeHHbIX MpernapaToB
IJISI MEIUIIMHCKOTO TIPMMEHEeHMSI U MMHMMAJIbHOT'O aCCOPTUMEHTA JIeKapCTBEHHbBIX ITpernaparTos,
HEeO0OXOIMMBIX JIJIST OKa3aHMs MeAUIMHCKO TOMOIIN .

10. MuHMCTEPCTBO 3apaBooxpaHeHust Poccuiickoit @emgepatiuy B TeueHne 15 pabounx gHeit co THS
oOpaleHus gepskaTesst UiIu Biaie/blia perucTPalOHHOTO YA0CTOBEepeHMSI JIeKapCTBEHHOTO ITperaparTa
(YTIOTHOMOYEHHOTO MM JIMIIa) OCYLIECTBJISIET IIPOBEPKY MOJHOTHI ITPEeACTaBIE€HHBIX B COOTBETCTBUM C
IyHKTOM 5 HacTosinux IIpaBul JOKYMEHTOB M HAIlpaBJsieT OAVH 9K3eMIUISIp JOKYMEeHTOB B DefepaabHYIO
AHTMMOHOTIIOJIBHYIO CJTY3KOY MM IIPMHMMAET pellieHre 06 0TKase B rocyqapCTBEHHOM perucTpanmumn
(mepeperucTtpalumu) rpeaeabHOM OTITYCKHOJ LIeHbl IPOM3BOAUTEJSI Ha JIeKapCTBEHHbII IIperapar.

11. OcHOBaHMSIMM 7151 OTKa3a B rOCyIapCTBEHHOV peructpauun (mepepeructpanyum) MMHUCTEPCTBOM
3npaBooxpaHeHMs Poccuiickoit @emepanyy npeaeabHOM OTIYCKHONM LeHbI IIPOM3BOAUTEIS Ha
JIeKapCTBEHHBIN TMperapar SIBJSIOTCS:

a) OTCYTCTBME B OKyMEHTAax, yKa3aHHbIX B MMyHKTe 5 HacTosmumx [IpaBui, cBeieHMit, IpeayCMOTpEeHHbIX
HacTosmyMu [TpaBuIaMu 1 MeTOIMKOIA;

6) npeBbIlIIeHNM e 3asIBJIEHHO JIJISI TOCYIapCTBEHHOM PerucTpalum rpeaeabHOM OTITYCKHO IIeHbI
MPOU3BOANUTEJIS HA JIeKapCTBEHHBIV IpernapaT HaJl OTITYCKHOJ LIeHOM, OIpeieJIEHHO C yYeTOM
TpeboBaHMiT MyHKTOB 8 1 9 HacTosmux [TpaBu,

B) HellpeiCTaBIeHNe CBeIeHNIA, TPelyCMOTPEHHBIX MyHKTOM 12 HacTosmux [TpaBui.

12. B csiyyae HEOOXOAMMOCTY YTOUHEHMS M (MJIM) TOTIOJIHEHMS CBEIEHUI, COIePsKaIMXCs B JOKYMEHTAaX,
yKa3aHHbBIX B TyHKTe 5 HacTosmux [IpaBui, nepskaTesnb Ui Blafesiel perucTpaliOHHOTO YI0CTOBepeHM S
JIeKapCTBEHHOTO Iperapara (yIIoJIHOMOYEeHHOe UM JIULIO0) IPEeACTaBIISIIOT 110 3arpocy MuHucTepcTBa
3apaBooxpaHeHust Poccuiickoii @enepaiiuyt COOTBETCTBYIOINIYIO TOKYMEHTaJIbHO 0(POpMIIEHHYIO
mMHbopMaImio.

Cpok npe[fcTaBjieH)sI OTBETa Ha 3aIIpocC AepskaTesleM WM BaaJelblieM PerMcTpalyiOHHOIO YOO0CTOBEpeH S
JIleKapCTBEHHOTO Tpernapara (YIoJTHOMOYeHHBIM MM JIMIIOM) He MOXKeT TpeBbIiiaTh 10 pabounx gHeit co
IHS IToydyeHus 3anpoca MuHucTepcTBa 3apaBooxpaHeHns Poccuiickoilt @enepaunn.

[Tpu 3TOM 061Ut CPOK PaCCMOTPEHMS JOKYMEHTOB, YKa3aHHbIX B ITyHKTe 5 HacTosmux [IpaBu,
MuHucTepcTBOM 31ipaBooxpaHeHust Poccuiickoit @eepaiiy He MOXKET MPeBbIIIaTh CPOKH,
MpeayCcMOTpeHHbIe MyHKTOM 10 1 ab63a1ieM BTOPbIM HACTOSIIEro MyHKTA.

[Ipy HEMOCTYIIIEHUM OT AepsKkaTesist UK BiaaLesbla perucTPauyiOHHOrO YIOCTOBEPEeHMS JIeKapCTBEHHOTO
npernapara (YroJJHOMOYEeHHOTO MM JI11[d) B YCTAaHOBJIEHHBIN CPOK 3aIPOIIEHHOM JOKYMEHTAJIbHO
odopmieHHoI MHGopMaLy MUHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit @enmepaiumu B TeueHne 5
pabouMx IHel co THS UCTeUYeHMs OOIIero Cpoka MpMHMMAeT pelieHye 00 0TKase B roCyJapCTBEHHO
peructpauuu (rmepepeructTpanmm) rpeaeabHOi OTITYCKHON LIeHbl MPOU3BOAUTEIS Ha JIeKapCTBEHHbIN
rperapar, o Y4eM B MMCbMEHHOI popMe yBeAOMIISIET IiepsKaTesis UM Blafle/iblla PErUCTPALlMOHHOTO
YAOCTOBEpPEHMSI JIEKApCTBEHHOTO Mpenapara (yIoJJHOMOUYEHHOEe UM JIUIIO).

13. ®enepanbHasi aHTMMOHOIIO/IbHAS CJTyk0a B TeueHue 15 paboumx JHei Co JHS MOMydYeHus: JOKYMEeHTOB,
YKa3aHHBIX B TyHKTe 5 HacTosuX [IpaBu, MpOBOAUT B COOTBETCTBUM C HacTosmumu [IpaBunamu u
MeTOAVKOV 9KOHOMUYUECKUI aHa/IN3 IIpee/ibHOM OTIIYCKHO [JeHbl IIPOU3BOLAUTEIIS Ha JIeKapCTBEHHBIN
Ipenapar, a Takke IpMHMMAaeT M HampasaseT B MMHUCTEPCTBO 3ApaBoOXpaHeHnsT Poccuiickon
depnepaliuy pelieHue 0 COTIACOBAHUM YKa3aHHOI MpeiesIbHOI OTITYCKHO LIeHbI UM 00 OTKa3e B ee
COT/1IacCOBaHUM (C U3JIOKeHMeM IIPUUYMH 0TKa3a).

14. B cryuae HeOOXOOMMOCTY YTOUHEHMS U (MJIU) JOTIOJIHEHUS CBeIeHMI, COIepsKalluXCsl B JOKyMeHTax,
yKa3aHHbIX B ITyHKTe 5 HacTosmux IIpaBui, qepskaTesib UM Bajesel perMcTpaiioHHOr0 YIOCTOBEpEeHUSI



JIeKapCTBEHHOTO Tpernapara (YyIoJTHOMOYEHHOE UM JIUIIO), I0PUANYECKIEe JIUIIA, OCYIECTBIISIONE
nesTeNIbHOCTb IIPY 00pallleHUY JIeKapCTBEHHbBIX CPEJICTB, OPTaHbl MCIIOTHUTENbHOV BJIACTH B Ipeeiax ux
KOMITeTeHIIVY MTPeJCTABISIOT o 3anpocy OenepanbHOi aHTUMOHOIIOIBHO CJTyKObI COOTBETCTBYIOIILYIO
OOKyMeHTaabHO 0hopMIeHHYI0 MHbOpMAIHIO.

CpoK TpeficTaBIeHNs JepskaTeleM UV BIaJelblleM PerucTpaliOHHOTO YI0CTOBEPEH ST JIEKapCTBEHHOTO
npernapara (YIoJHOMOYEHHbBIM MM JIMIIOM), OPUANYECKMMM JIUIaMU, OCYIeCTB/ISIONIMMM JesITeTbHOCTD
1Ipy o6palleHNny JeKapCTBEHHbIX CPeICTB, OpraHaMy MCIIOTHUTEIbHOI BIaCTH B Mpefeiax ux
KOMIIETEHIIMM) He MOXKET MPeBbIIIaTh 25 pabounx AHel co THS mosyueHus sanpoca demepanbHOI
AHTVMOHOTIOJIBHOJ CJTY3KOBI.

[Tpu 3TOM 061Ut CPOK pacCMOTPeHMS JOKYMeHTOB ®eiepasbHO aHTMMOHOTIIOIBHOI CITY3KO00i HEe MOXKET
MIPEBBINIATH CPOK, MTPEIYCMOTPEHHBI TYHKTOM 13 11 a63a1ieM BTOPBIM HACTOSIIErO IyHKTA.

[Ipu HeMOCTYIVIEHUY OT Aep>KaTesisl WM Bilafie/iblia PerUCTPalMIOHHOTO YI0CTOBEepEeHMS JIeKapCTBEHHOTO
npenapara (yroJIJHOMOUYEHHOTO MM JIMIIA) B YCTAHOBJIEHHBI CPOK 3aIPOIIEHHONM TIOKYMEHTAILHO
obopmiaeHHO MHpopmanyy DenepasbHas aHTYMMOHOIIOIbHAS CJIY;KO0a B TeUeHue 5 paboumx gHeil co THS
MCTeueHMs 0011ero CpoKa MpUHMMAaeT pellieHre 06 0TKa3e B COrJIaCOBaHMM MpeeTbHOM OTITYCKHO 1IeHbI
MPOU3BOJANTENS Ha JIeKapCTBEHHBIN MperapaT ¥ HalpaBJsieT ero B MUHMUCTEepCTBO 34paBOOXPaHEeHUS
Poccuiickoit ®epepaliyi, KOTOPOe B TeUeHMe 5 paboumx JHE co THS IMTOTyYeHMsI ITOTO pelleHus
MIPUHMMAET pelieHye 06 0TKase B TOCYIapCTBEHHOM perucTpanyy Uin repeperucTpainuy yKkasaHHOIM
1[eHbl, 0 UeM B MMCbMEHHOI hopMe yBedOMJISET AepskaTesis WK Blae/blla perucTpauyoHHOro
YA0CTOBEpEeHMSI IeKapCTBEHHOTrO Mperapara (yrmoJJHOMOYEeHHOe UM JIUIIO).

Hdepskatenb WM Blagesiel, perucTPalMOHHOrO Y4,0CTOBEpeHM JIeKapCTBEHHOIO IIperapara
(YTIOJTHOMOYEHHOE MM JIUII0) TIPM paccMOTpeHuu 3anpoca demepasbHO aHTMMOHOIIOABHOM CTYKObI MOTYT
HanpasuUTb B MMHUCTEPCTBO 31 paBooxpaHeHus Poccuiickoit @efiepaliu COOTBETCTBYIOIIME YTOUHSOIIME
IOKYMEHTHI (B 2 9K3eMIUISIpax) B TeueHue 10 paboumx qHei co AHS momydeHus 3anpoca dengepanbHoOi
AHTMMOHOTIOJIBHOM CTY>KOBI.

MuHKCTEpCTBO 3/IpaBoOXpaHeHms Poccuiickoit @emepainyy B TeueHue 5 pabounx IHeN co THS MOTydeHUs
COOTBETCTBYIOLIMX YTOUHAIOIINX JOKYMEHTOB OT AepyKaTesls UV BilaJie/blia PerucTpanMOHHOrOo
YA,0CTOBEepeHNS JIeKapCTBEHHOTrO Iperapara (yIIoJIJHOMOYE€HHOr'0 MM JIM1ia) HallpaBJisieT OOUH 3K3eMILISP
TaKUX TOKYMeHTOB B DelepasbHyI0 aHTMMOHOTIOJIbHYIO CITY3KOY.

15. MuHMCTEpCTBO 3apaBooXpaHeHust Poccuiickoir ®emepaiium B TeueHue 5 paboumx JHEN Co THS
nosyueHust pemeHust @efgepaabHO aHTMMOHOIIOIBHO CJIYSKOBI O COTJIACOBAHUM ITPEAEeTbHOI OTITYCKHO
I[eHbI ITPOU3BOJUTEJIS HA JIeKapCTBEHHbIN MpernaparT win 06 0TKase B ee COTIaCOBAHUM ITPUHMMAET
pellieHNe O TOCyLapCTBEHHO perucrpanuu (mepepernctTpauymn) npeeabHoM OTITYCKHOM L1eHbI
MPOM3BONTEJIS HA JIeKapCTBEHHbBIN ITpernapaT Uiy 06 0TKa3e B TOCyapCTBEHHO perucTpaum
(mepeperucTpaiym) ykasaHHO OTITYCKHOJ 1[eHbI B 3aBMCUMOCTU OT pelieHusi, IpuHsaToro ®enepaabHoi
AQHTUMOHOTIOJIbHOI CITYKO07A.

16. B cimyyae mMpUMHSITHUS pellieHs O TOCYLapCTBEHHOM perucTpauun (rmepeperucTpanum) rnpepeabHoin
OTITYCKHOM 11eHbI TPOU3BOAUTES HA JIEKAPCTBEHHBI ITpenapaT MUHUCTEPCTBO 3APaBOOXPaHEHUS
Poccuiickoit @enepaiiiyt BHOCUT COOTBETCTBYIOIIVE JaHHbIe B TOCYJapPCTBEHHBIN peecTp B CPOK,
NpenyCMOTPEeHHbIN IYHKTOM 6 [IpaBuit BeeHNsl roCy1apCTBEHHOIO peecTpa 3aperucTpupoOBaHHbIX
Tpefe/ibHbIX OTITYCKHBIX LIeH IIPOU3BOAUTENIEN Ha JIeKapCTBEHHbIE TIperapaThl, BKIIOUEHHbIE B IIepevyeHb
SKM3HEHHO HeOOXOAMMBIX Y BaXKHEMIINX JIEKAPCTBEHHBIX IIPEINapaToB, YTBEPsKIEHHbIX TOCTAHOBIEHEM
[TpaBuTenbcTBa Poccuiickoit @emeparnyu ot 29 okTsi6pst 2010 . N 865 "O rocymapcTBeHHOM
peryJinpoBaHMM 1[eH Ha JieKapCTBeHHbIe MpernapaThl, BKIIOUeHHbIe B IlepeueHb XXM3HeHHO He00X0IMMBbIX U
BaKHENIIMX JIeKapCTBEHHBIX MPernapaToB”, BbIAeT AepsKaTesli0 Ui BlaJe/blly PerncTpaluMOHHOTO
YAOCTOBEPEHMS JIEKAPCTBEHHOTO Mpenapara (yIoJHOMOYEHHOMY MM JIMILY) BBIITMCKY U3 IIpUKasa o
roCyIapCTBEHHOM perucTpanuu (rmepeperucTpaiynn) npeaeibHoOM OTITYCKHOM [eHbl TPOU3BOAUTEIIS Ha
JleKapCTBEeHHbI Mpenapar 1 pa3MelllaeT COOTBETCTBYIOINIYIO MHGOPMaIMio Ha CBoeM opuiiMaIbHOM caiiTe
B MHDOPMAIMOHHO-TeJIeKOMMYHMKALIMOHHO ceT "VIHTepHeT".



17. ®epepanbHasi aHTMMOHOTIIObHAS CJIY>K0a TPy MPOBepKe JOKYMEHTOB MCITOIb3YeT UCTOUHUKA
nHbopMalMu, coepskallye lieHbl Ha TIeKapCTBeHHbIe MpernapaThl B MUHOCTPAHHBIX TOCYIapCTBAX,
YKa3aHHbIX B IpwiIokeHuy N 2 K MeTOIMKe, ¥ COOTBETCTBYIONIME CAeAYIOIIUM TPeOOBaHMUSIM |

a) pasMenraemasi MHGOpMaLMS JOJIKHA OBITh 00IIEIOCTYITHOI,

0) McTOYHMK MHMPopManyy (caiiT B MHPOPMAILMOHHO-TeIeKOMMYHUKAIIMOHHO ceTu "VIHTepHeT") HO/KeH
cozepskath MHGOpMaINIo 00 opraHu3aI iy, OTBETCTBEHHOI 3a pasMellleHNe CBeJeHu it O IleHax Ha
JleKapCTBEHHbBIE TperapaThl;

B) pasMenaemasi H(GOpMaLys JOKHA TO3BOJSATh UAEHTUDUIIMPOBATh HEOOXOIMMbIE XapaKTEePUCTUKY
JIeKapCTBEHHBIX MIPEMapaToB B IeJISIX COMIOCTABIeHNS JAHHBIX O 3asB/ISIEMOM JIEKapCTBEHHOM IIpernapare u
JIeKapCTBEHHOM IIperniapare, lieHa Ha KOTOPbIii COMePKUTCS B HaiiIeHHOM VICTOUHMKE MH(POpPMaLu;

r) pasmeniaemMasi vH(GOpMaLys JOKHA COIEPKAaTh CBeIeHMs O lieHe Ha JJeKapCTBEeHHbIN Ipernapar u
BaJTIOTE, B KOTOPOJ OHA IpeCTaB/IeHa;

1) ICTOUHMKOM He MOXeT SIBJSIThCSI MHpOpMalus, cofepikaliasi lleHbl Ha IeKapCTBeHHbIe Mpernaparhl,
MOCTaBJIsieMble 3a CUeT MeKAYHapPOIHbIX (MHAHCOBBIX OpraHu3aiuii (GOHI0B) MO pelieHUI0 BceMupHOii
opraHM3aluy 3[paBoOXpaHeHys] B paMKaxX TyMaHMUTapHO MOMOIIY UM 6J1arOTBOPUTETbHOCTH.

18. B ciryuae mpuHSTUS pelieHs 06 0TKa3e B rocyIapCTBEHHOM PerucTpalum Uiy rmepeperucTpanymn
NpeJie/IbHO OTITYCKHO I1eHbI IPOM3BOAUTENS Ha JIeKapCTBEeHHbIN npernapaT MMHKUCTEPCTBO
3IpaBooxpaHeHus Poccuiickoit @enepani B CpOK, He MIPeBbIIANIMIA 5 pabounx AHel, yBeJOMIIseT
Zlepsxaressi Win Blafeablia perMcTpalMOHHOTO YO0CTOBEpeHMs 1eKapCTBEHHOrO Ipernapara
(YIIOJITHOMOUYEHHOE MM JIUII0) B TUCbMEHHOI (hopMe 0 IPUHSATOM pellleHUH (C U3I0KeHUeM IPUIMH
0TKasa).

19. OcHOBaHMSIMM JIJII OTKa3a B coryiacoBauuy demepasbHO aHTMMOHOIIOIBHOI CITY>K0071
roCyIapCTBEHHOM perucTpanuu (mepeperucrpauyn) npeaebHOM OTITYCKHOM LeHbl TPOM3BOAUTEIIS Ha
JIeKapCTBEHHBII Iperapar, 0TKasa B FOCYy4apCTBEHHO perucrpauuu (mepeperncrpauun) MMHMCTEpCTBOM
3apaBooxpaHeHus Poccuiickoin @emepanuu npegenbHOi OTIYCKHOM LeHbI TIPOM3BOAUTEIS Ha
JIeKapCTBEHHBIN IIperapar C yueToOM pellleHus, IpuHToro denepaabHOl aHTMMOHOIIOIbHOI CITY3KO0IA,
SIBJISIFOTCSI

a) MpeJiCTaB/IeHe HeJIOCTOBEPHBIX CBEIeHMIA;
0) mpeacTaB/ieHMe JOKYMEHTOB He B ITOJTHOM 06beMe U (MJI1) HEITOJIHOTA COAEepPsKaIXCsI B HUX CBeIEeHMUIA;
B) Hellpe/icTaBIeHNe CBeIeHNIA, TTpelyCMOTPEeHHbIX MYHKTOM 14 HacTosmux [IpaBui;

T) IIpeBbIIIeHMe TIpeICTaBIeHHOV /IS TOCyAapCTBEHHOV perucTpanyy uinu nepepeructTpaunm npeaeabHo
OTITYCKHOJ LIeHbl MPOM3BOANUTES Ha JIEKAPCTBEHHBIN ITpernapaT Haf 11eHO, paCCUUTAaHHOI B
COOTBETCTBUMU C HacTosiuMM [IpaBuiaMu M Me TOOMUKOJA.

20. Pemrenne 06 oTKa3e B rOCyIapCTBEHHOM PeruCcTpaluym UIu IepeperucTpanmn npeaeabHoi OTITYCKHOM
IIeHbI IPOMU3BOAMTEISI HAa JIeKapCTBEHHbII MpernapaT MOKeT ObITh 005KaJ0BaHO B Cye6HOM IOpsIIKe.

21. [Ing TocymapCTBEHHOWM perucTpanun IpeaeabHOi OTIYCKHONM LeHbI ITPOM3BOANTES Ha JIEKapCTBEHHBI
rpernapar, KpoMe TOKYMEeHTOB, YKa3aHHBIX B ITyHKTe 5 HacTosimux [IpaBus, pecTaBasSIOTCS IS
MpOBeIeHMSI 9KOHOMMYECKOTO aHam3a (110 BbIOOPY JepskaTesis UM BJ1ajie/Iblla PETUCTPAIMOHHOTO
yIOCTOBEPEHMS JIEKAPCTBEHHOTO MperapaTa, yIIoJJHOMOYEHHOTO MM JINIIA) CBeIeHMs Ha OYMakHOM
HOCHUTeJIe C TepeBOA0M Ha PYCCKMIA SI3bIK (B 2 9K3eMIUISIpax), TOATBepXXAatoll/e OTITYCKHbIE 1IeHbI
MPOM3BOANTENS Ha JIeKAaPCTBEHHBIN MpernapaT B MHOCTPaHHbIX TOCYJapCTBaX, YKa3aHHbIX B IpuUIoskeHU N
2 K MeTOIMKe.

22. [lnsg rocymapCTBEHHOM perucTpaiuy npeaeabHO OTITYCKHO LeHbI TPOU3BOAMTEIS Ha JIeKapCTBEHHBbI
rperapar, HaxoOSIuiics B oopalneHnu Ha Tepputopun Poccuiickoit demepanyy, Kpome JOKYMEHTOB,



YKa3aHHBIX B ITYHKTaX 5mu2l HaCTOAIINX HpaBl/I]I, JJIA IIpOBEAE€HMA SKOHOMMYECKOTO aHa/In3a
npencTaBJdI0TCA CJIeaAyIoIe IOKYMEHTBI Ha 6YM8.)KHOM HOCHUTeJ/Ie B OOJHOM 3K3eMILIsIpe:

a) MPOU3BOAUTEISIMU FOCYAAPCTB - WieHOB EBpasuiickoro 3KoHOMMUY€eCKOro C03a, a Takke
MHOCTPAHHBIMU MIPOU3BOAUTENSIMU, OCYILECTBISIOUMMU MEPBUYHYIO U (M) BTOPUYHYIO YIIAKOBKY
JIeKapCTBEHHOTO Tipernapara B Poccuiickoii ®enepanum:

konus ¢opmbl N 2-JIEK (rpom) "CBeneHMst 0 MpOU3BOJICTBE, OTTPY3Ke U lieHaX Ha JJeKapCTBeHHbIe
Cpe[CcTBa” 3a OTUETHLIN IIepuos, orpee/IeHHbI B COOTBETCTBUM C ITYHKTOM 23 HacTosAmux [IpaBui;

KOIIMY TOBAPHBIX HaK/IALHbIX HA KOHKPETHDIN JIeKapCTBEHHBI IIperapar, OTTPYKeHHbIN 38 OTYETHBIN
TIepUOL, ONpeeieHHbI B COOTBETCTBUY C IIYHKTOM 23 HacToAwux [IpaBui (ipencraBieHme Bcex
TOBapHbIX HAKJIaJHbIX HEOOXOAMMO, eC/IM KOIMYECTBO OTTPY30K 110 JIeKapCTBEHHOMY Iperapary He
MpeBbIlIaeT 25 MTYK, a M0 JeKapCTBEHHBIM ITperapaTam, 0 KOTOPbIM KOJMYECTBO OTIPY30K ITpeBbIIIaeT
25 WITYK, TPeCTABISIOTCSI KOMTMY TOBAPHbBIX HAK/IAIHBIX C HAMOOBIIMUM YEeJIbHOM BECOM B 00beMe
peanu3aiu KOHKPETHOTO JieKapCTBEHHOTO Mpernapara, Ho He MeHee 25 HITyK);

0) MHOCTPAHHBIMM ITPOU3BOAUTEIISIMM - KOTIMM TaMOXKEHHBIX JeKIapaluit Ha TOCTaBKy KOHKPETHOTO
JIeKapCTBEHHOTO TperapaTra 3a OTYETHbIV [Iepuo, OTrpeleJIeHHbI B COOTBETCTBUU C IYHKTOM 23
HacTosimux [IpaBus (TpeAcTaB/ieHe BCeX TAMOKEeHHBIX JeKaapalinit Heo0XoI1Mo, ec/iv KOJIUUeCTBO
TaMOXXEHHBIX JeKjapaluii 1o JIeKapCTBEHHOMY IIperapary He IpeBbIIaeT 25 MTYK, a 110 JeKapCTBEHHbIM
rpernaparam, o KOTOPbIM KOJIMYECTBO TaMOKEHHBIX IeK/Iapalyii MpeBbIIIaeT 25 MITYK, TPeACTaBIIsSIIOTCS
KOITMYM TaMOKE€HHBIX eK/Iapaluii ¢ HaubOJIbIIMM yIeJIbHOM BECOM B 00beMe pean3alyuy KOHKPETHOTO
JIeKapCTBEHHOTIO MperapaTa, HO He MeHee 25 MITYK).

23. IIpu rocyiapCTBEHHOM PEruCcTpalum MpeebHOM OTITYCKHO 11eHbI TPOU3BOAUTES HA JIEKAPCTBEHHbIN
rpenapar 3a OTYETHbIN epuoI, IPUHMMAETCS KaJIeHAAPHbIN r'ofl, MpeAlIeCTBYIOIIMI JHIO IOJaun B
MuHUCTEepCTBO 3aApaBooxpaHeHns Poccuiickoit @enepaiim 3asiBJIeHUS O TOCYIAPCTBEHHOM perucTpanum, a
B CjIy4yae MpeJCcTaBeHs Ha TOCYAapCTBEHHYIO PErUCTPALIMIO IIPee/IbHOV OTITYCKHOJ LI€HbI Ha
JIeKapCTBEHHBIN Tpenapar B rof u3ganuus akra [IpaBurenbcrBa Poccuiickoir @emepanyy 06 yTBe psKIeHUM
TIepevHsI XXKM3HEHHO HeOOXOIMMBbIX M BasKHEMIINX JIeKapCTBEHHBIX ITperapaToB Ha CJIeAyIONIMii
KaJIeHJaPHbIN T'Of, - 3@ TEKYIIM1 KaJeHIapHbIN rof.

24. IIpy rocymapCTBEHHOM perucTpaunum (nepeperucrpanum) npeneabHoi OTIIYCKHOM [eHbl Ha
pedepeHTHbII JIeKapCTBeHHbII Mpernapar Ijis1 BCex yKa3aHHbIX B PerMCTPalMOHHOM yIOCTOBEpeHUM
JIeKapCTBEHHOTO IIperapara [pousBoauTeel (Ipou3BOACTBEHHbIX IIONAI0K IIPOU3BOAUTEIS,
Y4aCTBYIOLIMX B IIpOLiecce IPOM3BOACTBA) YCTAaHABIMBACTCS eAyHas IpefebHas OTIIYCKHAs [jeHa Ha
JIleKapCTBEHHbII Iperapar Jjist Kaskaoit JeKapCcTBeHHOM (GopMbl, JO3MPOBKY (KOHIIEHTPALMM, aKTUBHOCTU
B IVTHUIIAX JIeVICTBYUS) U OOIIEro KOJMIecTBa BO BTOPUYHOI (TIOTPEOUTETHCKOI) YITaKOBKe Oe3 yueTa
dbopmbI BbIITyCKa, 38 UCKIIOUEHMEM CIy4yaeB, TpeqyCMOTPEHHbIX TyHKTOM 25 HacTosimux [IpaBut.

[Tpu rocymapcTBeHHOI perucTpauum (epeperncrpauyn) npeseabHoM OTITYCKHOM LeHbl Ha
BOCITPOM3BeIeHHbIN, 6110aHAIOTOBbIN (0MOITO00HBIN) TeKapCTBEHHBIN ITperapaT IMpou3BoauTe e
rocynapcrsa - wieHa EBpasuiickoro 3koHOMMUYeCKOro Cox3a 151 BCeX yKa3aHHbIX B perMcTpalyOHHOM

YA 0CTOBEepPeHH JIeKapCTBEHHOTO IIpernapara Ipou3BoauTesneil (Ipou3BOACTBEHHbIX IIJI0NIaL0K
MIPOU3BOLUTENIS, YYACTBYIOIIVX B IIpOLiecce IMPOU3BOACTBA HA TEPPUTOPUM FOCYLAPCTB - YWIEHOB
EBpasuiickoro 3kKOHOMMYECKOr'0 COX03a) YCTaHABAMBAETCS eVHas Ipee/ibHas OTIIYCKHA LleHa Ha
JleKapCTBEeHHbIN mpernapar JI/Isl Kask/0ii JeKapCcTBeHHO hopMbl, JO3UPOBKY (06beMa, MacChl, KOJMYECTBa
103 B TIEPBUYHOI YITAKOBKE) U 0011[ero KOJM4YecTBa BO BTOPUYHOI (ITOTPeOUTENbCKOI) YITAaKOBKe 6e3 yueTa
(dbopMbl BbITyCKa, 3a MCK/IIOUEHMEM C/TyyaeB, TpeyCMOTPEHHbIX MyHKTOM 25 HacTosuux [IpaBu.

[Tpu rocymapCTBEHHOM perucTpauum (mepeperncrpanum) rnpeneibHoi OTITyCKHOM 11eHbl Ha
BOCITPOM3BeIeHHbI, 6110aHAIOTOBBIN (6MOTIOTOOHBIN) JIeKAPCTBEHHDIN MTperapaT MHOCTPAHHOTO
MIPOU3BOAUTENIS [J151 BCeX YKa3aHHBIX B PErUCTPalMIOHHOM YA0CTOBEPEHUM JIeKapCTBEHHOTIO Ipernapara
Mpou3BoauTesel (IIPOU3BOACTBEHHBIX IUIOILAL 0K ITPOU3BOAUTEIS, YUACTBYIOIIMX B IIpoLecce
MPOU3BOACTBA 3a MpeaeaMu TOCYAapCTB - WieHOB EBpa3uiickoro 3SKOHOMMYECKOr0 CO3a U



OCYLIeCTBIISIIOIIVX WIN IJIaHUPYIOIIUX OCYILIEeCTBJISITh IEPBUYHYIO U (MJIM) BTOPUUHYIO YIIAKOBKY
JIeKapCTBeHHOrO Ipernapara B Poccuiickon @enepanyiy) ycTaHaBIMBACTCS eAyHas IIpefe/ibHas OTIIyCKHAs
1leHa Ha JIeKapCTBeHHbIN Ipernapar [js1 KaX/I0ii TeKapcTBeHHO# hopMbl, 4O3UPOBKYU (00'beMa, MacChl,
KOJIMYeCTBa 103 B IePBUYHOI yIIaKOBKe) 1 06I11ero KoJauyecTBa BO BTOPUUHOI (TIOTPeOUTeTbCKOI)
yrnakoBke 6e3 yueTa (opMbl BbIITYCKa, 32 UCK/IIOUEHMEM CJIyyaeB, MPeyCMOTPEHHBIX TyHKTOM 25
Hacrosuux [Ipasuit.

25. B ciryyae eyt MMHMMAaJIbHBIV YPOBEHb 11eH pedepeHTHOrOo JieKapCTBEHHOTO ITperapara Ha pa3/iMuHblie
(dhopMbl BbIITycKa (IIMPULL-PYIKM, KAPTPUIKY JIMOO0 MHbIe (DOPMbI BBIITYCKa, COBMECTMUMbIE C YCTPOMCTBAMM
BBeleHV S (TIpUMeHeHMs) WK SIBJISIoIIMecs YCTPOCTBaMy BBeleHV s (IpUMeHeHs) B MHOCTPAHHbIX
rocymapcTBax, yKa3aHHbIX B Tabnuile 1 pasgena Il nmpuioskenust N 3 K MmeToAyKe, pasandaeTcs 6o1ee uem
Ha 10 mpOIeHTOB, IOIMTyCKaeTCsl YCTaHABAMBATD Mpeie/ibHbIe OTITYCKHbIE IIeHbl Ha KaXKIYI0 U3 TakKuX Gopm
BBIITYCKa JIeKapCTBEHHOTO Ipenaparta. [IpefgenbHas OTITyCKHas lieHa Ha peepeHTHbIN JieKapCTBeHHbI
npemnapar B Takux (popmax BbIITyCKa yCTAHABIMBAETCSI HA OCHOBaHMY MUHUMA/IbHBIX OTITYCKHBIX 1IeH
npousBoauTes (6e3 yueTa MpoM3BOICTBEHHBIX TIONIA0K, yUaCTBYIOLMX B IIPOLiecce ITPOU3BOACTBA) Ha
COOTBETCTBYIOIIME (OPMBI BHIITYCKA TAKOTO JIeKaPCTBEHHOTO MperapaTa B MHOCTPAHHBIX TOCYIapCTBax,
yKasaHHbIX B Tabsuiie 1 pasmena Il mpunoxkerus N 3 K MeTouKe (C yUeTOM PacXO/i0B, CBSI3aHHBIX C
TaMOXeHHbIM 0(OpMJIeHUEM).

[Tpu 3TOM MaKkCHMMa/IbHas pa3HMIlA MeXAY MpeaeabHbIMM OTITYCKHBIMM IIeHaMM Ha TaKoi peepeHTHbI
JIleKapCTBEHHbBII Mperapar B pa3JIMUHbIX GopMax BbIITyCKa, COMTOCTaBMMBbIX T10 JIeKapCTBEHHOI ¢hopMme,
I03MPOBKe (KOHIIEHTPALMM, aKTUBHOCTY B eIMHUIIAX IeJiCTBYSI) U O6IIeMy KOJIMYECTBY BO BTOPUYHOI
(MOTpebuUTebCKOI) yIIaKOBKe, He MOKeT mpeBbImaTh 90 MpOLeHTOB.

B ciyyae ecnyt mpepenibHast OTITYCKHAs ieHa Ha pedepeHTHbII TeKapCTBeHHbIN Tpenapar
3aperucTpupoBaHa B COOTBETCTBUM C HACTOSIIMM IMTYHKTOM, pacyeT IpeJie/ibHbIX OTITYCKHBIX 11€H Ha
BOCIIPOM3Be/IeHHbI, 0110aHAIOTOBBI (6M0TIOIOOHBIN) JIeKapCTBEHHbIN MTperapaTt OCyleCTBIIsIeTCs Ha
KXy (opMy BbIITyCKa C yUeTOM IpefeabHbIX OTITYCKHBIX LI€H MTPOM3BOANTENEl HA COOTBETCTBYIOLIME
dbopmbl Beillycka pedpepeHTHOTO JieKapCTBEHHOTO Mpernapara.

26. [lep>kaTesib UK Bafesel permcTpanMOHHOTO YA0CTOBepeHNS JIeKapCTBEHHOTO Tperapara
(YIIOJITHOMOYEHHOE MM JIUII0) BOCIIPOM3BEAEeHHOTr0, 6110aHaIOrOBOTO (6M0II0L00HOr0) JIeKApCTBEHHOTO
rpenapara npeACTaBisIoOT A5 TOCYAapCTBEHHONM perucTpaluy npeaeabHyo OTIYCKHYIO IIeHY Ha
JIeKapCTBEHHBIN Tperapar, paCCUMTAHHYIO IO MeXAYHaPOAHOMY HellaTeHTOBAHHOMY HaMMeHOBaHMIO (TIpU
€ro OTCyTCTBUM M0 XMMUUECKOMY MUJIM IPYIIIMPOBOYHOMY HaMMeHOBaHMIO), IeKapCTBeHHO opMe,
I03MPOBKe (KOHIIEHTPALMM, aKTUBHOCTY B € IMHUIIAX IeJiCTBYSI) U O6IIeMy KOJIMYECTBY BO BTOPUYHOI
(MOTpebuUTeHCKOI) YIIAKOBKE C MIPUMEHEHMEM COOTBETCTBYIOIIEro KO3 duiineHTa 1o OTHOLIEHUIO K
3aperMcTPUPOBAHHOMN IpeIeIbHOM OTITYCKHOM I[eHe ITPOU3BOAMUTE/ISI Ha peepeHTHbIN JIeKapCTBEeHHBIN
rperapaT B COOTBETCTBUU C METOLMUKOIA.

27. B ciryuae eciiy B paMKax OJTHOTO PErMCTPAIMOHHOTO YA0CTOBEPEHMST JIEKAPCTBEHHOTO ITperapara
BOCITPOM3BeIeHHbI, 6110aHaIOTOBbIN (0MOTI0J0OHBINT) IeKaPCTBEHHBII IIperapaT Mpou3BOAUTCS B
rocyzmapcTse - yjeHe EBpa3uitckoro 93KOHOMMUUYECKOTO COI03a ¥ MHOCTPAHHBIM ITPOMU3BOAMTEIEM, IleHa JJIsT
TAKOTO JIEKapCTBEHHOTIO IperapaTa pacCUMThIBAETCS C COXpPaHEeHMEeM ero MPUHAIJIeSKHOCTU K TOCYIapCTBY -
yieHy EBpa3nuiickoro SKOHOMMUYECKOTO COI03a WJIM MHOCTPAHHOMY ITPOM3BOIUTEIO C YIETOM
COOTBETCTBYIOIIETO MOHMKAIOIIETo KO3GGuIMeHTa B COOTBETCTBUY C METOAVKOJA.

28. B ciryuae OTCYTCTBUSI B paMKaxX MEKIYHAPOIHOTO HEITaTEHTOBAHHOTO HaIMEHOBAaHMS U JIeKapCTBEHHOIA
dbopmbl pedpepeHTHOTO JIeKapCTBEHHOTO TMIpernapara Ui B CJIydae, eciu Ipeie/ibHasi OTITyCKHAs IleHa Ha
pedepeHTHbII IeKapCTBEHHbIN MTpernapar He 3aperucTpupoBaHa, aepskaTesib UIu Baaaeer]
PEerMCTPaLVOHHOTO YI0CTOBEPEeH NS JIeKapCTBEHHOTO Tpernapata (YIoJITHOMOUEHHOEe UM JIUIIO)
BOCITPOM3BEIEHHOTO WM 6110aHAI0rOBOro (6M0II0106HOTO) JIEKAPCTBEHHOTO Tperapara MnpeCTaB/soT
IJIS1 TOCYIapCTBEHHOM perucTpaiu (epeperucTpaiyin) mpeaesibHyo OTITYCKHYIO IIeHY ITPOM3BOINTENS Ha
JIeKapCTBEHHBIN ITpernapar, pacCUMTaHHYIO IT0 MeKAYHaPOIHOMY HelmaTeHTOBAHHOMY HaMeHOBAaHMIO (TIpK
€r0 OTCYTCTBUM TI0 XUMUYECKOMY MJIU TPYIIIIMPOBOYHOMY HaMEHOBAaHUIO), JIeKapCTBEHHO hopMe,



I03UPOBKe (KOHII@HTpaLyy, akTUBHOCTY B €MHUIAX AeiiCTBUS) K 001eMy KOJIMYeCTBY BO BTOPUUHOM
(MOTpebuUTeNbHCKOI) YIIAKOBKE C IIPUMEHEHMEM COOTBETCTBYONIEro KoahduiineHTa o OTHOIEHNIO K
MaKCMMaJbHOM 3apernCTPUPOBAHHOI IIpeebHO OTIIYCKHOM 1jeHe IeKapCTBeHHOTO IIpernapara,
COBIIAJAIOIIEro [0 MeXAYHAPOSHOMY HellaTeHTOBAHHOMY HaIMEeHOBaHUIO (TIPU ero OTCYTCTBUM 110
XMMMUYEeCKOMY MJIM TPYIIIIMPOBOYHOMY HaIMEeHOBAaHMIO), T1eKapCTBEHHOI (popmMe B COOTBETCTBUM C
pasnenoMm VIII meToauku.

29. TocymapcTBeHHAasI perucTpalys peeabHO OTITYCKHO 1eHbl HA UMMYHOOMOIOTMYeCKIUIA
JleKapCTBEHHbII Mpernapar (BakI[MHY) B COOTBETCTBUM C HAI[MOHAAbHBIM KajleHAapeM Ipo@uaakTMdecKmux
MIPUBMBOK, BKJIIOUEHHBIII B IIepeveHb JKM3HEHHO HeOOXOIVIMbIX U BaXKHEMIIMX JIeKaPCTBEHHBIX
MpernapaToB, OCYIIECTB/ISIETCS B COOTBETCTBUM C TPeOOBAHMUSIMM, YCTAHOBIEHHBIMM J1J1S1 pepepeHTHBIX
JIeKapCTBEHHBIX IpernapaToB. [Ipy 9ToM AepskaTesb Wi Blageliel perucTPauiOHHOTO YI0CTOBEPEeHMS
JIeKapCTBEHHOTO Tperapara (YIIoJIHOMOUYEHHOe UM JIUII0) MTPeNCTaBISIOT 151 TOCYAapCTBEHHOM
perucTpaium npeaeabHy0 OTITYCKHYIO 1IeHY Ha JIeKapCTBEHHbIN Mperapar, He TPeBbIIIalIyo
MaKCUMaJbHYIO 3apeTMCTPUPOBAHHYIO ITPEEIbHYIO OTITYCKHYIO [IEHY IPOU3BOAUTEIIS HAa JIeKAPCTBEHHbIN
Impemnapar, COBIIagaloIuii Mo MeKAyHapOAHOMY HellaTeHTOBAHHOMY HaMMeHOBaHMIO (TIPU €T0 OTCYTCTBUN
110 XMMMUYECKOMY WJIM TPYIIITMPOBOUYHOMY HaMMEHOBAHUIO) U JiIeKapCTBEeHHOI (hopMe, oripeie/IeHHYIO B
COOTBETCTBUU C METOVKOIA.

30. 3aperucTpupoBaHHas MpeAeabHas OTITYCKHAs LieHa MPOM3BOAMTE/IS Ha JJeKapCTBeHHbI mperapar
MOKET OBbITh ITepPepPerucTPUpPOBaHa B EeJISIX YBEIMUEHMS B CIyYasiX, IPeIyCMOTPEeHHbIX ITyHKTaMu 32 1 34
HacTtosux [IpaBuii, Ha OCHOBaHUY 3asiBJIeHMS O TlepeperucTpaly U JOKYMeHTOB, IpeiCTaB/IeHHbIX B
MuHMCTEPCTBO 3apaBooxpaHeHnst Poccuiickoir @emepanyy 1o 1 oKTIOpS Kaskaoro roja (He vaiie 1 pasa B
KaJieHAapHOM roay). IlpemenbHast OTITyCKHAsI IleHa Ha JIeKapCTBEHHbIN MperapaT He MOXeT ObITh
repeperucTpUpPOBaHa B TOM ke KaJIeHIapHOM I'ojly, B KOTOPOM OHa ObljIa 3aperucTpMpoBaHa.

31. 3asgBneHHas K lepeperucTpalum npejesibHasi OTIIyCKHas lieHa BOCIIPOM3BeIeHHOT0, 6110aHaI0TOBOTO
(61omo106HOr0) JIeKAPCTBEHHOTO ITperapara mocJje rmepeperucTpauyuy He MOsKeT ObITh BbIIIIe
3aperucTpUpoOBaHHOI IIpeie/IbHOM OTITYCKHO 11eHbl TPOM3BOAMUTESI HAa pedepeHTHbI JieKapCTBeHHbI
rperniapar, onpeieJIeHHOM B COOTBETCTBUM C METOIMKOIA.

32. 3aperucTpupoOBaHHas MpeJeibHas OTITYCKHAs IleHa Ha JIeKapCTBEHHbII ITperapaT Mpou3BOATe el
roCyIapCTB - WieHOB EBpa3niickoro SKOHOMMYECKOTO COI03a MOKET ObITh IIEPeperucTpMpoBaHa B
COOTBETCTBUM C METOJIMKOI:

a) 11 IeKapCTBEHHBIX MIPENapaToB HMKHETO IIEHOBOTO cerMeHTa 110 50 py6Jieit (BKIIOUMTEBHO) - B
cJTyyae M3MeHeHMs LieH Ha ChIpbhe ¥ MaTepualbl, a TAK)Ke B CJlyyae M3MeHEeHMs HaKJIagHbIX PacX00B, HO He
BbIIIIe YPOBHS (PaKkTMueCcKoit MHOIISIIMY B TPEAIIECTBYIOIEM KaJIeHIapHOM Iro/ly C y4eTOM
MIPOTHO3MPYEMOTO YPOBHS MHGJISAIMM, YCTAHOBJIEHHOTO Ha TEKYIIMii rof, ¢pemepaybHbIM 3aKOHOM O
dbenepasbHOM 6I0/IKETE HA COOTBETCTBYIOIINI (PMHAHCOBBIN IOl U IVIAHOBBIN MIEPUOI;

6) [71s1 IeKapCTBEHHBIX MperapaToB lleHOBOro cermeHTa oT 50 py6sieit 1o 500 py6iieit (BKIIOUNTETBHO) - B
cJlyJyae yBeJaMueHMs LieH Ha CbIpbe U MaTepuasbl, UCIIOIb3yeMble TPy MPOU3BOJACTBE KOHKPETHOTO
JIeKapCTBEHHOTO Iperapara, KOTOpble B PaBHOV CTeNIeH) BAMSIIOT Ha YPOBEHb 3aperMCTPUPOBAHHBIX L1€H
Ha BCe JIeKapCTBEeHHbIe IpernapaThbl, OTHECEHHbIE K ONHOMY MeXIyHapOJHOMY HellaTEeHTOBAHHOMY
HaMMEeHOBAaHUIO U MMeIolMe OJUMHAKOBbIN ITYyTh BBeieHM s (Koie6aHMs BATIOTHBIX KypcoB, (opc-
MaskOpHbIE OOCTOSITEILCTBA, BOSHUKIIIME Y TIOCTABIIMKOB ChIPbSI ¥ MATEPUAIOB), HO HE BBIIIE YPOBHSI
dakTnueckoit MHGSALMK B TIpeIIeCTBYIONEM KaJeHIapHOM rofly C yueTOM ITPOTHO3UPYEeMOr0 YPOBHS
MHQIAMM, YCTAHOBJIEHHOTO Ha TeKYLIMii rof, GpenepasbHbIM 3aKOHOM O efiepaibHOM OroJIkeTe Ha
COOTBETCTBYIOLIMIT (PMHAHCOBBIV IO, U MJIAHOBBIV TEPUOI;

B) J/IS IeKapPCTBEHHBIX ITPEIapaToB IIEHOBOTro cerMeHTa oT 50 py6uieit ;o 500 py6iieii (BKIIOUUTENIBHO) - B
cJydae M3MeHEeHMS IIeH Ha ChIpbe M MaTepuasibl, a TAaKKe B cJlyuyae M3MeHeHMsT HaKIagHbIX pacXo/IoB, HO He
BBIIIIE [TPOTHO3MPYEMOI'O YPOBHS MHQUISILIVM, YCTAHOBJIEHHOTO Ha TeKYIIMi rof pegepaabHbIM 3aKOHOM O
dbenepasbHOM 6I0[IKEeTE Ha COOTBETCTBYIOIINI (PMHAHCOBBIN I'OJT U IVIAHOBBIN MIePUOI;



T) JJ1s1 TIeKapCTBEHHbIX ITperapaToB 6e3 orpaHMUYeHMs 110 LieHe - B (Jyyae eCyiy CpeHeB3BelleHHas
(daxkTuueckasi OTIIyCKHasI LieHa Ha JIeKapCTBEHHBII Mpenapar 3a epuof, UCTeKIINii CO THS MPUHSITUS
pelleHNs O rOCYyLapCTBeHHO perucrpannum (IocjiegHen nepeperucrpanum) npeneibHoi OTIIYCKHOM 1ieHbl
10 THSI TIOAUM 3asIBJIEHMS O TlepeperucTpalm, 6bljia HKe 3aperMCTPUMPOBAHHON Ha TOT MEePUO, LieHbI He
60siee yeM Ha MTPOTHO3UPYEMblii YPOBeHb MHQIISIMM, YCTAHOBIEHHbI Ha TeKyIMit rof, degepanbHbIM
3aKOHOM O (eJepaabHOM O10/IKeTe Ha COOTBETCTBYIOLIMIT (PMHAHCOBBIN IO, U TUIAHOBBIN MEePUO, HO He
BBIIIE BeJIMUYNMHbI, PACCYUTAHHONM B COOTBETCTBUM C METOIUKOM.

33. HpI/I nepepermcrTpauuu mmpeaejIbHbIX OTITYCKHBIX IIE€EH HpOMBBO,H,MTGIIEVI rocyoapcCTB - YWIE€HOB
EBpaBMﬁCKOFO 9KOHOMMYECKOIo CO3a HOKYMEHTBI Ha MHOCTPAHHOM S3bIKe MMPEeaCTABJIAI0TCI Ha
6YMa)KHOM HOCHTeJie C 3aBEPEHHBIM B YCTAHOBJIEHHOM IIOpAOKe IepeBOaOM Ha pYCCKI/Iﬁ SI3bIK.

[aHHbIe B OTHOIIEHUM BCeX (aKTUUeCKMX 1ieH B BalII0Te TOCygapcTBa - wieHa EBpa3uiickoro
9KOHOMMUECKOI'0 COI03a IIPeICTAaB/ISIIOTCS C yYeTOM IlepecyeTa Ha py6sin Mo KypcCy, yCTaHOBJIEHHOMY
enTpasbHbiM 6aHKOM Poccuiickoit @enepain Ha AeHb, KOTJa MIPOU3BOAUTENeM Oblla OCyIeCTBIeHa
(baxTuyeckas peann3salusi JieKapCTBEHHBIX IIperapaToB OpraHu3alu OIITOBOM TOPTOBIN
JIeKapCTBEeHHBIMY CpeLiCTBaMu, U (WIM) allTeUHO Opraiusanuu, u (Uin) UHAVBUAYAITbHOMY
MpenpUHUMATEI0, UMEeIIIUM JUlleH31I0 Ha (papMaleBTUUeCKYIO AesTeTbHOCTb.

34. 3aperucTpupoBaHHas MpeaeabHasi OTIYCKHAs 1leHa Ha JIeKapCTBEeHHbI MperapaT MHOCTPAHHOTO
MIPOU3BOANUTEISI, OCYILIECTBIISIIOIIETO B TOM UlC/ie TIEPBUYHYIO U (MJIM) BTOPMUHYIO YITAKOBKY
JleKapCTBEHHOro mnperapara B Poccuiickoit ®emepaiiny, MOsKeT ObITh IIepeperMcTpmupoBaHa B
COOTBETCTBUM C METOAMKOI, €C/IM POCT Kypca HallMOHAIbHOM BaJIIOThI TOCYAAPCTBA - IPOU3BOAUTENS K
PYOJIIO CO THS PUHSITUS PellleHNsI O TOCYIapCTBEHHOV perucTpanym (rocjaeHel mepeperucTpam)
npeneibHOM OTITYCKHO 1leHbl TPOM3BOAUTEISI Ha JIeKapPCTBEHHBI Iperapar 1o AeHb Iogauu 3asBIeHUs O
repeperucTpauy IMpeBbIliaeT MIPOrHO3UPYEMbIi YPOBEHb MHMJISIMN, YCTAHOBJIEHHBIV HA TEKYIINi IO
(denepanmbHbIM 3aKOHOM O (pefiepaqbHOM O0/IKeTe Ha COOTBETCTBYIONMIT (GMHAHCOBDIN I'OJI U TIJIAHOBBIA
TepuoJ,

[lepepeructpanys npepeibHOM OTITYCKHOV LIeHbl Ha IeKapCTBEHHbIN IpenapaT MHOCTPAHHOTO
MIPOU3BOJNTES, OCYIECTBIISIONIEro B TOM UlC/ie IEPBUYHYIO U (MJIM) BTOPUUHYIO YIIAKOBKY
JIeKapCTBEHHOTO TperapaTta B Poccuiickoi @enepaiiut, OCyIIeCTBISIETCS C YYeTOM ITPOrHO3UPYEMOTo
YPOBHS MHMJISIIMM, YCTAaHOBJIEHHOTO Ha TeKyIuii ron emepasbHbIM 3aKOHOM O hemepasbHOM Ol0/KeTe Ha
COOTBETCTBYIONIMIT (PMHAHCOBBIV IO, U MJIAHOBBIV ITEPUO/I, HO He BbIllle BeJIMUMHbBI YBeTUUYEHUS],
pacCYMTaHHON B COOTBETCTBUM C METOAUKOI, C yUeTOM MMUHMUMAJIbHOM OTITYCKHOJ 11€HbI IPOU3BOINTES
(6e3 yueTa HaMMeHOBaHMSI MPOM3BOACTBEHHBIX IIJIOIIAL0K, YIaCTBYIOIINX B IIpoIlecce IMPOM3BO/ICTBA) Ha
TaKO1 IeKapCTBeHHbI MpenapaT B MHOCTPAHHbBIX TOCYIapCTBax, yKa3aHHbIX B Tabuile 1 pasnena Il
npunoxkeHusa N 3 K MeToAuKe.

35. [lyis mepeperucTpalum rpeeabHOM OTITYCKHO IIeHbI TPOM3BOAMTEISI Ha IeKapCTBEHHbIN IMpenapar,
KpoMe TOKYMEeHTOB, yKa3aHHbIX B ITyHKTe 5 HacTosAmux [IpaBui, MpeacTaBasiOTCs ClieIyloliye JOKYMEeHTbI
11 95KOHOMMUYECKOTO aHa M3a Ha OYMakHOM HOcuTesIe (B 2 9K3eMILIIpax):

a) IIPOU3BOAUTEIISIMU U3 TOCYAAPCTB - WieHOB EBpasniiCKoro 53KOHOMMUYECKOro COr3a Ipu
repeperucTpanum B Caydasx, IpeayCMOTPEHHbBIX MOAITYHKTaMu "a" U "B" MyHKTa 32 HacTosmux [IpaBui:

pacyeT BeJIMUYMHBI YIOPOSKAHUS CTOMMOCTH ChIPbSI ¥ MATEPUAIOB B CTPYKTYpe 3aTpaT Ha MPOU3BOJCTBO U
peann3saluio JiekapCTBEHHOTO Iperapara;

KOIIMYM KOHTPAKTOB, MO TBEPKAAIONINX YBeIMUeHe CTOMMOCTY ChIPbSl M MaTepuasaoB, CO CpOKaMu
IelicTBISI, 3aBepIIAIOLIMMICS He paHee ueM uepes 3 Mmecsiia Co AHS oAUy 3asIBJIeHMs O
repeperucTpanum, a Takske KOImu crenudumkanmii 1 Bcex MPUI0XKEHM K KOHTPAKTaM, KOTOPbIe SIBJISIIOTCS
X HEOTHEMJIEMOII YaCThIO;

IOKyMEeHTaabHOE MOATBepXKIeHMe (PaKTMUeCKUX 3aTpaT Ha CbIpbe U MaTepuasibl Ha JeHb IPUHSATUS
pelieHNs O FOCYyLapCTBeHHO perucTpannum (IocjiegHe rnepeperucrTpanyum) npeneibHoi OTIIYCKHOM 1ieHbl



Ha JIeKapCTBEHHbI TTpernapar;

pacueT BeJIMUMHDbI M3MEHEHNM I HaK/IaJHbIX paCcXOoJ0B B C/Iydyae YBeJIMYeHN TapI/I(l)OB Ha 3JIEKTPMNYEeCKYIO
9HepIrunio, TEHHOCHaG)KeHI/Ie, BO,ZLOCH86)KEHI/IE M II€H Ha TOIVIMBO, d TAKXKE paCyeT YBEJIMUYECHUA
AMOPTHM3alIMOHHBIX OTYMCJIEHU 10 OCHOBHBIM cpenctBaM, UCITIOJIb3YEMbIM HEIMOCPEACTBEHHO OJIs1
MMpOM3BOACTBA JIEKAPCTBEHHDLIX ITPEIMAPATOB;

IOKyMEHTAJbHOE IMOATBEPKIEeHME YBeIMUeHNST HaKIagHbIX PACX0/I0B, a TAKKe KOMMM JOKYMEHTOB,
MOATBEPKIAIONIMX BBOJ, COOTBETCTBYIOIIMX OCHOBHBIX CPEJICTB B 9KCILTyaTallNIO;

pacueT YpOBHA pEHTa66J'IbHOCTI/I Ha KOHKpQTHbIVI HEKapCTBEHHbIVI rnmpemnapaTt B COOTBETCTBUMU C METO,ELMKOVI;

6) MpoM3BOAUTEISIMU U3 TOCYAAPCTB - WieHOB EBpa3uiickoro 5KOHOMMUUECKOTO COI03a Mpu
repeperucTpaluy B Caydasx, IpeayCMOTPEHHbIX IMOAITYHKTOM 6" IMyHKTa 32 HacTosmux [IpaBut:

pacyeT BeMUYMHBI YIOPOKaHUS CTOMMOCTH ChIPbSI M MaTepuaaoB B CTPYKTYpe 3aTpaT Ha MPOM3BOJICTBO U
peanu3alyio JieKapCTBEHHOTO ITperapara;

KOIIMYM KOHTPAKTOB, MO TBEPKAAIONINX YBeIMUeH e CTOMMOCTY ChIPbsl M MaTepuasaoB, CO CpPOKaMU
IelicTBUSI, 3aBePIIAIOLIMMUCS He paHee ueM uepes 3 Mecsiia co AHS oAUy 3asBIeHMS O
repeperucTpanum, a Takke KOImuu crenuduranmii 1 Bcex MPUA0KeHM K KOHTPAKTaM, KOTOPbI€e SIBJISIIOTCS
X HEOTHEMJIEMOII YaCThIO;

IOKyMeHTaabHOE MOATBepXKIeHMe (PaKTMUeCKUX 3aTpaT Ha CbIpbe U MaTepuasibl Ha JeHb IPUHSATUS
pelleHNs O rOCyIapCTBeHHO perucrpaunum (IocjiegHen nepeperucrTpanyum) rnpeneibHoi OTIIYCKHOM LeHbl
Ha JIeKapCTBEeHHbII IIpenapar;

pacueT ypoBHS peHTabeIbHOCTY Ha KOHKPETHBIN JIeKAPCTBEHHBI MperapaT B COOTBETCTBUM C METOIVKOI;

B) IIPOU3BOLAUTEJISIMU F'OCYAAPCTB - UIeHOB EBpa3uiiCkoro 3KOHOMMYeCKOro cow3a Ipy repeperucTpanumn
B CIy4asiX, MpesyCMOTPEeHHBIX IOAIIYHKTOM "T" IIYHKTA 32 HacTogwuX [IpaBui, - KOnmuy TOBapHBIX
HaKJIagHbIX HA KOHKPETHbIN JIeKapCTBeHHBbII IIperapar, OTTPYKeHHbIN B afpec IOKyIaTeleil B
COOTBeTCTBYIOLI I OTYETHBIN IIepUOT, OIIpelie/IeHHbI B COOTBETCTBUM C IIYHKTOM 37 HacTosmux [IpaBui
(ipencTaBiieHMe BCeX TOBAPHbBIX HAK/IALHBIX HE0OX0AMMO, eCIM KOJIMUECTBO OTT'PY30K I10 JIeKAPCTBEHHOMY
rpernapary He MpeBbIlIaeT 25 MITYK, a [0 JIeKapCTBeHHBIM IpernapaTtam, 0 KOTOPbIM KOJIMYECTBO OTTPY30K
MpeBbIlIaeT 25 MTYK, He0OXOAMMO MPeACTaBUTh KOTIMM TOBAPHBIX HAK/IaAHbBIX C HAMOOIbIINM YIeTbHOM
BECOM B 00beMe peann3aliy KOHKPETHOTO JIeKapCTBEHHOTO Mperapara, Ho He MeHee 25 IITYyK);

I') MHOCTPAHHBIMU POU3BOIUTEISIMU, OCYIIECTBIISIOIV MY IIEPBUYHYIO U (MJIM) BTOPUYHYIO YITAKOBKY
JIeKapCTBEHHOrO Iperapara B Poccuiickoi @enepanym, gepskatesieM WM Blafe/blieM PerMcCTpal M OHHOTO
YAO0CTOBEPEHMS JIEKAPCTBEHHOTO Mpenapara (yIIoJJHOMOYEHHBIM UM JIMIIOM) [IPU IIepeperucTpauun B
cay4dasx, peayCMOTPEHHBIX ITYHKTOM 34 HacTosmux [IpaBuit:

KOITMM TOBapHBIX HAK/IaJHBIX Ha KOHKPETHBIN JTIeKapCTBEHHBII Mperapar, 3a COOTBETCTBYIOLIMIT OTUETHBI
Tepuo/I, onpeaeeHHbI B COOTBETCTBUM C ITyHKTOM 37 HacTosiuux [IpaBw (IIpeacTaBiieHie Bcex
TOBAapHBIX HAKJIaJHBIX HEOOXOAMMO, €C/IM KOJIMYECTBO OTTPY30K I10 JIEKApCTBEHHOMY IIpernapary He
MpeBbIIIaeT 25 MTYK, a 10 JIeKapCTBEHHBIM ITperapaTam, o KOTOPbIM KOJMYECTBO OTIPY30K ITPEBBIIIAET
25 MITYK, HE06X0AMMO MPeACTaBUTh KO TOBAPHBIX HAK/IAAHBIX C HAMOOJBIIVM YIEThHOM BECOM B
o6beMe peanu3aly KOHKPETHOTO JIEKApCTBEHHOTO IperapaTa, HO He MeHee 25 ITyK);

cBefeHMsI (110 BbIOOPY AepskaTess UM Biiafleblia PerucTPaliOHHOTO YI0CTOBEPEeHMSI IeKapCTBEHHOTO
npemnapara (ynoJHOMOYE€HHOTO UM JINILA), TOATBEPKAAIOLIME OTITYCKHbIE LIeHbI TPOU3BOAUTES Ha
JeKapCTBEHHbIN MpenapaT B MHOCTPAHHBIX TOCYapCTBax, yKa3aHHbIX B puaokeHun N 2 K meToguke (Ha
O6yMaskHOM HOCUTeJIe C TIepeBOIOM Ha PYCCKMUIA SI3bIK);

1) MTHOCTPaHHBIMM MTPOMU3BOAUTESIMU TIPU TTepeperucTpaum B Caydasix, IpegyCMOTPEeHHbBIX ITYHKTOM 34
Hacrosmux [IpaBuit:



KOIIMYM TaMOXXEHHBIX JeKjapaluii Ha MOCTaBKy KOHKPETHOIO JJeKapCTBEHHOTO Ipernapara 3a
COOTBETCTBYIOIIUI OTUYETHBIN ITEPUO, OTIpee/IeHHbI B COOTBETCTBUM C IIYHKTOM 37 HacToSgmux IIpaBun
(mpefcTaB/IeHN e BCEX TaAMOKEHHBIX JeKIapaluii He0OX0IMMO, €C/IM KOJTMUYECTBO TaMOXKEHHbIX
IeKjapaluii 1o JieKapcTBEHHOMY Iperapary He IpeBbIliaeT 25 MTYK, a IT0 JJIeKapCTBEHHbIM ITpernapaTam,
10 KOTOPBIM KOJIMYECTBO TAMOKEHHBIX JeKIapaluii mpeBbIiiaeT 25 MTyK, He00XOAMMO IPeICTaBUTh
KOIMMYM TaMOKE€HHBIX IeK/Iapaluii ¢ HaubOJIbIIMM yIeJIbHOM BECOM B 00beMe pean3alyuy KOHKPETHOTO
JIeKapCTBEHHOTrO MperiapaTa, HO He MeHee 25 IITYK);

cBenleHMs (110 BBIOOPY AepsKaTesist MM BlIafesblia perMcTPalMiOHHOTO YI0CTOBEpEeH S JIEKapCTBEHHOTO
npenapara (YIIoJJHOMOYE€HHOI'0 UM JIMIIA), MOATBEePXKAalolle OTITYCKHbIE 1[eHbl TPOM3BOAUTES Ha
JIeKapCTBEHHBII MTperapaT B MHOCTPAHHBIX TOCYIapCTBAaX, YKa3aHHBIX B MpwiIoskeHnu N 2 K MeToauke (Ha
OyMaskHOM HOCKTeJIe C TIepeBOIOM Ha PYCCKUIL SI3bIK).

36. IIpu nepeperucrpanum rpeneyibHbIX OTITYCKHBIX LIeH Ha JIeKapCTBeHHbIe IperapaTsl IPOU3BOAUTEN e
roCyZapcCTB - WieHOB EBpasuiickoro 3KOHOMMYECKOT0 CO03a B CJIyYasix, IpeayCMOTPEHHbIX MTOANYHKTaMU
"a" - "B" myHKTa 32 Hactosmux [IpaBu, mpeneabHblil ypOBEHb PEHTA0IbHOCTY He MOKET ITpeBbIaTh 30

MPOIIEHTOB.

37. Ilpu niepeperucTpanuu rpeneibHOM OTITYCKHO LeHbl [TPOM3BOAUTEISI Ha JIEKAPCTBEHHBI Mperapar B
KayeCTBe OTYETHOTrO Iepuoa MIpUHUMAeTCs ITepuoz, UCTEKIINI CO OHS IPUHSTUS PelIeHs O
rOCyJapCTBEHHOI perucrpauuu (rocaefgHe rnepeperucrpanum) rnpeneabHoi OTIIYCKHOM LieHbI Ha 1eHb
rnmogauu B MMHMCTEPCTBO 3apaBooxpaHeHust Poccniickoit @enepaliy 3asBJIEHMS O TIepeperucTpalnm.

38. Ha ocHOBaHMM 3asiBJIeHMSI O IlepeperncTpanum, npeacTaBJIeHHOTO AepykaTe/ieM WK Blafeblem
pPerucTpalyoOHHOTO YA0CTOBEPEHMS IeKapCTBEHHOrO0 mpenapara (yIoJJHOMOUYEHHOTO UM JIN1IA) B LeJISIX
CHVKEeHMS LIeHbI Ha JIeKapCTBEHHBIN Ipernapart, MMHUCTEPCTBO 3a4paBooxpaHeHust Poccuiickoilt @enepaunmn
paccMaTpuBaeT BOMPOC O MPUHSITUM PellleHUs O CHYKEHUM 3aperMcTpMPOBAHHON Ipeie/IbHOM OTITYCKHO
LIeHbI TPOM3BOAMUTEISI HA JIEKAPCTBEHHBI Iperapar. 3asiBjieHue O mepeperucTpalnm B [e/IsiX CHYOKeHUS
1[eHbl Ha JIeKapCTBEHHbI MpernapaTt MoKeT ObITh ITPe/ICTaB/IeHO COBMECTHO C 3asiBJieH/EM O BHECeHUMU
M3MEHEHMI1 B PeeCTPOBYIO 3alMCh O FOCYAapCTBEHHONM perncTpauumn npeneabHo OTITYCKHOM LeHbl
MPOU3BOANUTEJIS HA JIeKapCTBEHHBIV MpernapaT B COOTBETCTBUM ITYHKTOM 7 [IpaBuii BegeHUs
roCyJapCTBEHHOTO peecTpa mpeeabHbIX OTITYCKHBIX IIeH ITPOU3BOAMTe el Ha JieKapCTBEHHbIe ITpenaparhl,
BKJIIOUEHHBIE B IlepeveHb KM3HEHHO HeOOXOAMMbIX M BaXKHEMIINMX JIeKapCTBEHHbIX ITPernapaTos,
yTBepXAeHHBIX TTocTaHOBIeHMeM [IpaBuTenbcTBa Poccuiickoit @emepariny ot 29 oktsiops 2010 1. N 865 "O
roCyJapCTBEHHOM peryJiMpOBaHUM 1I€H Ha JIeKapCTBEHHbIE MpernapaThl, BKIOUEHHbIE B [IepeYeHb
SKM3HEHHO HeOOXOAMMBIX Y BaXKHEMIIMX JIEKAPCTBEHHbIX ITPeIrapaToB”.

39. T'ocymapcTBeHHAst perucTpanys 1 repeperucTpanys npeaeabHbIX OTITYCKHbBIX LIeH ITPOM3BOANUTeNel Ha
JIeKapCTBEHHbIE ITperapaThl OCYIIeCTBIISIeTCS OeCIIaTHO.

40. ®epepanbHast aHTMMOHOTIONbHAS CTY>K0a B MMCbMeHHOV (hopMe yBeIoMIIsIeT AepskaTess Uan
BJIa/ieJIbIIa PETrMCTPAIMOHHOIO YI0CTOBEPEHMS JIEKAPCTBEHHOTO Tperapara 0 He0OX0AMMOCTHY U3MeHeHUs
3apermMcTpPUPOBAHHON ITpeie/IbHONM OTITyCKHOM I1€Hbl IPOU3BOAUTEIIS Ha JIeKapCTBEHHbIN Mperapar, ecjin
T0CJIe TOCYAAapCTBEHHONM perncTpauyn (rmepeperucrpanmum) rpeneibHoi OTITYCKHOM LieHbl [TPOMU3BOAUTEIS
Ha JIeKapCTBEHHBII IIpernapaTr yCTaHOBJIEHO, UTO JepykaTeeM WM BilaAebleM PerucTpaniOHHOTO
yIOCTOBEPEHMS JIEKAPCTBEHHOTO Mpernapara (YIoJHOMOUYEHHBIM MM JIMIIOM) ObUIY TIpeACTaBIeHbI
HeJI0OCTOBEpPHbIE CBeIeHNS, TTIOBJIUSBIIME HA Pe3yJIbTAaT PaHee IPUHSITOrO PellleHMs O COrIaCOBAaHUM
rpeJie/IbHO OTITYCKHOM 11eHbI TPOM3BOAMUTES Ha JIeKapCTBEeHHbIN Tperapat U (Uan) He Obuiu
TpeJiCTaBIeHbI CBeJeHMsI, TIOBIMSIBIIINE HA Pe3y/JIbTaT TAKOTO pellleHNs], ¢ ITpefocTaBieHeM 060CHOBaHMS
TaKOT'0 BbIBOA.

Hepskatenb WIN Blagesiel perncTpauMOHHOrO YO,0CTOBepEeHMS JIEKAPCTBEHHOIO Mperapara
(YIIOJTHOMOUYEHHO€ UM JIUIIO) TIPUBOIAT 3aPEerMCTPUPOBAHHYIO MIPeeIbHYIO OTITYCKHYIO IIEHY B
COOTBETCTBME C LI€HOM, paCCUMTAHHONM B COOTBETCTBUM C HacTosIuMu [IpaBuiiaMu M METOIUKOI, C YUETOM
nHbopMaIMu, yKa3aHHOI B yBemoMIeHMY PemepaabHO aHTMMOHOIIOAbHOM CITYKObI, MM MTPEACTAB/SIOT
MOTMBMPOBAHHOE NOKYMEHTA/IbHOE IOATBEPKAEeHE pacueTa YKa3aHHOM LieHbI.



denepasibHasT aHTMMOHOIIOMIbHAS CTy’k0a OTMEHSIET pellleHl e O COIJIaCOBaHUM MpeaeabHOM OTITyCKHO
LIeHbI TPOMU3BOAMUTEISI HA JIEKAPCTBEHHBII Mperapar B cjiyuyae HellpuBeAeHNs JepkaTeaemM Uin
BJIaZie/IbIIEM PErMCTPALIMOHHOTO YIOCTOBEpEeHMS IEKapCTBEHHOTO TperapaTa (YIoJTHOMOYEeHHbIM UM
JINIIOM) 3aperMCTPUPOBAHHOM MpeeabHON OTITYCKHOMN IIeHbl B COOTBETCTBME C HACTOSIUMMU [IpaBunamu u
MEeTOJIMKOI ¢ yueToM MHbOpMaI K, yKa3aHHOM B yBegoMieHun deepasbHOM aHTMMOHOIIOIbHOI
CJTY3KOBI, MV HeIpeACTaBIeHMsST MOTMBYPOBAHHOTO JOKYMEHTAIbHOTO TTOATBEPKIEHMS pacyueTa
YKa3aHHOJ 1IeHbI B TeUeHMe OJJHOTO Mecsi1ia CO AHS MoJiydeHus yBegomieHs denepaibHOin
AHTMMOHOTIOJIBHOM CTYKOO07A.

41. MuHKCTEpPCTBO 3apaBooxpaHenns: Poccuiickor @enepanuyt OTMEHSIET pellleHMe O TOCYyIapCTBEHHOM
perucTpanum uin repeperncTpannmu npeaeabHON OTITYCKHOM IeHbI ITIPOM3BOAMUTEISI HA JIEKAPCTBEHHBIN
rperiapar B ¢iyyae, eciiy mocje IPUHATUS TaKOTO pellieHys YCTaHOBJIEHO, YTO AepsKaTesieM Ui
BJIaJleIblIEM PErUCTPAlMOHHOTO YAOCTOBEPEHMS JIeKAaPCTBEHHOTO MperaparTa (YII0JHOMOUYEHHBIM UM
JIUIIOM) OB TIpeICTaB/IeHbl HeJIOCTOBEPHbBIE CBeAEHMS, ITOBIMSBIIME Ha Pe3y/IbTaT IPUHSITOIO
MUHMCTEepPCTBOM pellieHNs, a Takke B cayuae, eciu @enepanbHasi aHTMMOHOTIObHAS CIy>K0a OTMeHMIa
pellieHNe O COTJIaCOBAaHUM Mpele/IbHONM OTITYCKHO LieHbl IIPOU3BOAUTENS Ha JIeKapCTBEHHbIN Ipernapar Ha
ocHOBaHMM nyHKTa 40 Hactosimmx [IpaBuii, 1 UCKIIOUAaeT B YKa3aHHBIX CJIY4Yasix 3aperucTPUPOBAHHYIO
(TlepeperncTpupoOBaHHYIO) MMPeie/IbHYI0 OTITYCKHYIO IIeHY TTPOU3BOAUTENISI HA JIEKApCTBEHHDIN Mperapar U3
rOCyJapCTBEHHOIO peecTpa.

IMpunoxenue N 1

K [IpaBuiam rocynapcTBeHHO perucTpauumn
U IiepeperucTpanum ycTaHaBAMBaeMbIX
IIPOU3BOIUTENSIMU JIEKaPCTBEHHBIX
IperapaTos MIpeaeabHbIX OTITYCKHBIX 11eH
Ha JIeKapCTBeHHbIe Ipenaparsl,
BK/IIOUEHHbIE B IIepevyeHb XU3HEHHO
HeOOXOJMMBIX U BasKHEMIINUX
JIeKapCTBEHHBIX IIpernaparoB

(bopma)

3AABNEHUNE
0 rocygapcTBEHHOM perncrpaunm ycTaHaBANBaEMbIX
NPON3BOANTENSAMUN NIEKAPCTBEHHbIX NpenapaToB NpeaebHbIX
OTNYCKHbIX LIE€H Ha IeKapCTBEHHbIe NpenapaThbl, BKJIIOYEHHbIE
B NepeyeHb XXN3HEHHO HEOBXO0AMMBIX N BaXKHENLLNX
JleKapCTBEHHbIX NpenapaTos

3asaBuTenb
(HanMeHOBaHMeE; NOYTOBLIN aApec, aApec 3NeKTPOHHOM NOYThl)

JepxaTenb wWan BNagesel, PerucTpauuoHHOro YJAOCTOBEPEHUSA JIEKAPCTBEHHOro
npenapaTa

(HanmeHoBaHMe; aapec 3N1EKTPOHHOW MOYThI)

CBepeHuss 0O perucTpauumn pepxxatensa unu Bnagenbua perucTpaurnoHHOro
YOOCTOBEpPEeHNs JieKapCTBEHHOro npenapaTta B KayecTBe HaJiororJsaTtesnblnka,
cBeeHNss O perncrtpauum npoun3BoanNTeNs JieKapCTBEHHOro npenaparta Agns
MeAVUWNHCKOro MpuMMeHeHNa B KadecTBe HaJsloronjaTenbllKa B CTpaHe perncrpaunmn
(ANA POCCUNCKUX IOPUANYECKUX UL, - UAEHTUPUKALNOHHBLIA HOMEP HaJsioronaaTesnblnKa
(MHH), ona nHoCTpaHHbIX LPUNONYECKNX UL - CTPaHa perncTpaynm, HauMmeHoBaHme
PErNCTPUPYIOLLEr0 OpraHa, perucTpaumoHHbIA HOMEpP, KOoA HanoronjaTesiblnKa B
CTpaHe perucTpaymm (MHKopnopauwuu) wam ero aHanor)




CBefleHMs1 O peruncTtpauum npousBoanTENs NIeKAapCTBEHHOro npenapaTta AJs
MEOWLMHCKOro MpUMEHEHNsI B Ka4YecTBe HaJIoronsaTesblinKa B CTPaHe perucrpaumnm
(4N POCCUNCKUX IOPUANYECKUX NTNL, - MOEHTUPUKALMOHHBIA HOMep HasloronaaTeNbLMKa
(MHH), Bna MHOCTPaAHHLIX PUANYECKMX UL - CTPAHa PerncTpaunmn, HauMeHoBaHue
PErNCTPUPYIOLLLErO OpraHa, PerucTpauuoHHbIA HOMEp, KOA HaJioronjaTesnblinka B

CTpaHe peruncTpaunmn (MHKopnopawuun) nam ero aHasnaor)

N ni/n | Cragus nipoussoacTsa | [IpoussoauTens (HauMmeHoBauue) | Anpec | CtpaHa
N |Homep MexxayHapoaHoe | Toprosoe JlekapcTBeHHas | O6miee kosmuecTso | I1p
TI/TI | perUCTPaLMOHHOrO | HellaTeHTOBaHHOe, | HauMeHoBaHMe | popma, BO BTOPUYHOJA OT:
YA0CTOBEPEHMSI U IO3UPOBKa, (moTpebuTeNBCKOI) | TIP
TPYIIIXPOBOYHOE, KOMILJIEKTHOCTD | yIIaKOBKe 3a
WIN XUMUUYECKoe <HES o
HaMeHOBaHMe yI
<*> oe:
o
CT(
(P
1 2 3 4 5 6 7
YnonHomo4yeHHoe
nnuo
(h.n.o.) (0OIKHOCTD) (noanuce)

KOHTaKTHble
TenegoHsbl

Appec 3N1eKTPOHHON
noYTbl

<*> B cjiy4ae OTCYTCTBUSI MeXAYHAPOAHOTO HelMaTeHTOBAHHOTO Ha¥MMeHOBAaHMS B PerUCTPALiIOHHOM
YAOCTOBEPEHMM JIEKapCTBEHHOTO Mpernapara yKa3blBaeTCsl HaMMeHOBaHMe JieKapCTBEHHOI'O Impenapara,
MpeIyCMOTPEHHOTO IepeYHeM KM3HEHHO HeOOXOIMMBbIX M BasKHEMIIX JJeKapCTBEHHBIX IIperapaTos,
€XXerogHo yTBepskaaeMbIM IIpaButenbcTBOM Poccuiickoit @egepaiyn.

<**> B ciyvasix, mpeaycCMOTPeHHbIX TyHKTOM 25 [TpaBuii rocygapCcTBeHHO perucTpaiun u
repeperucTpanyum yCTaHaBAMBaeMbIX IIPOMU3BOAUTENSIMMY JIEKADCTBEHHbIX IIperapaToB Ipe/ieIbHbIX
OTITYCKHBIX 1[€H Ha JieKapCTBeHHbIe MpernapaThl, BKIIOUeHHbIe B IlepeyeHb KM3HEHHO He0OX0AMBbIX U
BA)KHEN X JIeKapCTBEHHBIX IIperapaToB, YTBEePKAEeHHBIX [0cTaHOBIeHneM [IpaBuTenscrBa Poccuiickoi
@enepatnyy ot 29 okTsi6ps 2010 r. N 865 "O rocygapcTBeHHOM pery/uMpoBaHUY 11eH Ha leKapCTBeHHbIe
rpenaparbl, BK/IIOUeHHbIe B TlepeueHb sKM3HeHHO He0OX0IMMBbIX U BasKHEM X JIeKapCTBEHHbIX
rpernaparoB”, NOMOTHUTENbHO yKa3biBaeTcs (hopMa BbITycka JeKapCTBEHHOrO Ipernapara, ¢ y4eTom

KOTOpOVI PaCCUMUTBIBAECTCS Mpeae/ibHAA OTIIYCKHAs LI€HAa ITIPOM3BOOAUTEIS 3a l'IOTpE6I/IT€J'IbCKYIO YIIaKOBKY

JIEKapCTBEHHOTO Tpenapara.”.

[Tpunosxkenne N 2
K [IpaBuiam rocygapCTBeHHOI perucrpanumn
U IlepeperucTpauum yCTaHaBIMBaeMbIX

IIPOU3BOIUTENSIMMU JIeKaPCTBEHHBIX



3AABJIEHUNE
0 nepeperncTpaunm yctaHaBIMBaeMblX MPON3BOANTENAMU
JIeKapCTBEHHbIX NMpenapaToB NpeaesibHbIX OTANYCKHbIX LieH

MperapaToB MpeaeTbHbIX OTITYCKHBIX II€H
Ha JIeKapCTBEeHHbIe ITpernaparhl,
BK/TIOUEHHbIE B ITIepevYeHb JKIU3HEHHO
HeOOXOOMMBbIX Y BasKHEMIIINX
JIeKapCTBEHHBIX IIpernapaToB

HEeob6X0ANUMBbIX N BaXKHENLLINX NIEKAPCTBEHHbIX NpernapaToB

3aaBuTEsNb

(bopma)

Ha JieKapCTBEeHHbIE NpenapaTbl, BKJOYE€HHbIE B nNepevYeHb XXN3HEHHO

(HanmeHoBaHMe; NOYTOBLIN afpec, agpec 3/IEKTPOHHOW MOYThI)

llepxaTenb WAN Bnageney pPerucTpaunoHHOro YAOCTOBEPEHUS JIEKAPCTBEHHOMO

npenapaTta

(HaMMeHoBaHMe; aapec 31eKTPOHHON NOYThI)

CBefeHuss O perucTpauuun pgepxxaTtensa wunuv Bhagenbua perucTpaumoHHOro
YyOOCTOBEpPEeHNs JieKapCTBEHHOro npernapaTta B KadecTBe HaJiorornJaTtesnblnka,
cBeeHNss O perncrtpaunm npoun3BoanNTeNs JieKapCTBEHHOro npenaparta gns
MeAVWUNHCKOro MpuMeHeHUsa B KadecTBe HaJsloronjaTenbllKa B CTpaHe perncrpaunm
(ANA POCCUNCKUX IOPUANYECKUX UL, - UAEHTUPUKALNOHHBLIA HOMEpP HaJsioronaaTesnblnka
(MHH), ona mMHoCTpaHHbIX LPUONYECKNX UL - CTPaHa perncTpaynm, HauMmeHoBaHme
PErncTpmpyroLLEro OpraHa, perucTpauMoHHbIM HOMEpP, KOoA HanoronjaTesiblnKa B
CTpaHe perncrtpaummn (MHKoprnopawnm) Uin ero aHanor)

CBefeHna 0 perncTpaunm npou3BOAUTENA JIEKAapCTBEHHOrO npenapata AN
MEeANLMNHCKOrO MPUMEHEHMA B Ka4yeCTBE HajsloronjaTesiblinKa B CTpaHe perncrpaumn
(A8 POCCUNCKUX IOPULANYECKUX UL, - UAEHTUPUKALNOHHBLIA HOMEpP HaJsioronaaTesbunka
(MHH), Bna WMHOCTPaHHbLIX LPUANYECKNX NINL, - CTPaHa perncTpaunm, HamMeHoBaHue
pPerncTpupylolero opraHa, perucTpaumoHHbIA HOMeEp, KoA HasnoronjaTeNblinKa B
CTpaHe perncTpaunn (MHKopnopawuun) nam ero aHasnaor)

N /i | Cragus ipousBoacTsa | [IponssBoauTens (HauMmeHoBanue) | Aapec | CTpaHa

N |Homep MexxayHapoaHoe | Toprosoe JlekapcTBeHHas | O6muiee kosmuecTso | I1p
II/TI | pETUCTPALIMOHHOIO | HeIaTeHTOBAaHHOE, | HaMMeHOBaHMe | hopMma, BO BTOPUYHOI1 OT:
YA0CTOBEPEHMSI U IO3UPOBKA, (moTpebuTeNBHCKOI) | TIp
TPYIIIXPOBOYHOE, KOMILJIEKTHOCTD | yIIaKOBKE 3a
WIN XUMUUYECKOoe <HES o
HaMMeHOBaHue yII
<*> oe:
o
CT(
(P

1 2 3 4 5 6 7




YnonHoMo4yeHHoe

nvuo

(¢p.un.0.) (LO/MKHOCTD) (noanwnce)
KOHTaKTHble ALpec 31eKTPOHHON
TenegoHsbl MoYThbl

<*> B cjiygae OTCYTCTBUSI MeKAYHAPOIHOTO HEITATEHTOBAHHOIO HAMMEHOBAHMSI B PETUCTPALIMIOHHOM
YAO0CTOBEPEHUM JIEKAPCTBEHHOTO Mperapara yKa3blBaeTCsl HAMMeHOBaHMe JIeKapCTBEHHOIO Ipenapara,
MpeIyCMOTPEHHOTO IepeyHeM KM3HEHHO HeOOXOMMBbIX M BasKHEMIIINX JIeKapCTBEHHBIX ITPerapaTos,
€XXerofHo yTBepskaaeMbiM [IpaButenbcTBOM Poccuiickoit @egepaiiun.

<**> B cyqasix, mpeaycCMOTPEeHHbIX TyHKTOM 25 [TpaBuit rocygapCTBEHHOM perucTpainm u
repeperucTpanyum yCTaHaBINMBAEMBIX ITIPOMU3BOAUTEISIMU JIEKAPCTBEHHbBIX MPEIapaToB IpeaebHbIX
OTITYCKHBIX II€H Ha JIeKapCTBEHHbIE ITperapaThl, BKIIOUEHHbIE B ITIepevyeHb KM3HEeHHO He00XOIVIMbIX U
BaKHENMILMX JIeKapCTBEHHbBIX MPernapaToB, YTBEPXKIEHHbIX IT0CTaHOBIeHMeM [IpaBuTenscTBa Poccuiickoii
®eneparuy ot 29 okTsi6pst 2010 . N 865 "O rocymapcTBEHHOM PETy/JIMpOBaHUY IIeH Ha JIeKapCTBeHHbIe
Tpernaparhl, BKIIOUEHHbIE B ITIepeueHb KM3HEHHO HEOOXOIMMBbIX M BasKHEMIIMX JIeKapCTBEHHbIX
rpenapaToB”, JOTIOJIHUTEJbHO YKa3biBaeTcsl opMa BbIITyCKa JieKapCTBEHHOTO Mpelapara, ¢ y4eToM
KOTOpPO¥ pacCUuMThIBAETCS IIpee/ibHasi OTITyCKHAs IleHa TPOU3BOAUTEIS 3a TOTPeOUTETbCKYI0 YTIaKOBKY
JIeKapCTBEHHOrO Mpernapara.”.

B) [IpaBuia BeeHMs TOCYIapCTBEHHOTO peecTpa MpeAeabHbIX OTITYCKHBIX LIeH TPOoM3BoAuTeNelt Ha
JleKapCTBEeHHbIE TTperapaThl, BKJIIOUeHHbIE B TIepeueHb KM3HEHHO HeOOXOIMMBbIX M BasKHEM X
JIeKapCTBEHHBIX MTPENapaToB, YTBEePKIeHHbIe YKa3aHHBIM ITOCTAHOBIEHMEM, U3JIOKUTH B CJIeIYIOIIei
pemaKumn:

"YTBepKIeHbl

MOCTaHOBJ/IeHMeM [IpaBuTebCTBA
Poccuiickoit @enepayn

ot 29 okTs6ps 2010 . N 865

(B pemakuumu MoCTaHOBIEHMUS
[TpaButenbcTBa Poccniickoit epepanum
oT 8 okTs16ps 2018 1. N 1207)

[TPABIJIA
BEJEHUVS T'OCYIAPCTBEHHOI'O PEECTPA ITPENEJIbHBIX OTIIYCKHBIX HEH
TTPOV3BOJIUTEJIEN HA JIEKAPCTBEHHBIE TTPEITAPATDI, BK/IIIOUEHHBIE
B INIEPEYEHD )KU3HEHHO HEOBXOAUMBIX Y BAXKHEUIIINX
JIEKAPCTBEHHDBIX ITPEITAPATOB

1. Hacrosiiue IIpaBuia ycTaHaBAMBAIOT NOPSAOK BeAEeHUS TOCYAapPCTBEHHOIO peecTpa MpeaebHbIX
OTITYCKHBIX 1I€H IMPOMU3BOANUTEIeN Ha JIeKapCTBEHHbIE TIPerapaThl, BKIOUEHHbIE B ITIepeueHb KU3HEHHO
HeOOXOAMMBIX ¥ BasKHEIIINX JIeKapCTBEHHBIX IIPeIapaToB (Iajiee - peectp).

2. PeecTp siBnsieTcs penepanbHO MHPOPMAILIMOHHON CUCTEMOI, cofiepsKailileii CBeeHMs O
roCyJapCTBEHHO perucTpaium rnpeaeibHbIX OTIYCKHBIX 1I€H IPOU3BOAMTE e Ha IeKapCTBEHHbIe
TpernaparThl, BKIIOUEHHbIE B IepeueHb JXKM3HEHHO HeOOXO0IMMBbIX M BasKHEMIINX JIEKaPCTBEHHbBIX
rpernapaTos (Jajee - JeKapCTBeHHbIe MMpernaparsl).

3. Peectp BemeTcss MuHMCTEPCTBOM 34 paBooxpaHeHus: Poccuiickoi ®@enepauyiy B 37IeKTPOHHOM BUZE C
NIpMMEeHEeHNEeM aBTOMAaTU3MPOBAHHOI CUCTEMBI ITyTEM BHECEHMS B PEECTP PeeCTPOBBIX 3aIUCEIA.

4. BemeHue peecTpa OCyLIECTB/SIETCS B COOTBETCTBUM C € IMHBIMY OPraHM3alMOHHBIMMY,
MEeTO/I0JIOTUUECKMMHU U TTPOrPaMMHO-TeXHUUECKUMM MPUHLIUIIaMM, 00eCIeuMBaouMMI COBMECTUMOCTb U



BBQMMO,ELQIZCTBME peecTpa C MHBIMMU d)e,uepaanbIMM I/IH(l)OpMaI_H/IOHHbIMI/I CUCTEMAaMMU U CETAMMN.

5. PeecTpoBas 3amuch 0 TOCYAAPCTBEHHO perucTpauum (mepepeructpanym) nmpeaeabHO OTITYCKHO 1eHbI
IIPOM3BOJNTEIS Ha JIeKaPCTBEHHBIN ITperapar (Jajee - peeCTpoBas 3alych) COLEPXKUT ClleAyolie
CBeLleHMs:

a) HaMMeHOBaHMe AepsKaTesis UK BaJesblia perucTPalMOHHOIO YO0CTOBEPEHMS JIEKapCTBEHHOIO
rpernapara, HaMMeHOBaHMe TIPOU3BOAUTEIS JIEKAPCTBEHHOrO Tpenapara, CBeJeHUs O perucTpanmumn
JlepsKaTessl WM Bilafesiblia perucTpanyiOHHOTO YI0CTOBEPeHNs 1IeKapCTBeHHOTO IIperapaTa B KauecTse
HaJIOTOIJIaTe/bIIMKa, CBeJeHMS O peruCTpaLyuy IPOU3BOAUTEIS JIeKapCTBEHHOTO Ipernapara JIJist
MeIVUMHCKOTO IPUMeHeHNs B KaueCTBe HAJIOroIIaTe/lblMKa B CTPaHe perncTpaunum (41 poCCUMCKUX
IOpUANYECKUX JIULI - UAeHTUPUKAIMOHHbI HoOMep HajoromiaTenbinyka (MHH), ajist MHOCTpaHHbIX
IOPUAMYECKUX JIUIL - CTPaHa PEernucTpalum, HAMMEeHOBaHME PETUCTPUPYIOIIETO OPraHa, permcTpaliOHHbII
HOMeD, KOJI HaJIOroIlIaTe/IbIIMKA B CTPaHe perucTpanuy (MHKOPIIOpalun) UiIu ero aHauaor), MecTo
HaXOXXIEeHMS IPOU3BOACTBEHHBIX IUIOAA0K, YI4aCTBYIOLIMX B IIpOLecce IMTPOU3BOACTBA JIeKAPCTBEHHOIO
rperiapara, ¢ ykazaHueM CTaguu mpolecca Mpomu3BOACTBa;

6) HaMMeHOBaHMe JIeKapCTBEHHOTO MpernapaTta (MeXIyHapoAgHoe HellaTeHTOBaHHOe, WM IPYIIIMPOBOYHOe,
MY XMMMUYECKOe ¥ TOProBOe HaMEeHOBaHMSs), a B CIy4ae OTCYTCTBUSI MEKIyHAPOIHOTO
HeMaTeHTOBAHHOI'O HAMMEHOBAaHMS - HAMMEHOBaHMe, B COOTBETCTBUM C KOTOPBIM JIeKapCTBEHHbIN
rpernapar BK/IIOYEH B IIepeueHb KM3HEHHO HeOOXOIMMBbIX M BasKHEMIIMX JTIeKapCTBEHHBIX ITperapaTos;

B) HOMEp PEruCTPaAlMOHHOIO YAOCTOBEPEHMS JTIeEKapCTBEHHOrO IIpernapara;

r) IeKapCcTBeHHast hopMa C yKa3zaHueM J03MPOBKM JIeKapCTBEHHOTO ITperapaTa ¥ ero KoJamuecTBa BO
BTOPUYHO (ITOTPeOUTEbCKO) YIIAKOBKE, a TAK)KE KOMIIEKTHOCTD;

1) 3aperMcTpUMpPOBaHHas IIpee/ibHast OTITYCKHAs [[eHa TPOU3BOIMUTEJIS Ha JIEKAaPCTBEHHBI Mpernapar B
pyoIsix;

e) mata u Homep IpMkasa MuHucTepcTBa 3paBooxpaHeHust Poccuiickoit @emepaliy o ToCygapCTBEHHOM
perucTpauuy (rmepeperucTpannum) npeaeabHOi OTITYCKHOI IIeHbI IPOM3BOAMUTEIS Ha IeKAPCTBEHHbI
rpernapar,

3K) IITPUXOBOI KOJ, HAHEeCEHHbI i Ha BTOPUYHYIO (TOTPeOUTENbCKYIO) YITAaKOBKY JIeKapCTBEHHOTO
npernapara;

3) KOJI IeKapCTBEHHOTrO ITperapaTa o aHaTOMO-TeparneBTUYeCKO-XMMUUYeCKOoi KiaccupuKkaimm,
pPeKOMeHI0OBaHHO BceMUpHOI1 opranu3aliuei 31paBooXpaHeHusl.

6. BHeceHMe B peecTp peecTpOBOIi 3alMCH OCYILECTBIISIETCS HA OCHOBAHUM CBEJIEHUA, TOTyYEHHBIX IIPU
roCyIapCTBEHHOM perucTpanuu (repeperucrpaiun) npeaeibHoM OTITYCKHOM [IeHbl TPOU3BOAUTEIIS Ha
JIeKapCTBEHHbIN Mpernapar, B TeueHue 1 pabouero AHS CO THS:

MIPUHATUS pellieHNs O TOCYLapCTBEHHOM perncTpauuy rnpeneabHoM OTIIYCKHOM LieHbl IPOU3BOATE IS Ha
JIeKapCTBEeHHBII IIperapar;

MIPUHATUS pellieHus O IlepeperucTpauuy rnpeneibHoi OTIIYCKHOM LieHbl IPOM3BOAUTEIS Ha
JIeKapCTBEeHHBbIN IIperapar.

IIpy rocymapcTBEeHHOI IlepeperucTpanyy peecTpoBas 3alch O rOCyIapCTBEHHOM perncTpauun
3aperuCTPUPOBAHHOI IIpee/IbHOM OTIIYCKHOI LleHbl [IPOM3BOAUTES Ha JIeKapCTBEHHBII IIperapar
IOTIOJIHSIeTCSI HOMEPOM U JAaTOM pelleHys O [lepeperucTpaunm rnpefeabHoM OTITYCKHOM LeHbl
IIPOM3BOANTES Ha JIeKapCTBEHHBIN ITperapar.

[Tpy nipuHATUM MUHUCTEPCTBOM 34 paBooxpaHeHus: Poccuiickoit ®@enepauyy pelieHus 0O repeperncTpaumn
IpefieIbHOM OTIIYCKHO LleHbI [IPOM3BOAUTEIS Ha JIEKapCTBEHHbI IIpernapaT COOTBEeTCTBYIOLIAs
MHbOpPMAaIMsI BHOCUTCS B peeCTPOBYIO 3aMMCh C YKa3aHKEM HOMepa U JaThbl pellieHys O lepeperucTpaumn.



7. BHeceHIe U3MeHEeHUI B peeCTPOBYIO 3aIINCbh OCYIIECTBJIAETCS B YaCTU:

M3MEeHEeHMI HaMMEeHOBAaHM JIEKapCTBEHHOTO IIpeIiapaTa (MQ)K,E[YHapO,HHOI‘O HeIraTeHTOBAaHHOTI'O, NN
I'PpYyMNImmMpoBOYHOT0, MJIN XMMHUUYECKOTO 1 TOPIroOBOTr'o HaMMEHOBaHMVI);

HamnucaHus JeKapcTBeHHOM HhOopMbl;
HaINMCaHUs JO3UPOBKY JIEKaPCTBEHHOTO Ipernapara;

M3MeHeHMs Kofa JeKapCTBeHHOTO Mpelapara o aHaTOMO-TepareBTUYeCKo-XMMUUEeCKOoii
KIaccudukanmu;

M3MeHeHMs JepykaTesiss Wi BiaafeNblia perucTpalMOHHOrO YA0CTOBepeHMsI IeKapCTBEHHOTO ITpernapara,
€ro OpraHM3alMoOHHO-TIPAaBOBOI (hOPMBI;

M3MEHEeHMs IPOM3BOIMUTE/ISI, er0 OPraHK3alIOHHO-IIPaBOBOJ POPMBI, afpeca IIPOU3BOATEIS
JIeKapCTBEHHOTO IpernapaTa Ipy YCIOBUM COXPaHEeHMs ero IIPMHAIIEKHOCTI K TOCYAAPCTBY - WIEHY
EBpa3suiickoro 9KOHOMIYECKOT0 CO03a M/I MHOCTPAHHOMY ITPOM3BOAUTENIO;

M3MeHEeHMs] HaMeHOBaHU ITPOM3BOACTBEHHBIX IUIONIAIOK, YUYACTBYIONIMX B IPOLIECCe TPOU3BOICTBA
JIeKapCTBEHHOTO IIperapara, MX MeCTOHAXOKIEHMS IIPU YCIOBUM COXPaHEHMS UX MIPUHAIJIESKHOCTU K
roCynapcTBY - uieHy EBpa3uiickoro 3KOHOMMUYECKOTO COI03a MM MHOCTPAaHHOMY ITPOMU3BOAUTEIIO;

M3MEHEeHMS HOMepa permCTpaiMOHHOIO YoOCTOBepEeHMA JIeKaPpCTBEHHOTO IMperiapara,

M3MEeHeHMs IITPUXOBOI0 KOJia, HAHECEHHOI'0 Ha BTOPUUHYIO (TIOTPE6GUTEIbCKYI0) YIIAKOBKY
JIeKapCTBEHHOTO Ipernapara;

M3MeHeHMS KOMIUIEKTHOCTY JIeKapCTBEHHOIO Ipenapara (IIpy yCIOBUM OTCYTCTBUS M3MEHeHMs ero
KOJIMYECTBA BO BTOPUYHOI (ITOTPEOUTENbCKOI) YITAKOBKE);

mM3MeHeHMs (OPMbI BbIITyCKa JIeKAapPCTBEHHOTO Mperapara, COrloCTaBMMOJi I10 JieKapCTBeHHOI (popMe,
I03MPOBKe (KOHIIEHTPALMM, aKTUBHOCTY B eAMHUIIAX IeJiCTBYS) U O6IeMy KOJIMYECTBY BO BTOPUYHOI
(MOTpebuUTeTbCKOI) yIIaKOBKE (3a MUCKIIOUEHMEM CIy4YaeB, IPeayCMOTPEeHHBIX ITYHKTOM 25 ITpaBuit
rOCygapCTBEHHON perucTpauum u rnepeperncTpauyum yCTaHaBIMBaeMbIX IIPOU3BOAUTENSIMU
JIeKapCTBEHHLIX TperapaToB MpeAe/ibHbIX OTITYCKHBIX 1[€H Ha JIEKAPCTBEHHbIE IMpernapaThl, BKIIIOUEeHHbIE B
repeveHb KM3HEHHO HeOOXOIMMBbIX M BasKHEMIIIMX JIeKapCTBEHHBIX ITPenapaToB, YTBEPXKIEHHbBIX
rocraHoBnieHneM [IpaBuTenbcTBa Poccuiickoit @emepariuu ot 29 oktso6pst 2010 1. N 865 "O
roCyJapCTBEHHOM peryJiMpOBaHUM LI€H Ha JIeKapCTBEHHBIE IIpernapaTsl, BKIOUEHHbIE B [IepeYeHb
SKM3HEHHO HeOOXOAMMBIX Y BaXKHEMIINX JIeKApCTBEHHBIX IIPerapaToB”).

BHeceHMe yKa3aHHbIX M3MeHEHMI OCYILeCTBIISIeTCSI HA OCHOBAHUM 3asIBJI€HMS e pXKaTess WM BaJeblia
perucTpaloHHOTO YA0CTOBEpPeHMs JeKapCTBEHHOTOo mpenapara (yIoJHOMOUYeHHOTO MM JIUIIA),
MpeCTaB/sIeMOTO Ha 6yMaskHOM HocuTesie (B 1 3K3eMILIsipe) U B 3JIeKTPOHHOM BU/Ie TT0 (hopMe COTIaCHO
MpUIOKeHMI0, MMHUCTEPCTBOM 3/paBooxpaHeHust Poccuiickoii @enepaiiny 6e3 coriacoBaHUs C
denmepanbHOI aHTMMOHOIIOJIBHOM CTYKO00¥ C COXpaHeHMEeM MOC/IeIHEeN 3aperMCcTPMPOBAHHOIN IIeHbI Ha
JleKapCTBEeHHbII IIpernapar.

MuHucTepcTBO 3apaBooxpaHenns: Poccuiickoit @epepanyiy 1o pesyibTaTaM BHECEHUSI MU3MEHEeHUI B
peecTpOBYIO 3aMMCh BbIJAeT JepsKaTeslo UM Blaafesblly PerMCcTPaIOHHOTO yIOCTOBEPEHMS
JIeKapCTBEHHOrO Mpernapara (yIoJITHOMOYEHHOMY UM JIMIY) BBIIIMCKY U3 peecTpa.

HoryckaeTcst BHeCeHMe U3MeHeHuit B peecTp 6e3 cornacoBanus ¢ enepaabHOl aHTMMOHOIIOIbHO
CJTY3K0071 ¢ cOXpaHeHMeM Toc/IeIHel 3apermCcTPpUPOBAHHOI 1IeHbI Ha JIeKapCTBEHHbIN Ipernapar
MHOCTPAHHOI'O IIPOM3BO/ICTBA P BHECEHUM M3MEHEHMS B peeCTPOBYIO 3alMCh B YACTU M3MEHEeHUSI
MIPOV3BOANUTEIS IEKAPCTBEHHOTO IIperapara rocy1apcTsa - wieHa EBpasuiickoro 9KOHOMMYECKOT0 COI03a.

COOTBGTCTBYIOH.U/IG U3MEHEHM BHOCSTCS B peeCTPOBYIO 3allMCh C YKA3aHMEM HOMeEpPpA U JaTbl BHECEHUS



M3MEHeHU.

8. Ilpyu BHeceHUM 3MEeHEeHMU B peeCTPOBYIO 3all/Chb B COOTBETCTBUM C ITYHKTOM 7 HacTosamux [Ipasui B
cJly4ae, eC/iY B paMKax OJHOI'O PercTpanMOHHOr0 yA0CTOBEpeHNs 1eKapCTBEHHOrO Iperapara
3aperucTpPUpPOBAHO HECKOJIbKO ITpelieIbHBIX OTIIYCKHBIX 1JeH IIPOU3BOAMTe/Iel Ha 3TOT JIeKapCTBEHHbIN
rpenapar ¢ TaKMMM XKe JIeKapCcTBeHHOV (PopMoit, 103MPOBKOI U KOJIMUYECTBOM BO BTOPUYHOM
(TOTpebuTeNnbCKOI) YIIaKOBKe, TO MOC/IeIHSIS 3aperucTpMPOBaHHAs 1leHa OIpefeIsieTcs C yueToM
KOMILIEKTHOCTY JIeKapCTBEHHOT 0 ITpernapara, GopMbl BbIITyCcKa TeKapCTBEHHOT'O IpernapaTta U CTpaHbl-
IIPOM3BOAMTEIS JIeKapCTBEHHOI'0 Ipernapara (IIpou3BOACTBEHHBIX IIJIONIaA0K, YYaCTBYIOLIMX B IIpoLecce
IIPOM3BOJCTBA JIEKAPCTBEHHOIO IIpernapara).

9. CBemeHMs O rOCyAapCTBEHHOM perucTpauum (lmepepeructpanumumn) nmpeaeabHOi OTITYCKHO IIeHbI
MIPOM3BOANTEISI HAa JIeKaPCTBEHHBIN ITperapar MoAJieXkaT UCKIIOUeHNIO U3 PeecTpa B ciiydae:

a) TIpeJCcTaBJeHUs IepRaTeleM WU BiaagelblieM PerucTpalOHHOr0 YO 0CTOBEePEeHMS JIeKapCTBEHHOTO
npernapara (yroJIJHOMOYE€HHOTO MM JINIIA) 3asBIeHUs 00 MCKITIOUeHUM CBeeHUI U3 peecTpa B CBSI3U C
OTCYTCTBMEM JIEKapCTBEHHOTO Tpernapara B obpalieHuu Ha Tepputopun Poccuiickoit @enepanymu;

6) MCKITIOUEHMS JIEKapCTBEHHOTO IMperapara 13 TocyJapCTBEHHOTO PeecTpa JieKapCTBEHHbBIX CPeICTB JIst
MeIMUIIMHCKOIO IIPMMEHEeHM!S;

B) MCKIIIOUYEHNS JIEKapCTBEHHOTO IIperiapaTa U3 repeduHd >SKU3HEHHO HeO6XO,Z[I/IMbIX U BaXKHEMIINX
JIEKapCTBE€HHBLIX IIPEIIapaToB;

') UCTEeUEeHUS CPOKA F'OIHOCTHU 3apPErUCTPUPOBAHHOTO B Poccuiickoi @enepanumt jeKapCTBEHHOTO
rpenapara, CpoK IeiCTBUS PernCTPalMOHHOrO YAOCTOBEPEHMS KOTOPOTO UCTEK;

,I[) OTMEHDbI pelieHud o I‘OCy,IL&pCTBEHHOVI permcrpaumnm nJjin rmepeperncTpaumnmn npeaeanoﬁ OTHYCKHOVI
L€HbI ITPOMU3BOAMTEJIA Ha HEKapCTBeHHbIﬁ npemapar.

10. YIoHOMOUYEeHHOE JINIIO JIepsKaTesisl WJIM BJIafie/Tblla PErMCTPAllIOHHOTO YIOCTOBEPEHMS
JIeKapCTBEHHOTO ITperapaTa Ipe/ICTaB/IsieT JOKYMEHT, OATBEPK A0 er0 ITOJTHOMOYMSI.

11. TIpu puHSATUM MUHUCTEPCTBOM 31 paBooxpaHeHms Poccuiickoit @enepanyn perieHnust 06 MCKIIOUeHUN
CBeLleHM M O TOCYAapCTBEHHOI perucrpanuy rpeneibHOi OTIIYCKHOI LieHbl IPOM3BOANUTEIS Ha
JeKapCTBEeHHbIN MpenapaT COOTBETCTBYIOIIAs 3aCh TPOM3BOAUTCS B peecTpe B TeueHue 1 pabouero gHs
CO IHS TIPUHSATUS TaKOTrO pelIeHMs ¢ yKa3aHueM OCHOBAHMS U AAThI €r0 IIPUHSATHS.

12. PeecTp ny6imKyeTcst Ha opUIIMaTbHOM caiiTe MMHMCTEPCTBA 3ApaBooXpaHeHmst Poccuitckoit
denmepanyy B MHGOPMALIMOHHO-TEJIEKOMMYHUKAIIMOHHOM ceTu "VIHTepHeT" ¥ OOHOBIISIETCS €5KeTHEBHO C
COXpaHeHMeM Ha CaiTe BCeX NMpeablayuux peaakimii peecTpa.

13. IlHdopMalus 0 3aperucTpyupoOBaHHbIX Mpe/ie/IbHbIX OTITYCKHBIX IleHaX MPoM3BoAuTe el Ha
JleKapCTBEeHHbIE TTperapaThl pa3MeniaeTcsl B allTeUHbIX OpraHu3aIusIx B JOCTYITHOM JIJIsT BCexX
3aMHTEePeCOBAHHBIX JINI] (POPMeE C YUYETOM I'PYIIIMPOBKY 0 MEXIYHAPOAHBIM HEITaTEHTOBAaHHBIM
HayIMEeHOBaHMSM JIeKapCTBEHHBIX ITperapaToB.

14. CBemeHus1, coziepsKaliuecs: B peecTpe, IBJSIOTCS OTKPBITHIMU Y 00IIeJOCTYITHBIMU U ITPECTaBIISIIOTCS
3aMHTEePeCOBAHHBIM JIMIIaM O6eCIUIaTHO 110 UX MMCbMEHHBIM 3aI1pOCaM B BU€e BBIMVCOK M3 peecTpa B
TeyeHue 5 gHel co THS MOCTYIUIeHNS 3a1poca.

[Ipunoxenue

K [IpaBunam BemeHus
rocynapCTBEHHOIO peecTpa
3aperucTPUPOBAHHbBIX IIpeleIbHbIX
OTITYCKHBIX LIeH [IPOM3BOAUTEIIE
Ha JIeKapCTBEeHHbIe IIperaparsl,
BKJIIOUEHHbIE B [IepeyeHb KU3HEeHHO



3AABJIEHUE
0 BHECEHUWN N3MEHEHUI B PEECTPOBYIO 3aMMCb O FOCYAAapPCTBEHHOMN
perncTtpaunm npenenbHon oTnyCKHONM LieHbl MPONU3BOANTENS

Ha IeKapCTBEHHbIN NMpenapaT, BKJIOYEHHbIN B NepevYeHb XXU3HEHHO

H€O6XO,EU/IMBIX Y BaXKHEMIINUX
JIEKapCTBEHHDLIX ITperiapaToB

HEOBX0ONMBIX N Ba>XHENLLINX NEeKapCTBEHHDbIX MPernapaToB

3aaBuTenNb
(HanmeHoBaHME; NOYTOBLIN aapec, aapec 3IEKTPOHHOW MOYThI)
HepxaTenbs nnn Bnageney perncTpaumMoHHOro YAOCTOBEPEHUSA JIEKAPCTBEHHOIO

npenapaTa

(bopma)

(HanmeHoBaHWe; agpec 3N1EeKTPOHHOW MOYThI)
CBefeHua 0 perucTpauuun pepxxaTtena wunu BJagenbua pPerucTpaumoHHOro
yOOCTOBEPEHUA JIeKapCTBEHHOrO npernapaTta B Ka4decTBe HajsoronjaTtefbllnka B
CTpaHe perucrtpauymm (ons pPoOCCUNCKUX OPUANYECKUX JNL, - NOEHTUNPUKALNOHHbIN
HoMep Hanoronaatenbwmka (MHH), oNa MHOCTPAHHLIX LPUANYECKUX UL, - CTPaHa
pernctpaunu, HaMMeHOBaHME PerucTpumpylowero opraHa, permcTpaunoHHbIn HoOMep,
Kojh HanoronaaTenblMKa B CTPaHe pernctpaumm (MHKoprnopaunm) Win ero aHasnor)

CBefeHMss 0 peructpauum npousBoOUTEeNIA JIeKapCTBEHHOro npenaparta a1
MeAVWUNHCKOro MpuMeHeHNsa B KadecTBe HaJsloronjaTenbllKa B CTpaHe perncrpaunmn
(ANA POCCUNCKUX IOPUANYECKUX UL, - UAEHTUPUKALNOHHBLIA HOMEP HaJsioronaaTesnblnKa
(MHH), ona mMHoCTpaHHbIX LPNONYECKNX UL - CTPaHa perncTpaynm, HauMmeHoBaHme
PErncTpmpyroLLEro opraHa, perucTpauMoHHbIM HOMEpP, KOoA HajsoronjaTesiblnKa B

CTpaHe pernctTpauum (MHKopropawuun) nan ero aHasor)

N /i | Cragnus ipousBoacTsa | [IpousBoauTens (HauMmeHoBaHue) | Aapec | CTpaHa
N |Homep MexxayHapoaHoe | Toprosoe JlekapcTBeHHas | O6uiee koamuecTBo | IIp
TI/TI | pETUCTPAIMOHHOTO | HellaTeHTOBaHHOe, | HaMMeHoBaHue | hopMa, BO BTOPUYHOIA OT:
YAOCTOBEPEHMSI U IO3UPOBKa, (moTpebuTeNBCKOI) | TIP
IPYIIIMPOBOYHOE, KOMIIJIEKTHOCTD | yIIaKOBKeE 3a
WIN XUMMUecKoe <HES o
HaMMeHOBaHMe yI
<E> oe:
1 2 3 4 5 6 7
YnonHomMo4eHHoe nnuo
(p.n.o.) (DOIKHOCTB) (noanuce)

KOoHTaKTHble TenedoHbl

Anpec 31eKTPOHHOW MNOoYThI



<*> B ciryyae OTCYTCTBUSI MEKIYHAPOTHOTO HEITAaTEHTOBAHHOTO HAMMEHOBAHMSI B PETUCTPAIIIOHHOM
yIOCTOBEPEHMM JIEKAPCTBEHHOTO Mpernapara yKa3blBaeTCsl HaMMeHOBaHMe JIeKapCTBEHHOrO Mperapara,
MpeyCMOTPEHHOTO MepeYHeM KM3HEHHO HeOOXOIMMBbIX M BasKHEMIIMX JTeKapCTBEHHBIX ITperapaToB.

<**> B cyvasix, mpeaycMOTPeHHbIX TyHKTOM 25 [TpaBuit rocygapCTBEHHOM perncTpaim u
repeperucTpanum yCTaHaB/IMBaeMbIX TPOM3BOAUTENISIMU JIEKAPCTBEHHBIX MTPenapaToB Mpeae/ibHbIX
OTIYCKHBIX I[€H Ha JIeKapCTBEHHbIE MpernapaThl, BKIIOUEHHbIE B TTepeYeHb KM3HEHHO He0OX0AMBbIX U
BaKHeMILMX JIeKapCTBEHHbIX NpPernapaToB, YTBePKIEHHbIX I10CTaHOBIeHeM [IpaBuTenscTBa Poccuiickoii
®eneparnym ot 29 okTsi6ps 2010 . N 865 "O rocygapcTBeHHOM PeryJIupoBaHUM IIeH Ha JieKapCTBeHHbIe
Trpernaparhl, BK/IIOUeHHbIE B ITlepeueHb KM3HEHHO HeOOX0IMMBbIX M BasKHEMIINX JIeKaPCTBEHHbIX
rpenapaTroB”, JOTIOJIHUTEJbHO YKa3biBaeTcsl hopMa BbIITyCKa JieKapCTBEHHOTO Mpernapara, ¢ y4eToM
KOTOPOJ pacCUMThIBAETCS IIpee/ibHasl OTITyCKHAS IleHa TPOU3BOAUTEIS 3a TOTPeOUTENbCKYI0 YTIAaKOBKY
JIeKapCTBEHHOIO Mpernapara.”.

2. B nmocranosnenuu I[paBurtensctBa Poccuiickoit @enepatinu ot 15 centsiops 2015 1. N 979 "O BHeceHUU
M3MeHeHMi1 B mocTaHoBIeHue [IpaBuTenbcTBa Poccuiickoit @epeparum ot 29 oktsa6pst 2010 . N 865 1 06
YTBEPXKAEHUM MeTOAMKY pacuyeTa yCTaHaB/IMBaeMbIX ITIPOU3BOAMUTENSIMM JIeKapCTBEHHbBIX IpenapaToB
NpeebHBIX OTITYCKHbBIX 1LIeH Ha JIeKapCTBEeHHbIe IIperapaThl, BKIIOUEeHHbIE B [IepeYeHb KM3HEHHO
HEOOXOJMMBIX 1 BasKHEIIMX JIeKapCTBEHHBIX IIPENapaToB, IIPU UX roCyIapCTBEHHOM perucTpaum u
rnepeperucTpauun”:

a) IOMOJMHUTb MYHKTOM 1(1) ciieayroIiero cogepskaHus:

"1(1). MunucTtepcTBY 3apaBooxpaHeHust Poccuiickoit ®enepaunm u @enepanbHOV aHTUMOHOIIOIBHON
cryk6e maBaTh Py HEOOXOIMMOCTH Pa3bsICHEHMS TI0 IPUMEHEHMIO METOAVKM pacyeTa yCTaHaBIMBAEMbIX
MIPOU3BOAUTEIISIMMU JIeKAPCTBEHHBIX IIPEerapaToB IpeaebHbIX OTIIYCKHBIX 1IeH Ha JIeKapCTBEHHbIEe
npernaparsl, BKIIOUeHHbIe B lepevueHb KM3HeHHO He0OX0IMMbIX M BasKHEMIIMX JTeKapCTBEeHHbIX
Ipernaparos, IIPYU UX rOCYLapCTBEHHO perncTpanum U nepepeructTpanuy, yrBep>xeHHO! HaCTOSIIUM
MIOCTaHOBJIEHMEM.";

6) MeTOAMKY pacueTa yCTaHABIMBaeMbIX ITPOU3BOIUTEIISIMMU JIeKAPCTBEHHBIX ITperapaToB MpeiebHbIX
OTIYCKHBIX I[€H Ha JIeKapCTBEHHbIE MpernapaThl, BKIIOUYEHHbIE B TTIepedyeHb KM3HEHHO He0OX0AVMBbIX U
Ba)KHEJIIMX JIeKapCTBEHHbIX MMPenapaToB, IPpU UX TOCYLapCTBEHHONM PerucTpauum 1 repeperucTpaumm,
YTBEPXAEHHYIO YKa3aHHBIM IIOCTAHOBJIEHMEM, U3JIOKUTD B CIeAYIOLeil pelakLn:

"YTBepXkaeHa

MMocTaHoB/eHMeM [IpaBuTenbCTBA
Poccuiickoi @enepaniu

ot 15 cenrsiopst 2015 . N 979

(B pemaKiuyu MoCTaHOBIEHMS
[TpaButenbcTBa Poccniickoit Pepgepanum
oT 8 okTs16pst 2018 r. N 1207)

METOJIVKA
PACYETA YCTAHABJIMBAEMBIX ITPOM3BOIUTEISAMU JIEKAPCTBEHHBIX
[TPETIAPATOB ITPEJEJIbHBIX OTITYCKHbBIX LIEH HA JIEKAPCTBEHHBIE
ITPEITAPATDI, BK/IIOYEHHBIE B [IEPEUEHD JXU3HEHHO HEOBXOVIMbIX
1 BAXKHEMIINX JIEKAPCTBEHHBIX ITPEITAPATOB, ITPU X
T'OCYIIAPCTBEHHOI PETUCTPALIMU U ITEPEPETMCTPALIAU

I. O61Me TToIoKeHU

1. HacTosiiias MeTOAMKa YCTaHABAMBAET MOPSIIOK pacueTa MpeAebHbIX OTITYCKHBIX 1leH TPOU3BOAUTeNNeN
JleKapCTBEHHBIX MIpernapaToB (Jajee - MTPOU3BOAUTE/M) HA JiIeKapCTBEHHbIe TIperapaThl, BKIOUeHHbIE B
repeueHb KM3HEHHO HeOOXOMMBbIX M BasKHEMIIMX JIeKapCTBEHHbIX ITpernapaToB (Jajiee - TeKapCTBeHHbIe



Tperaparsl), TPy UX rOCYAAPCTBEHHOM PerucTpauum 1 rmepeperucTpamnn.

I1. PacueT mpeebHOM OTITYCKHOV 1leHbI HA pedepeHTHbI
JIeKapCTBEHHBI IIperapar Ipy ee rocyLapCTBeHHOM perncrpaluun

2. [IpenenbHas OTIyCKHAs IleHa Ha pedepeHTHbIN TeKapCTBEHHbI Mpernapar yCTaHaBIMBaeTCs 1)1t
Ka)KI0T0 ITPOM3BOINUTESI B paAMKaxX PerMCcTPaliOHHOTO yI0CTOBepeHMs pedepeHTHOro JIeKapCTBEHHOTO
rperapara B COOTBETCTBUM C TPeOOBaHMUSIMU ITYHKTOB 24 1 25 [TpaBwmI rocyiapCTBEHHOM perucTpaIium u
repeperucTpanuy yCTaHaB/IMBaeMbIX IPOM3BOLUTEISIMY JIeKapCTBEHHBIX IIpernapaToB Ipefe/ibHbIX
OTITYCKHBIX I[eH Ha JieKapCTBeHHbIe MpeIapaThl, BKIIOUeHHbIe B lepevyeHb XMU3HEeHHO He0OXOAMBIX U
BaKHENMIMX JIeKapCTBEHHbBIX MPernapaToB, YTBEPKIEHHbIX IT0CTaHOBIeHMeM [IpaBuTenscTBa Poccuiickoii
®enepariuy ot 29 okTsi6pst 2010 . N 865 "O rocymapcTBEHHOM PeryJIMpoBaHUY IIeH Ha JIeKapCTBeHHbIe
Mpernaparsl, BKIIOUeHHbIE B IepeueHb KM3HEHHO HeOOX0IMMbBIX M BasKHEMIINX JIeKapCTBeHHbIX
npernaparoB” (nanee - [IpaBuia), Ha OCHOBaHUM JaHHbBIX, PACCUMTAHHBIX B COOTBETCTBUM C HACTOSILLEN
MeTOOMKOIA.

3. [IpenyiaraeMast K rocyJapCTBEHHON permcTpaium rnpeaeabHas OTITyCKHAs [eHa MPOM3BOaUTe el
TOCYZIapCTB - WieHOB EBpa3uiickoro sSKOHOMMUUYECKOTO COI03a Ha pedepeHTHbII JIeKapCTBEHHbIN Mpernapar
HEe MOXET ITPEeBbIIIATh:

a) cpefHeB3BellleHHYI0 (pakTMUeCcKylo OTITYCKHYIO lieHy Ha pedepeHTHbIN JieKapCTBeHHbIN ITpernapar 3a
OTYETHBIVi TTIepUOJI, PACCUYMTAHHYIO B COOTBETCTBUM C paszaenom IV HacTosiIeit MeToauKy Ha OCHOBaHUM
CBeIleHMi1 00 06beMax M OTITYCKHBIX IIeHaX HaXOOSIIuXcs B oopameHny B Poccuiickoii @enmepaiium
JIeKapPCTBEHHBIX MIpernapaToB IIPOMU3BOIMUTEIEI TOCYIapCTB - WieHOB EBpasmiickoro S5KOHOMMUYECKOTO
CO03a ¥ MTHOCTPAHHBIX IIPOU3BOAMUTE/IEH, OCYIIEeCTBIISIONIMX ITePBUUHYIO U (M/IM) BTOPUUYHYIO YIIAKOBKY
JeKapCTBEHHOTO Ipernaparta B Poccuiickoit ®enepaniyuu, coracHo npuioxkeHnio N 1;

0) B CJydae eCyiu JIeKapCTBEHHBIN TTpernapar, Ipou3BeIeHHbII ITPOU3BOIUTEIEM TOCYIapCTB - YJIEHOB
EBpa3suiickoro 3KOHOMMYECKOTO COI03a peain3yeTcsl B MHOCTPAHHBIX TOCYyIapCTBaX, B OTHOIIEHUM KOTOPBIX
npeacTasisieTcss MHGopMaLyst 06 ypoBHE MMHMMAIbHBIX OTITYCKHBIX IIeH Ha JIeKapCTBEHHbBIE ITperapaTsl,
T10 TIEPEYHIO COTJIACHO MPUIOKeHMIO N 2, - MMHMMAJIbHYIO OTITYCKHYIO IIeHY ITPOM3BOIUTEJISI TOCYIapCTBa -
yieHa EBpa3uiickoro sKOHOMMYECKOT0 coio3a (6e3 yueTa Ipou3BOICTBEHHBIX TUIOIIAA0K) Ha
JIleKapCTBEHHbIN TpenapaT B yKa3aHHbIX TOCYAapCTBaX, PACCUMTAHHYIO B COOTBETCTBUM C pasaenom VII
HaCTOsIIel MeTOIMKM Ha OCHOBAaHMUM pacueTa MmpeneabHO OTITYCKHO IeHbI TPOU3BOAUTEIS Ha
JIeKapCTBEHHBIN Iperapar, IpeCTaB/IsIeMOoi Ha TOCYIapCTBEHHYIO PerMCTpalio (IlepeperucTpalmio),
COIJIaCHO MPWIOKeHMI0 N 3 ¢ yUeTOM pacxoioB, CBI3aHHBIX C TAMOKEHHBIM 0(OpMIIEHMEM.

4. Tlpenyiaraemasi K roCygapCTBeHHOM perucTpanuu rnpeenbHasi OTITYCKHAs LleHa MHOCTPaHHbIX
Mpou3BoOANUTeNel Ha pedepeHTHbIN JieKapCTBEeHHbIN MperapaT He MOXKeT MPeBbIIIaTh:

a) cpeiHeB3BelIeHHYI0 (aKTUUYeCKYIo lieHy BBO3a pedepeHTHOr0 JeKapCTBEHHOrO Mperapara 3a OTUeTHbI
Tepuroz, C yueTOM pacxoJ0B, CBSI3aHHBIX C TAMOKE€HHbIM 0QOpMJIEHEM, PACCUMTAHHYIO B COOTBETCTBUMA C
pasgenom VI HacTosIIel MeTOAMKY Ha OCHOBAaHUM CBefeHMi1 06 o6beMax 1 O IleHaX BBO3a JIEKapCTBEHHOTO
rpernapara MHOCTPAHHOTO ITPOM3BO/ICTBA, HAXOASIIErocsl B 00paleHuy Ha Tepputopum Poccuiickoii
®enepaliviy, 3a OTYETHBIN IMepPUOI, COTJIAaCHO NpuIoxkeHUIo N 4;

0) MMHMMAaJIbHYIO OTITYCKHYIO I[eHY MHOCTPAHHOTO Mpou3BoAuTe s (6e3 yueTa Mpou3BOACTBEHHbBIX
TJIONIAM0K) Ha pedepeHTHbIN TeKapCTBEHHbIN MpenapaT B MHOCTPAHHBIX rOCYy1apCTBax, YKa3aHHbIX B
npuioxeHuu N 2 K HaCcTos1Iel MeTOMKe, OTIpeieIeHHYI0 B COOTBETCTBUHU C pa3aenom VII HacTosen
MeTOIMKM Ha OCHOBAaHMM pacyeTa, IIpeaycMOTpeHHOTOo IpuaoxkeHneM N 3 K HaCTos1Ieit MeTouKe, C
y4eTOM PacXO/iOB, CBSI3AHHBIX C TAMOXXeHHBIM 0(DOpMIIeHMEM.

5. IIpenyiaraemMasi K rocyapCTBEeHHO perucTpaiuu rnpefeabHas OTITYCKHAsI 1leHa MHOCTPaHHbIX
npou3sBoauTeeit Ha pedepeHTHbI IeKapCTBeHHbII MTperapar, OCyleC TBASIOUMX U TUIaHUPYIOMIUX
OCYLIeCTBJISITh IePBUYHYIO U (U/11) BTOPUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIpernapaTa Ha TeppUTOPUA
Poccuiickoit @epepaninm, He MOXKeT IIPEeBIIATD:



a) cpeHeB3BellleHHYI0 (PaKTMUeCKylo OTIIYCKHYIO LIleHy Ha pedepeHTHbI JleKapCTBEHHbI ITpernapar 3a
OTYEeTHBIN [IepUoJ, PaCCUNTAHHYIO B COOTBETCTBUMU C paszgesioMm IV HacToseil MeTOOMKY Ha OCHOBaHUU
CBeLleHU M, IpelyCMOTPeHHbIX puioxkeHnem N 1 K HacTos1eli MeTOAUKe;

6) MMHMMAaJIbHY0 OTITYCKHYIO IleHY MHOCTPaHHOTO MPou3BoAuTes (6e3 yueTa Tpou3BOICTBEHHbIX
TJI01[a/10K) Ha pedepeHTHbIN JieKapCTBEeHHbIN MperaparT, paCCYUTaHHYIO B COOTBETCTBUM C pasfenom VII
HaCTOs1Ieil MEeTOAVKM Ha OCHOBAaHUM pacyera, IpesyCMOTPEeHHOTO IpuinoxkenneM N 3 K HacTosuien
MeToJMKe, U CBeJleHUit 06 ypOBHEe MUHMMAabHBIX 1I€H JIeKapCTBEHHOTO IIperapara B MHOCTPaHHbIX
rocynapCcTBax, yKa3aHHBIX B IpuaokeHuy N 2 K HacTos11eil MeToAYKe, C Y4eTOM PacXO[0B, CBSI3aHHBIX C
TaMO>KeHHbIM 0(OpMIIeHUEM.

6. [Ipu rocygapCcTBEeHHOI perucTpaium mpeeibHast OTITYCKHas 1leHa Ha pedepeHTHbIN TeKapCTBEeHHbI
rpenapar Ajis BCeX IPOU3BOAUTENEN B paMKax PEerMCTPalMOHHOTO YI0CTOBEPEHMSI JIEKAPCTBEHHOTO
rpernapara ¢ yaeTom TpeboBaHmit myHKTa 24 [IpaBuI He MOKET ITPEeBBINIATh YPOBEHb MUHUMAIbHO 13
IleH, paCCYUTAHHBIX C yY€TOM Tpe6OoBaHMIi TyHKTOB 3 - 5 HACTOSIIEet MeTOIMUKHA.

7. IlpennaraeMasi K rocylapCTBEHHO perucTpaiuu npeaeabHasi OTITYCKHas lieHa Ha pepepeHTHbI
JleKapCTBEeHHbIN Mpenapar Jjisl BceX TPpou3BOIMUTe el 1eKapCTBEHHOTro npenaparTa 6e3 yueta popmbl
BBIITyCKA JIeKapCTBEHHOTO Mpernapara, 3a UCKJIIUYeHeM CyJyaeB, TpeayCMOTPeHHbIX TyHKTOM 25 [TpaBui,
He MOXEeT IPeBbIIaTh:

a) B (Jlyyae eciy B paMKax OGHOTO PErMCTPalM OHHOTO YA0CTOBEpEeHMSI JIeKapCTBEHHOTO Ipenapara
3aperMcTpupoOBaHbl IpeebHble OTITYCKHbIE IIeHbl Ha pedepeHTHbIN JIeKapCTBeHHbIN Mpernapar C TaKoii ke
JIeKapCTBEHHOI (GOPMOI1 U TO03UPOBKOJ (KOHIIEHTpaIlMel, aKTUBHOCTbIO B e IMHUIIAX TeICTBUS), -
TpeieIbHYIO OTITYCKHYIO IIeHY Ha pedepeHTHbIN JIeKapCTBEHHBIN ITperapar, pacCUUTaHHYI0 UCXOS U3
cpenHero apudMeTUUeCKOro 3HaUeHMs CTOMMOCTHM OJHOJ JIEKapCTBEHHO (hOPMBbI JIEKAPCTBEHHbBIX
MpernapaToB, MMeIMX Gkaiie cCMeXXHbIe KOJIMUEeCTBA BO BTOPMUYHOI (ITOTPeOUTENTbCKOI) YITaKOBKe,
Ha OCHOBAHMM CBeJEHUI O HAJIMUUU 3aPETUCTPUPOBAHHBIX TP e/IbHbIX OTITYCKHBIX II€H 3asIBJISIEMOTO
JIeKapCTBEHHOTIO MperapaTa coryiacHo mpuioskenmnio N 5.

0) B c/Tyuae ecjIu He 3apermcTpMpPOBaHbI IIpeie/ibHbIe OTITYCKHbIE IIeHbI Ha pedepeHTHbI JIeKapCTBEHHbIN
rpernapar ¢ TaKoJi JXe J03MPOBKOJ (KOHIIeHTpalleii, aKTUBHOCTbIO B IMHUIIAX JeVICTBHUS), - IIpeIe/IbHYI0
OTIYCKHYIO IIeHY Ha pedepeHTHbI JIeKapCTBEHHbII ITperapar, pacCUMTaHHYIO MCXOS U3 CPeTHEro
apudMeTNUeCKOTO 3HAUEHUSI CTOMMOCTHM €IMHUIIBI JeiiCTBYIOIIEro BelleCTBa JeKapCTBEHHbBIX ITPeIapaTos,
MMeIoNIMX GVpKaiime cMesKHbIe JO3VPOBKYM, HA OCHOBAHUM CBeJIeHMIA, TPeIyCMOTPEHHBIX ITPUJIOKEHM EM
N 5 k HacTOsIeIt MeTOoMKe.

8. B ciiyuae ecnu 1o COCTOSIHUIO Ha ATy MpefiCTaB/IeHMs 3asiBJIeHUSI O TOCYAapCTBEHHO perucTpauun
TpeieIbHOM OTITYCKHOM 1[eHbI TPOM3BOAUTES Ha pedepeHTHbBIN JeKapCTBEHHBI Mperapar B
MuHMCTepCTBO 3aApaBooxpaHeHus Poccuiickoii @epepaniuy B paMKax MeKIyHApOTHOTO
HerNaTeHTOBAHHOTO HAMMEeHOBaHMS U JIeKapCTBEHHOM (OpPMbI 3apermcTpMUPOBAHBI IIPeieIbHbIe OTITYCKHbIE
1[eHbI ITPOU3BOJMUTEJIEl Ha COOTBETCTBYIOIIVE BOCIIPOM3BeleHHbIe, 6110aHaIoroBbie (6MOMOA06HbIE)
JeKapCTBeHHbIe TIperaparhl, Py 3TOM IpefebHast OTITYCKHas 1jeHa MPOU3BOAUTE/IS Ha pedepeHTHbI
JIeKapCTBEHHBII IIperapar He 3aperncTpupoBaHa, TO IpejaraeMas K rocy1apCTBEHHOM perncrTpaumnmn
rpeiesibHast OTITyCKHAs I[eHa Ha pedepeHTHbI TeKapCTBEHHbIN MpernapaTr He MOKeT ITPeBbIIaTh
MaKCUMMaJbHYIO 3aperuCTPUPOBAHHYIO IIpelle/IbHYI0 OTIIYCKHYIO LIeHYy Ha COOTBETCTBYIOL U
BOCITPOM3Be/IEHHBII, 610aHAIOTOBBII (6MOTIOTOOHBIN) JIeKAPCTBEHHBIN MTperapar.

II1. Pacuet npenenbHOV OTITYCKHO 1T€HbI
Ha BOCITPOM3BeIeHHbIN, 6110aHATOTOBBIN (6100 00HbIIT)
JIeKapCTBEHHBIV IIperapaT Npu ee rocygapCTBEHHON! perucrpanmumn

9. IlpemenbHast OTITyCKHASI IleHA HA BOCIIPOM3BEIeHHbIN, 6110aHAIOTOBBIN (6MOIIOI00HBIN) JeKapCTBEHHbI
mpernapar (Jajiee - BOCIIPOM3BeIeHHbIN JIeKapCTBEHHBIN ITperapaT) yCTaHaABIMBAETCS JIST KasKA0TO
MIPOM3BOIUTENSI B paAMKaX PerMCTPaliOHHOTO YIOCTOBEPEHNMS JIEKAPCTBEHHOTO Mperapara B COOTBeTCTBUM
¢ Tpe6oBaHMSIMY MYHKTOB 24 1 25 [IpaBu1, HA OCHOBAaHUM AAHHBIX, PACCYUTAHHBIX B COOTBETCTBUM C



HaCTOHH_[eﬁ METO,ZLMKOVI IJISL KaXKI0M T'PpYIIIIBI HpOI/I3BO,ELI/ITe.TIeI‘/)I JIEKaPCTBEHHBIX ITPEIIapaToOB.

10. [Ipenyiaraemas K rocygapCTBEHHO perucrpanum rpenesibHas OTIIYCKHAs LieHa IIPOU3BOAUTeleN
roCyZapcTB - WieHOB EBpa3uiickoro 5SKOHOMMYECKOTO COX03a Ha BOCIIPOU3BELEHHbI 1eKapCTBEHHbI
rpernapaT He MOXeT [IPeBbIIIaTh:

a) OTITyCKHYIO I1eHYy, pacCYMTAaHHYIO C yIeTOM TpeGoBaHMi ITyHKTOB 26 - 28 IIpaBuj U B COOTBETCTBUM C
pasgenom VIII HacTosIIein METOAUKM Ha OCHOBAaHUM JAHHBIX pacyeTa IpeeabHO OTITYCKHOM IIeHbI Ha
BOCITPOM3Be/IEHHbII, 610aHAIOTOBBIN (6MOTIOTOOHBIN) JIeKapCTBEHHBIN Mperapar, MpeacTaBaseMoi Ha
rOCyLapCTBEHHYIO perCTPaLmIo, COTIaCHO puioXkeHuto N 6;

0) cpeHEB3BeIIeHHYIO (DaKTUUECKYI0 OTITYCKHYIO IIeHy Ha BOCIIPOM3BeIe HHbII JIeKapCTBEHHBIN Ipernapar
3@ OTYETHbIN MePuoI, pACCUMTAHHYIO B COOTBETCTBUM C pasmaesnoM IV HacTosIIel MeTOAMKM Ha OCHOBAaHUM
CBeIeHUI, MpeyCMOTPEeHHBIX MpuiokeHuem N 1 K HacTosiIell MeTOAMKe;

B) B CJTy4ae ec/iv JIeKapCTBEHHbBI Ipernapar mpou3BOAUTeE el TOCyaapCTB - WieHOB EBpasuiickoro
9KOHOMMYECKOTO COI03a peayin3yeTcsl B MHOCTPaHHbIX rOCYJapCTBaX, yKa3aHHbIX B IpuioskeHun N 2 K
HacTosI el MeToAMKe, - MMHMMaJIbHYI0 OTITYCKHYIO 1[eHY ITPOU3BOANTESI TOCYIapCTBa - uleHa
EBpasuiickoro 5KOHOMMYECKOI0 COr03a (6e3 yueTa Mpou3BOACTBEHHBIX IIOMIAA0K) Ha BOCITPOM3BEeI€HHbI
JIeKapCTBEHHBII Iperapar B yKa3aHHbIX FOCYAapCTBax, PACCYUTAHHYIO B COOTBETCTBUM C paszgesniom VII
HacTosIL el MeTOOUKM U ipuaoxkeHueM N 3 K HACTOSIIe MeToAMKe, C yUeTOM PacXOAo0B, CBSI3aHHBIX C
TaMOKeHHbIM 0(DOpMJIEHMEM.

11. TIpeparaemMasi K rocylapCTBEHHOM peTUCTpaly MpeeibHas OTITYCKHAs 1ieHa MHOCTPaHHbIX
MIPOM3BOINTENE} Ha BOCIIPOM3BEeHHbBIN JIeKapCTBEHHbBIN ITperapaT He MOXKeT ITPEeBbIIIaTh:

a) OTITYCKHYIO I[eHY, PaCCUUTAHHYIO C YYeTOM TpeboBaHMIi ITyHKTOB 26 - 28 [IpaBu/ 1 B COOTBETCTBUMA C
pasgeniom VIII HacTos1Iei MeTOAMKM Ha OCHOBAaHMUM pacueTa, MpegyCMOTpeHHOro npuaoxkenuem N 6 K
HACTOsIIell MEeTOIVKE;

6) cpemHeB3BellleHHYI0 (HakTUUYeCKyIo [eHY BBO3a JIeKapCTBEHHOTO Mperapara 3a OTYeTHbI Iepuof
y4eTOM Pacxoi0B, CBSI3aHHBIX C TAMOXXEHHBIM 0(pOpMIeHNEM, PAaCCYUTAHHYIO B COOTBETCTBUM C Pa3AeioM
VI HacTof1Ielt MeTOAMKY Ha OCHOBAaHUM CBeeHU, IIpefyCMOTPeHHBIX ITpuioxkeHneM N 4 K HacTos1en
MeTOJMKe;

B) MMHMMAJIbHYIO OTITYCKHYIO I[eHY MHOCTPAHHOTO Mpou3BoAuTe IS (6e3 yueTa MpOu3BOACTBEHHbBIX
IO 0K) Ha BOCIIPOM3BeIeHHbII JIeKapCTBEHHbIN Ipenapar, paCCUMTAHHYIO B COOTBETCTBUM C Pa3iesioM
VII HacTog1Ieli METOAMKM Ha OCHOBAaHUM pacueTa, IpeayCMOTPEeHHOro IpuioskeHeM N 3 K HaCTOSIIIen
MeTOAMKe, C y4eTOM Pacxo/i0B, CBSI3aHHBIX C TAMOXXeHHBbIM 0opM/IeHMEM.

12. TIpenyiaraemasi K TOCYyIapCTBEHHOM perucTpalum rpeaejabHasi OTIYCKHAs [leHa Ha BOCIIPOM3BedeHHbIN
JleKapCTBEHHbII MperapaT MHOCTPAHHbIX TPOU3BOAUTEEN, OCYLIeCTBSIONIMX VI TIJIAHUPYIOIIUX
OCYIIECTBJISITh TIEPBUUHYIO U (MJIM) BTOPUYHYIO YITAKOBKY JIeKaPCTBEHHOTO IiperapaTa B Poccuiickori
depepaliviy, He MOXeT ITPEeBbIIIATD:

a) OTITYCKHYIO [I€HY, paCCUYMTAHHYIO C YI€TOM TpeGOBaHMIi ITyHKTOB 26 - 28 IIpaBu/I U B COOTBETCTBUM C
paspenom VIII HacTos el MeTOAMKY Ha OCHOBAaHUM pacyeTa, IpefyCMOTPeHHOro npuioxkeHnem N 6 K
HacTosIIell METOOMKE;

0) cpeHEB3BeNIeHHYI0 (DaKTUYECKYI0 OTITYCKHYIO 1IeHY Ha BOCITPOM3BEeI€ HHbBIN JTeKapCTBEHHBIN ITpernapar
32 OTYETHBIN [TePUO/I, PACCUMTAHHYIO B COOTBETCTBUM C pasaesom IV HacTosIIeil MeTOIVKI Ha OCHOBaHUM
CBeJIeHN I, IpeIyCMOTPEeHHBIX TpuoskeHeM N 1 K HacTosIIeit MeToIuKe;

B) MMHMMAJIbHYIO OTITYCKHYIO IIeHY MHOCTPAHHOTO Ipou3BoauTe s (6e3 yyeTa MpOM3BOICTBEHHBIX
IUIOLAA0K) Ha BOCIIPOM3BeeHHbIV JIeKapCTBEHHbIN NpernapaT B MHOCTPAaHHbBIX TOCYAapCTBax, YKa3aHHbIX B
npunoxkeHuu N 2 K HaCTosIIeN MeTOAMKE, PACCUMTAHHYIO B COOTBETCTBUM C pa3aesnom VII HacTosein
MEeTOOMKM Ha OCHOBAHUM pacyeTra, IpeaycCMOTPEHHOTO npunoxkeHueM N 3 K HACTOSIIE MeTOAUKE, C



Y4eToOM pacXoaoB, CBA3aHHBIX C TAMOKE€HHBIM O(l)OleleHI/IeM.

13. IIpu rocynapCTBeHHO perncTpanuy npeeibHas OTIIYCKHas 1leHa Ha BOCIIPOM3BeleHHbIN
JIeKapCTBEHHBIV IIperapar 151 Bcex IPOU3BOANUTe el TOCyIapCTB - uleHOB EBpa3uiickoro
9KOHOMMYECKOI'0 COI03a B paMKax PerucTpalyiOHHOIO yAOCTOBepeHs JIeKapCTBEHHOI'O Iiperapara ¢
yueToM TpeboBaHMit MyHKTa 24 [IpaBuI He MOXKeT IMPEBBINIATh YPOBEHb MUHUMAIBHO U3 1I€H,
paccUMTaHHBIX C yueTOM TpeboBaHMi1 MyHKTA 10 HACTOsIEe MEeTOIMUKNA.

[Tpu rocymapCTBEHHOM perucTpauyum npeaeabHas OTITYCKHAS [leHa Ha BOCIIPOU3BEIEHHBI N JIeKapCTBEHHbIN
rperiapar 4151 BCexX MHOCTPAHHbBIX IIPOM3BOAUTEIEI, B TOM YMCJIe OCYILeCTBISIOWX WU IIaHUPYIOLIUX
OCYLIeCTBJISITh IIePBUUHYIO U (M/111) BTOPUYHYIO YIIAaKOBKY JIeKapCTBEHHOTO Ipernapara B Poccuiickon
@epepanyiy, B paMKax perMcTpalMOHHOI0 YAOCTOBEepeHM s JIeKapCTBEHHOTI0 [Ipernapara ¢ y4eTom
TpeboBaHMt MyHKTA 24 [IpaBWI He MOXeT MPEeBbINIATh YPOBEHb MUHUMAJIbHO U3 11€H, PACCYUTAHHBIX C
ydyeToM TpeboBaHMit MyHKTOB 11 1 12 HacTosIIeli MEeTOAUKMN.

14. TIpenyiaraemasi K TOCYyIapCTBEHHONM perucTpaluu rpeaesibHas OTIYCKHAS 1[1eHa Ha BOCIIPOMU3Be eHHbIN
JIeKapCTBEHHbIN Mpernapar JjIs1 BCeX TPOU3BOIUTEIE TeKapCTBEHHOTO IpernapaTa 6e3 yueta Gpopmbl
BBIITyCKa JIeKapCTBEHHOTO IperaparTa, 3a UCKIIYeHeM CayJyaeB, IpeayCMOTPeHHbIX TyHKToM 25 ITpaBui,
He MOKET IpeBbIIIaTh:

a) B CJIyyae eC/IM B paMKax OJJHOTO PerMCcTpalMOHHOIO YI0CTOBepeHMS IeKapCTBEHHOrO Ipenapara
3aperuCcTPUPOBAHBI IIpee/ibHbIe OTITYCKHbIE [IeHbI Ha BOCIIPOM3BEeAeHHbIN JIeKapCTBEHHbIN ITperapar ¢
TaKOJi ke JieKapCTBeHHO opMoii 1 03MPOBKOI (KOHIIeHTpaleit, akTMBHOCTbIO B eIMHUIIAX AeiiCTBUS),
- TIpeleJIbHYIO OTITYCKHYIO IIeHY Ha JIeKapCTBEeHHBII Ipenapar, paCCUMTAHHYI0 MCXOISl U3 CpeJHEro
apudMeTMUeCKOro 3HaYeHMS CTOMMOCTY OHOJ JIeKapCTBEHHOV (OPMBbI JIeKapCTBEHHBIX ITPeIaparTos,
MMeIonIuxX GvpKaiie cMeskHbIe KOJMUeCcTBa BO BTOPMYHOI (TTIOTPeOUTENbCKOI) YITaKOBKe, HA OCHOBAHUMU
CBeJIeHUI, MpeAyCMOTPEeHHbIX puiokeHreM N 5 K HacTosIIeil MeTOAMKeE;

6) B ciiydae ec/iv He 3aperucTpupoBaHbl MpeJiebHble OTITyCKHbIE LieHbl Ha BOCITPOM3Bee HHbI
JIleKapCTBEHHBI Mpenapar ¢ TaKo¥i XXe J03MPOBKOI (KOHILIEHTpalyeii, aKTUBHOCTBIO B e JMHULIAX
DeiiCTBUSI), - TIpelleJibHYI0 OTITYCKHYIO LIeHYy Ha JIeKapCTBEeHHbI Mpernapar, paCCUMTaHHYIO UCXOS U3
cpenHero apudMeTHUeCKOro 3HaueHUsI CTOMMOCTY eIMHUIIbI 1ei1CTBYIOIIero BelecTBa JieKapCTBeHHBIX
MperaparoB, MMeIoIMX GysKaiilive cMeskHble O3MPOBKM, HA OCHOBaHUM CBeeHU, TpelyCMOTPEeHHBIX
npuaoxkeHuem N 5 K HaCTOSIIEeli METOAMKE.

15. TIpu rocynapCcTBeHHO perucTpanym rnpeieibHOM OTITYCKHO 1[eHbI TPOM3BOAUTES Ha
BOCIIPOM3BeeHHbIV IeKapCTBEHHbIN TIpernapar B cayJyae, eC/ii B paMKaxX MeXKIyHapOAHOTO
HeIaTeHTOBAaHHOI'0 HAaMEeHOBAaHMS M JIEKAapPCTBEHHOI (hOpMBbI HE 3aperucTPUpPOBaHa IpeebHast
OTITyCKHAas IleHa Ha COOTBETCTBYIOIINIA pecdhepeHTHbIN TeKapCTBEHHbIV MperapaT 1 He 3apermMcTpUpOBaHbI
rpenesibHbIe OTITYCKHbIE IIeHbl TPOM3BOIUTEIEl Ha BOCIIPOU3BeIeHHbIe JIeKapCTBEHHbIe Iperaparhl,
pacJeT 1eHbl ocyIecTBsieTcss PenepaabHOI aHTUMOHOIIOIBHOM CJTY’K007 Ha OCHOBAaHUM MUHMUMAaIbHOI
OTITYCKHOJ IIeHbI Tpou3BoauTeIs (6e3 yueTa IMpou3BOACTBEHHBIX IIJIONIAI0K, C Y4€TOM PaCcXO/0B,
CBSI3aHHBIX C TAMOXXEHHBIM 0(pOpMJIeHMEM) Ha COOTBETCTBYIOIIMIT pedepeHTHbI TeKapCTBEHHbIN
rperapar B MHOCTPAHHBIX TOCYJapCTBaX, YKa3aHHbIX B IpwioxkeHuM N 2 K HaCTOsIeit MeToiyke, C
MIpUMeHeHNeM MOHIVKaloIero KodgduiyenTa, 3HaUeHMsI KOTOPOI'O OIIPeIe/IsIIOTCS B COOTBETCTBUM C
pasnenoM VIII HacTosIIe/i MeTOOUKN.

IV. Pacuet cpengHeB3BelleHHOM (GaKTUUeCKOi OTITYCKHOM
LIeHbI TPOMU3BOAUTEISI TOCYAApPCTB - WieHOB EBpa3niickoro
SKOHOMMYECKOT0O COX3a ¥ MHOCTPAHHOT'O IPOU3BOAUTEIS,
OCYIIECTBJISIIOILErO MEPBUYHYIO U (MJIM) BTOPUUHYIO YIIAKOBKY
JeKapCcTBeHHOro npernapara B Poccuiickoii @enepanum,
Ha JIeKapCTBEHHBII1 Ipernapar

16. PacueT cpemHeB3BelIeHHO (aKkTMUeCKO¥ OTITYCKHO I[eHbl TPOM3BOAUTEJISI TOCYJAapCTB - YI€HOB
EBpasuiickoro 3KOHOMMYECKOT0 COX03a U (M) MHOCTPAHHOI'O IPOU3BOAUTES, OCYIEeCTBIISIIOIIETO



TIePBUYHYIO U (MJIM) BTOPUUYHYIO YIIAaKOBKY JIeKapCTBEHHOTO IpernapaTa B Poccuiickoi ®enepauyn, Ha
KOHKpPEeTHbIN JIeKapCTBEHHbII IperapaT IPOU3BOAUTCS 32 OTUETHBIN [1epuoJ, Ha OCHOBaHUY CBeleHUA,
NpenycMOTpPeHHbIX NpuiioxkeHueM N 1 K HacTos1eit MeToavKe.

[Tpu pacueTe Takoii cpeJHEB3BeIlIeHHO (PaKTUUeCKO OTITYCKHO 1IeHbl YUYUTHIBAIOTCS CBeeHUSI 00
06beMax M OTITYCKHBIX IleHaX Ha JIEKAPCTBEHHBII Mperapar 3a OTUETHBII TePUOJ, IT0 KaXKIOMY
MIPOM3BOIUTENIO B PAMKAaxX OLHOTO PETMCTPALMOHHOTO yA0CTOBEPEHMS JIEKaPCTBEHHOTO Ipernapara.

PacueT cpegHeB3BellIeHHO (PakKTUUECKOI OTITYCKHO 11eHbI Ha JIeKapCTBEHHbBIN IperapaT OCyIeCTBISIeT s
C yueToM Bcex (opMm BbIITycKa (YIIaKOBKM, KOMIIEKTHOCTH) JIeKapCTBEHHOTO Mperapara, 3a UCKIIoYeHeM
cJydaeB, ITpeyCMOTPEHHBIX MyHKTOM 25 ITpaBui.

17. CpenHeB3BelleHHas1 hakTUUecKast OTITYCKHas 1ieHa MPOoM3BoAuTeel TOCyIapCTB - UJIeHOB
EBpasuiickoro 3KOHOMMYECKOTr'0 COK03a Ha JIeKapCTBEHHBIN Iperapar (yKa3blBaeTCsl [0 TOProBOMY
HaMMEHOBAHMIO, MEXIYHAPOAHOMY HEITaTEHTOBAHHOMY HaMMEHOBAaHMIO, TO3UPOBKE (KOHLIEHTPaL N,
aKTUBHOCTY B eIMHUIIAX AeiiCTBUS), IeKapCTBeHHOM (opMe, KOJIMUeCTBY JJeKapCTBEHHbIX GOpPM B
MOTPEeOUTENIbCKOI YITaKOBKE (KOJIMYECTBY 103 B YITAKOBKE, 00beMY) B paMKax PErMCTPalIOHHOTO

YA, 0CTOBEpEeHMS JIEKAPCTBEHHOTIO Ipernapara, OTIIYIeHHbI 32 OTYETHBIV nepuoy, (1ieHa CPB3BIIP OTIII)
(py6ieit), oripenesnsieTcst 1Mo hbopmyiie:

Z ( HEHA (I)HK'I'H“ICCKOI'O OTIYCKA X KOJIHYECTBO OTI1 )
LCHA CPB3BIIPOTIl = "
KOJIMYECTBO 001118€ 0TI

rae:

1eHa (akTUUeCKOro OTIyCKa - (pakTuueckas OTIyCKHas IleHa IPOU3BOAUTEIS TOCYAAPCTBA - WieHa
EBpa3uiickoro 3KOHOMMYECKOT0 CO03a Ha OJIHY ITOTPeOUTENbCKYIO YIIAaKOBKY JIeKapCTBEHHOTO Mpernapara
(YKa3bIBaeTcs 10 TOProBOMY HaME@HOBAHMI0, MeXAYHaPOJHOMY HellaTeHTOBAaHHOMY HaIMeHOBAaHMUIO,
I03UPOBKe (KOHIIEHTPaLVy, aKTUBHOCTM B IMHUIIAX AeCTBUS), TeKapCTBeHHOI GpopMe, KOTUYECTBY
JIeKapCTBeHHBIX GOPM B ITOTPEOUTENIHCKOM YIIAaKOBKE (KOJIMYECTBY 103 B YIIAKOBKE, 00beMy) (pybiieit);

KOJIMYECTBO OTII - KOJIMYECTBO YITaKOBOK JIEKAPCTBEHHOTO ITpernapaTta (yKa3bIBaeTcsl 110 TOPTOBOMY
HaMeHOBaHUIO, MeXIyHapOJHOMY HEITaTeHTOBAHHOMY HaMeHOBaHUIO, O3UPOBKe (KOHIeHTpal UM,
aKTMBHOCTH B e JMHUIIAX IeICTBUS), iIeKapCTBEHHO popMe, KOJMUECTBY JieKapCTBEHHBIX (OPM B
MOTPeOUTENIbCKOI yITakoBKe (KOJMYECTBY 03 B yIIaKOBKe, 00beMy) ITpOM3BOAUTEJISI TOCYyJapCTBa - ueHa
EBpa3suiickoro 5KOHOMMYECKOTO COI03a, OTTPY>KEHHOTO 32 OTUETHBIN ITepMOo/I 10 O HOI IieHe (IITYK);

KOJIMYECTBO 06IIee OTIT - 06I1ee KOJMUYECTBO YIIaKOBOK JIEKAPCTBEHHOTO MpernapaTa (yKa3bIBaeTCs 10
TOProBOMY HaMeHOBaHMIO, MEKYHAPOAHOMY HellaTeHTOBaHHOMY HaMeHOBaHMIO, 03V POBKe
(KOHIIEHTpaLNY, aKTUBHOCTY B €IMHUIIAX NeCTBUS), TeKapCTBEeHHOM opme, KOJMUECTBY JieKapCTBEHHBIX
(dbopM B mOoTpebUTENBCKO YITAKOBKe (KOJIMUECTBY 103 B YITAKOBKe, 06'beMY) TPOU3BOAUTEIEN TOCYyIapCTB -
yieHOB EBpa3niickoro 5KOHOMMYECKOTO COI03a B paMKaxX PEruCcTPanyioHHOTO YIOCTOBEPEH NS
JIeKapCTBEHHOTO Ipernapara, IpoM3BeIeHHOTO 1 OTTPY>KeHHOTO 3a OTUeTHbIN Mepuoy, (ITYK). 13 ob1ero
KOJIMYeCTBa UCK/TIOUAIOTCS KCIIOPTHbIE MTOCTABKY, IOCTABKM, OCYILIeCTBIeHHbIE B PAMKAX Pa3INYHbIX
BUJIOB TYMaHMUTAPHOI ITOMOIIIY, ¥ IIOCTABKM JIEKAPCTBEHHBIX MPEIapaToB B paMKax 6J1aroOTBOPUTETbHOCTH,
a TakKe IMOCTABKM JIEKAPCTBEHHBIX MTPEIapaToOB C OCTATOYHBIM CPOKOM T'OJHOCTM MeHee 5 ITPOLeHTOB.

18. CpengHeB3BelieHHas1 (pakTMUecKast OTITYCKHAs IleHa MHOCTPAHHBIX IMPOU3BONUTE/EN, OCYIeCTBISIOMMUX
TMEePBUYHYIO U (MJIM) BTOPUYHYIO VITAKOBKY JIEKapCTBEHHBIX MpemnapaToB B Poccuiickon @epepanyy, Ha
JIeKapCTBEHHBIN Tperapar (yKa3blBaeTCs 110 TOPrOBOMY HaMMEHOBaHUIO, MEXAYHAPOSJHOMY
HeIaTeHTOBAaHHOMY HaMEeHOBAaHUI0, TO3UPOBKe (KOHLIEHTPpALM, aKTUBHOCTU B € IMHUIIAX OECTBUS),
JIeKapCTBEHHOI (hopMe, KOJIMYECTBY JIeKapCTBEHHbIX (JOPM B ITOTPEOUTETHCKON YITAaKOBKEe (KOJIMYECTBY /103
B YIIAKOBKe, 06beMY) B paMKax PermcTpalMOHHOIO YIOCTOBEpeHMs JIeKapCTBEHHOTrO Ipernapara,
OTITYIIEHHBIV 32 OTYETHBIN Iepuoy (pyosieit) (1leHa CpB3BIP OTIII), OIIpeaenseTcs Mo hopmyiie,
MPUBEEHHOI B IIyHKTE 17 HACTOSIei MEeTOOUKNA.



V. PacueT peHTabe/JIbHOCTH [IJIsI IeKapCTBEHHOTO
rperiapara Ipou3BOLUTeIIS TOCYLAPCTB - WieHOB EBpasuiickoro
3KOHOMMYECKOI'0 CO103a IIpU NepeperucTpanuum rnpeneibHomn
OTITYCKHOJ IIeHbI Ha JIeKapCTBEHHbIN IperaparT

19. PacueT pacxo/ioB, CBSI3aHHBIX C pa3pabOTKOIi, MPOU3BOACTBOM U peaau3alyeil IeKapCTBEHHOTO
rpernapara Mpou3BOANTEJISI TOCYJapCTB - YIeHOB EBpa3uiickoro 9KOHOMMUYECKOTO COK03a, IpeiCTaBJIsieMOo
Ha IepeperucTpauuio npeneabHO OTITYCKHOV LieHbl Ha JIeKapCTBEHHbIN IIpenapar, OCyLeCTBISeTCs
coriacHo npwioxenuto N 7.

20. PacueT peHTabebHOCTH JIeKAPCTBEHHOTO ITperapara 3a OTYeTHbII ITepUOJ, OCYIeCTBIISIETCS T10
KaskOMY ITPOM3BOJMUTEITI0 TOCYIapCTBa - wieHa EBpa3uitckoro skOHOMMUYECKOTo COI03a B paMKax OHOTO
PEerMCTPaLOHHOTO YI0CTOBEpeH s JIeKapCTBEHHOTO Ipernapara.

21. IIpu nmepeperucTpauym mpeaeibHO OTITYCKHO LieHbl TPOU3BOAUTEJISI TOCYIAPCTBA - WieHa
EBpasuiickoro 5KOHOMMYECKOTO COr3a Ha JIeKapCTBEHHbI MpernapaT, HaXOAUBIINIACS B 0O palleHn Ha
Tepputopun Poccuiickoii @enepaiin, pakTuueckuii ypoBeHb peHTabeIbHOCTY TPOayKLK Rd)
(TTPOIIEHTOB) OIpeesieTcs 1o GopmyIie:

(akrnueckas npudbLUIL N

R 100%,

v cebecTouMoCTh

rae:

(dakTuueckast IpMUObLIb - MPUOBLTL OT Peaan3any MPOU3BOAUTEIeM KOHKPETHOIO JIEKaPCTBEHHOTO
rpernapara 3a OTYETHBIN ITepuo/I, IpuBeAeHHas B IpuioskeHnn N 7 K HacTosIei MmeToanuke (py6Jeii);

ce6ecTOMMOCTD - CyMMa IPSIMbIX, OOIIEITPOM3BOICTBEHHBIX 1 00IEeX03SI/ICTBEHHBIX PACXO/0B,
MpUBeIeHHbIX B IpuaokeHuu N 7 K HacToOsIIel MeToauKe (pyosieit).

22. Tlpu nepeperucTpaium rpeeabHOi OTITYCKHOT IeHbI TPOM3BOANTE el TOCYAapCTBA - WieHa
EBpa3unitcKkoro 9KOHOMMYECKOTO COI03a Ha JIeKapCTBEHHBbI Tperapar, He IOCTYNaBIIMii B oOpallleHue Ha
Tepputopum Poccuiickoit ®eepaliiy B TeueHMe OTUETHOTO Iepuoja, IpOrHO3MpyeMblli YPOBEHb
peHTabenbHOCTY TTpoayKiyuu (Ri) (MMpo1ieHTOB) onpexesnsieTcs o ¢popmyiie:

NPOrHo3Has npHObLUIL <100%
= A

ceOCCTOMMOCTD
rme:

MPOTHO3HAs MPUOBLIb - MPUOLIIL OT peaau3aluy MPOM3BOAUTeIeM KOHKPETHOTO JIEKAPCTBEHHOTO
rpernapara 3a rofi, KoTopasi ipuBeJieHa B mpuiaoskeHuu N 7 K HacTosieii MmeToauke (pyoseit);

ce6ecToMMOCTD - CyMMa IMPSIMbIX, OOIIEeITPOU3BOICTBEHHBIX 1 00IEX03SI/ICTBEHHBIX PACXOM0B,
MIpUBEeIEeHHbIX B IpuiokeHuu N 7 K HacTosIIeil meToauke (pybiieii).

23. Ilpu niepeperucTpanuu rpeneibHOM OTITYCKHO LeHbl TPOM3BOAUTEISI TOCYAapCTBa - WieHa
EBpa3niickoro 5KOHOMMYECKOTr0 COI03a Ha JIEKapCTBEHHBIN Iperapar B Ciydasx, IpeayCcMOTPEHHBIX
MOAMYHKTaMM "a" - "B" myHKTa 32 [TpaBui, ecyiv ¢paKTMUeCKIUI YPOBEHb PeHTA0e/IbHOCTH 32 OTUETHbIN
niepuop npeBbIcUT 30 MPOLIEHTOB, 3asIBJIsieMas K IlepeperncTpauuu npegeabHas OTITyCKHas [jeHa Ha
JIeKapCTBEHHBIN Tperapar MOAJIEXUT CHUKEHUIO C YYeTOM JaHHOTO OTPaHNYEeHUSI.

VI. PacueT cpegHeB3BeIIeHHOM (PaKTUUeCKOI [IeHbI BBO3a
JIeKapCTBEHHOTO IIperapaTa MHOCTPAHHOTO IIPOU3BOAUT ISt
B Poccuiickyro @emepalinio

24. PacueT cpefqHeB3BellleHHOI (aKTMUYeCKOii lieHbl BBO3a KOHKPETHOTO JIEKapCTBEHHOTO ITpernapaTta



MHOCTPAHHOTO ITPOMU3BOANTEJIA B POCCI/IVICKYIO @e,uepaumo IIPpON3BOAUTCA Ha OCHOBAHUMU CBe,ELeHI/II‘/JI,
npeayCMOTPEHHBIX ITPUJIOKEHUEM N 4 K HacTos1Ieil MeTOAUKe.

[Ipu pacyeTe cpeiHEB3BENIEHHOI (GaKTMUYECKOi 1IeHbI BBO3a JIEKAPCTBEHHOT'O MTperapara yUMThIBAIOTCS
cBeieHus1 06 06beMax ¥ O IleHaX BBO3a JIEKAPCTBEHHOTO Iperapara 3a OTUETHbIN MePUOJ, 10 KaXKIOMY
MHOCTPAHHOMY ITPOM3BOAMUTEIIIO B paMKaX OIHOTO PErMCTPALIOHHOTO Y0CTOBEPEHNS JIEKAPCTBEHHOTO
mperapara.

PacueT cpemHeB3BeIIeHHOM (GaKTUUeCcKO IleHbl BBO3a JIEKAPCTBEHHOTO ITperapaTa OCyIIeCTBISIeTCS C
yueToM (HOpPMbI BBIITYCKA (YITAKOBKM, KOMIIEKTHOCTH) JIEKAPCTBEHHOTO IIperapara, 3a UCKIIUYeHeM
cJydaeB, ITpeyCMOTPEHHBIX MyHKTOM 25 ITpaBui.

25. CpepgHeB3BellleHHas hakTHuecKas ieHa BBO3a JieKapCTBEHHOTO MpemnapaTta (yKa3bIBaeTCsl 10 TOPrOBOMY
HaMMEeHOBaHMIO, MeXIyHapOJHOMY HellaTeHTOBAaHHOMY HalMeHOBaHUIO, 1O3/POBKe (KOHLeHTpalLuy,
aKTUMBHOCTY B eIMHULIAX Ie/ICTBYS), IeKapCTBeHHOI (hopMe, KOJIMUeCTBY JieKapCTBEHHbIX (OPM B
MOTPeOUTENIbCKOI YITaKOBKe (KOJIMYECTBY 103 B YITAaKOBKe, 00beMy) MHOCTPAHHbBIX TTPOU3BOAUTEIEN,
YKa3aHHbBIX B PErMCTPaLMOHHOM YAOCTOBEPEHUM JIeKapCTBEHHOTO Ipernapara, BBe3eHHOI'O 38 OTYe THbIN
repuop, Ha TeppuTopuio Poccuiickoit ®emeparum (LieHa CpB3BIIP BBIT) (pybJieii), onpenessieTcs 1Mo

dbopmye:
Z (nena pakTHUECKOr0 BBO3A X KOJIHUECTBO BB )

1ICHA CPB3BNP BB, = i
! KOJIHYECTBO 00111ce BB

rae:

1eHa ¢aKTMUeCKOro BBO3a - (hakTuUecKasi IleHa BBO3a OJJHOM MOTPeOUTebCKOM YIIaKOBKY JIEKapCTBEHHOTO
npernapara (yKa3biBaeTcs 10 TOPTOBOMY HaMeHOBaHMI0, MeXXAYHapOAHOMY HellaTeHTOBAaHHOMY
HaMMeHOBaHMUIO, TO3MPOBKe (KOHIIEHTpAIlM, aKTUBHOCTY B e IMHUIIAX IEVICTBUS), IeKapCTBEHHO opme,
KOJIMYeCTBY JIeKapCTBEHHBIX POPM B ITOTPEOUTEbCKOI yIIaKOBKe (KOJIMYECTBY 403 B yIIaKOBKe, 00beMy)
MHOCTPAHHOTO MPOu3BOaNUTENS (pybIieit);

KOJINYeCTBO BB - KOJIMYECTBO YIIaKOBOK JIEKaPCTBEHHOIO IIperapaTra MHOCTPAHHOTO IIPON3BOLAMUTENIS
(YKasbIBaeTcs 10 TOproBOMY HayMeHOBaHMI0, MeXAYHapPOAHOMY HellaTeHTOBAHHOMY HaVMeHOBaHMIO,
I03MpPOBKe (KOHILIEHTpaL, aKTUBHOCTYU B eAVMHULIAX 1eJiCTBUS), IeKapCTBEHHOI Jopme, KOUYeCTBY
JIeKapCTBeHHBIX GOPM B ITOTPEOUTENIHCKON YITAKOBKE (KOJMYECTBY 103 B YIIAKOBKE, 00beMY), BBE3€HHOTO
MHOCTPaHHBIM NIPOU3BOANUTENIEM (MMIIOPTEPOM) 38 OTYETHBIN IePUOL, 10 OSHOI 1ieHe (LITYK);

KOJIMYECTBO 06I1ee BB - 00I[ee KOJMYECTBO YIIAaKOBOK JIEKAPCTBEHHOTI'O Iperapara (ykas3biBaeTcsl 1o
TOPrOBOMY HayIMeHOBaHMI0, MeXIyHAapOAHOMY HellaTeHTOBaHHOMY Ha/{MeHOBAHMIO, O3V POBKe
(KOHILIEHTpaLNy, aKTUBHOCTU B eJMHUIIAX JeiCTBUS), JeKapCTBeHHOM opmMe, KOJIMUeCTBY JieKapCTBEeHHbIX
dbopm B moTpebUTENbCKOI YIIaKOBKe (KOJMUECTBY 103 B YITaKOBKe, 00'beMYy) MHOCTPAaHHbIX
IIPOU3BOAMTEIIeN B paMKax PerucTpanyiOHHOIO YIO0CTOBEPEeHNS 1eKapCTBEHHOTO IIperapaTa, BBe3eHHOIO
3a OTYETHBLIN repuon, (IUTYK).

/3 06111ero KoaMyecTBa MCKIYAITCS ITOCTaBKM, OCYIeCTBI€HHbIE B PAMKaX Pa3/IMUHbIX BUOB
TyYMaHUTAPHOI MMOMOIIY, ¥ IOCTAaBKM JIEKAPCTBEHHBIX MTPEMapaToB B paMKax 6J1aroTBOPUTENbHOCTH,
MTOCTAaBKY JIeKAPCTBEHHBIX ITPeIapaToB C OCTATOUHBIM CPOKOM I'OJTHOCTU MeHee 5 MPOLeHTOB, a TaKKe
MOCTABKY JIeKapPCTBEHHBIX ITperapaToB ¢ (pakTMuecKoii 11eHOi BB03a, ITpeBbIIIa0IIe
3aperucTPUPOBAHHYIO MPeIeTbHYI0 OTITYCKHYIO 1IeHY ITPOU3BOUTEIS.

VII. PacyeT MMHMMAaJIbHOM LieHbI IPOU3BOAUTES
Ha JIeKAPCTBEHHbIN ITperapaT B MHOCTPAHHBIX TOCYIapCTBax,
YKa3aHHbBIX B IIPpMIoKeHUM N 2 K HACTOsIIIell MEeTOIUKeE

26. PacueT OTITyCKHOIJ II€HbI TPOU3BOAMTEIS Ha JIEKAPCTBEHHBIN pernapat (110 TOproBoMy
HaMIMEHOBaHMIO, MEXXIYHAPOTHOMY HEIlaTEHTOBAHHOMY HalIMEHOBaHMIO, JO3MPOBKe (KOHIIEHTPAI UM,



aKTMBHOCTY B e IMHUIIAX AEeCTBUS), IeKapCTBEHHO opMe, KOJMUECTBY JIeKapCTBEHHBIX (GOPM B
MOTPEOUTENIbCKOI YITaKOBKe (KOJIMYECTBY 103 B YIIAKOBKE, 00beMY) ITPOM3BOIUTCSI Ha OCHOBAHUM
CBeJIeHMi1 00 ypOBHE MMHMMAJIbHBIX LIEH JIEKapCTBEHHOTO Mperaparta (6e3 yueTa Ipon3BOICTBEHHBIX
TUIONIA/I0K) B MHOCTPAHHBIX FOCYAaPCTBAX, YKa3aHHbBIX B IIPpUI0KeHMM N 2 K HaCTOSIIe MeToANKe, U Ha
OCHOBAHUM CBeJIeHMUI, TPeayCMOTPEeHHbIX Tabmuiieit 1 mpunoskeHus N 3 K HaCTOSIIE MeToauKe.

27. B tabnume 1 npuioskeHust N 3 K HACTOSIIIE MeTOAMKE MUHMMAaJIbHbIE IIeHbI TPOM3BOAUTES HA
JIeKapCTBEHHBII TperapaT B MHOCTPAHHBIX TOCYAapCTBax, YKa3aHHbIX B IpwiIokeHuu N 2 K HaCTOsI el
MeTOIMKe, YKa3bIBAIOTCS B pyosisix. IlepecueT 1ieHbI B MHOCTPAHHO BaIOTe B PyOJIM OCYIIECTBIISIETCS 10
cpegHeMy Kypcy COOTBETCTBYIOIIEi MHOCTPAHHO BaTIOTHI K py6.1t0 Poccuiickoit ®enmepatinmy,
ycTaHoBJIeHHOMY lleHTpanbHbIM 6aHKOM Poccuiickoit @emepanyy 3a 3 KaJieHIapHbIX MecsIia,
NpeecTBYION e MeCSILy aThl I0AAUM 3asBJIeHUs O TOCYLapCTBEHHON perucTpaunum (mepeperucrpanyn)
NpeneibHOM OTITYCKHO LIeHbI TPOM3BOAUTEISI Ha JIEKAPCTBEHHBIN Iperapar, KOTOPbIi (KypC BaJIlOTHOTO
repecueTa) yKa3bIBaeTcs B Tabuile 2 pwioxkeHust N 3 K HaCTOSIIel MeTOAVKeE.

28. B cirydae ecniy JieKapCTBEHHbIN pernapar peaan3yeTcs B MHOCTPAHHBIX rOCYIapCTBaX, YKa3aHHbBIX B
npuiokeHuy N 2 K HaCTOSIIE MeTOaMKe, IO, IPYTMM TOPrOBbIM HaMMeHOBaHMeM, B Tabuile 1
nmpmioxeHus: N 3 K HACTOsIeli MeTOIMKe YKa3bIBAlOTCSI COOTBETCTBYIOIEE TOPrOBOE HAMMEHOBAHME U
MMHMMaJbHbIE 1IeHbl TPOM3BOAMTE/ISI HA IeKapCTBEHHBIN Iperapar.

29. B ciryyae rocymapCTBEHHOM peructpauun (mepepeructpanuym) B Poccuiickoi @enepanum rnpeaeibHON
OTITYCKHOJ IIeHbI Ha JIeKapCTBEHHBIN IMpernapar ¢ KOJMUYeCTBOM JIeKapCTBeHHbIX (GOPM B MOTPEOUTETHCKOM
yIaKoBKe (KOJMUYECTBY 103 B YIIAKOBKe, 00'beMY), OTCYTCTBYIOIIMM B MHOCTPAHHBIX FOCYIapCTBaX,
yKa3aHHbIX B pwioxkeHny N 2 K HacTosIIel MmeToauke, B Tabiuie 1 mpunoskenust N 3 K HacTosIII e
MeTOIMKe YKa3bIBAKTCSI MUHUMAJbHbIE II€Hbl MHOCTPAHHOTO ITPOMU3BOIUTE/ISI HA JIeKapCTBEHHbIE
Tpernaparthl, MMeIye 6JIVpKaiiie CMesKHbIe KOJIMUeCTBa B IOTPeOUTETbCKUX YITAKOBKaX (BHE
3aBMCUMOCTU OT HUIMYMS UX TOCYAAPCTBEHHON perncTpaunum Ha tepputopmum Poccuiickoin @enepanun),
KOTOpbI€ peann3yrTCs B MHOCTPAHHBIX TOCYAAapCTBaX, YKa3aHHbBIX B IpuyiokeHnu N 2 K HaCTOsIIein
MeTOaMKe.

IIpy 3TOM MMHMMAJIbHAS 1leHa [IPOU3BOAUTEIS Ha JIEKapCTBEHHbINM IIpernaparT ornpeaessieTcs Kak
MMHMMaJbHas UCXOs U3 pacuyeTa cpeiHero apu@pmMeTnIeCcKoro 3HaUeHMsI CTOMMOCTU O HOM
JIeKapCTBEHHOI (GOPMBbI JIEKapCTBEHHBIX IMIPEIapaToB, MMEIINX O/vpKaiiiie CMeXHbIe KOJMUeCcTBa B
MOTPeOUTENbCKUX YIIAaKOBKAX, B KAKIOM 13 MHOCTPAHHBIX rocyaapcTs (rpada 6 Tabauibl 1 npunoxkerus N
3 K HACTOSIIEeN MeTOIVKe).

B ciiydae rocymapcTBeHHOM peructpauum (epepeructpanym) B Poccuiickoin @enepanum npeneibHon
OTITYCKHOJ LI€HbI JIeKapCTBEHHOTO Ipernapara ¢ JO3UMPOBKO, OTCYTCTBYIOIIEN B MHOCTPaHHbBIX
rocygapcTBax, YKa3aHHBIX B IpuoskeHnu N 2 K HacTosIIeir MeToauke, B Tabuuile 1 npumoxkerus N 3 K
HACTOsIIIel MeTOoIMKe yKa3bIBalOTCSI MMHMMaJIbHbIE 1IeHbl MHOCTPAHHOTO TIPOU3BOAUTENS Ha
JleKapCTBEeHHbIe TTperapaThl, uMelolye 6/skaiiiine cMeXXHble T03MPOBKM (BHE 3aBUCUMMOCTY OT HATMUMS
UX perucTpanumu Ha Tepputopun Poccuiickoii @enepaium), KOTOpble peannsyloTCs B MUHOCTPAHHBIX
roCcygapCTBax, yKa3aHHbIX B IpuaoxkeHUu N 2 K HACTOs1Ieli MeTOAMKE.

IIpu 3TOM LieHa, IpefjaraeMasi K rocygapCTBEeHHO perucTpalnyn, ornpezesieTcss Kak MMHMMalbHast
MCXOZs U3 pacyeTa cpefgHero apudmeTnyeckoro 3HaueHus CTOMMOCTY O HO eIVMHUIIBI I eliCTBYIOIIETO
BEIeCTBA JIeKapCTBEHHBIX MMPEnapaToB, MUMEIONIMX O/IMKaiIe CMeXHbIe TO3MPOBKY, B KAXKIOM U3
MHOCTPaHHBIX rocyaapcTs (rpada 7 tabauiibl 1 mpunoskeHus N 3 K HaCTOsIel MeToauKe).

30. B ciiydae eciiy JieKapCTBEHHBIN TIperapaT MHOCTPAHHOTO MPOU3BOAUTENIS TIPOU3BOAUTCS TOJIBKO AJIsI
npogaxku B Poccuiickoi @epepanym (He peann3yeTcsl B MHOCTPAHHBIX TOCYAapCTBAX, YKa3aHHbIX B
npwiokeHun N 2 K HaCTOsIIIel MeTOMKe), IJIs1 pacueTa OTITyCKHOJ LieHbl Ha JJeKapCTBEeHHbI penapar
npecTaBsieTcs: MHOOpMaIMSI 0 MUHMMAa/IbHBIX IIeHaX IPYTMX MHOCTPAHHBIX TPOU3BOAMUTEIEN Ha
JleKapCTBeHHbIe TIperapaThl, COBNaaiolye Mo MeXXIyHapoJHOMY HellaTeHTOBaHHOMY HaMeHOBaHMIO
(TIp €ero OTCYTCTBUM I10 I'PYIIIMPOBOYHOMY MJIM XMMUUYECKOMY), IEKApCTBEHHOI hopMe, JO3MPOBKE
(KOHIIEHTpaLuM, aKTUBHOCTY B eMHUIIAX NeCTBYS), oOpaniaoniecs: B TOCYyAapCTBe MPOU3BOANTEIS



JIeKapCTBEHHOTO ITperapaTa, Ha OCHOBAaHMM JAHHBIX U3 OTKPBITHIX O0IEeJOCTYITHBIX MCTOUHUKOB,
COOTBETCTBYIOIIUX Tpe6boBaHusIM rmyHKTa 17 [TpaBus. [Ipu aTOM 3asiBieHHast K TOCYAapCTBEHHOM
perucTpauyy meHa MHOCTPAHHOTO IMPOM3BOAMTEJIS Ha JIeKAPCTBEHHbIN MperapaT He AOJKHA IMPEBbIIIATh
MMWHUMAJIbHYIO IIEHY IPYTUX MHOCTPAHHbBIX TPOU3BOIUTEIEN (C YUETOM PACXO0B, CBI3aHHBIX C
TaMOK€HHbIM 0(OpMJIeHMEM), pACCUMTAHHYIO HAa OCHOBAaHMM Tabyuilbl 1 mpuioskeHust N 3 K HacTosIIe
MeTOIMKe.

VIII. Pacyer npeenbHOM OTITYCKHOM LI€HBI IPOMU3BOAUTES
Ha BOCIIPOM3BedEeHHbIN JIeKapCTBEHHLIN IIperapart

31. [lepskaTesib MJIN Bafesel, perMcTpalMOHHOTO YA0CTOBepeHNs (YIIOTHOMOUYEHHOEe UM JIULI0)
BOCIIPOM3BEIEHHOTO JIeKapCTBEHHOTIO IMpernapara B cJiyyae, ecjiu rpeejibHas OTITYCKHAd 1leHa Ha
COOTBETCTBYIOLI NI pepepeHTHbIN JIeKapCTBEHHBIN MperapaT 3aperucTpupoBaHa, IpecTaBseT Ijs
rOCyJapCTBEHHO perucTpanum rnpenebHy0 OTIYCKHYIO LIeHY Ha JIeKapCTBEeHHbIN IIperapar, He
npesbiawinyio neny (Lnp) (pybeit), paccuuTaHHyIO 1Mo Gopmyrie:
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Iiped - 3aperncTpupoBaHHas Ha AAaTy MOAAYM 3asIBJIEHMSI O TOCYIapCTBEHHO perucTpanuu rpeeabHoi
OTITYCKHOJ I[€HbI IepskaTeIeM VI BJIaJle/IblieM PerMCTPaAlMOHHOTO YA0CTOBEPEHMST BOCIIPOV3BEIEHHOTO
JIleKapCTBEHHOTO Ipernapara (Wi yIIOJTHOMOYEHHBIM UM JIMLIOM) TIpeie/ibHasl OTITYCKHasI lieHa 3a
MOTPEOUTENIbCKYIO YITAKOBKY peepeHTHOrO JIeKapCTBEHHOTO Mpernapara (fasnee - 1ieHa pedhepeHTHOro
JIeKapCTBEHHOTO ITperapara);

K - moHmskatomuit koabduimeHT, 3HaUeHUSI KOTOPOTO IIPU rOCYJapCTBEHHO perucTpanmm
pPacCUMTBIBAIOTCS B COOTBETCTBUM ITYHKTOM 33 HACTOSILe MeTOOUKY U ITyHKTOM 26 [IpaBun (gasee -
MOHVKAIINI KO3pbuieHT) (MPOLEHTOB), C OKPYIJIEHMEM [I0 COTHIX;

K - koapduumeHT nepecuera GacoBku, ompeesisieMblii KaK COOTHOILIIEHME MeKIY KOJMUEeCTBOM
JIeKapCTBeHHBIX (GOPM B YITAKOBKE BOCITPOM3BEI€HHOTO JIEKAPCTBEHHOTO ITperapaTa U pedepeHTHOro
JIeKapCTBEHHOTO Iperapara;

Kz - koadduiineHT nepecueta 103MPOBKHU, OTIpeie/isieMblii KaK COOTHOIIeHMe MeXAy KOJIMYeCTBOM
eVHUL aKTUBHOI'O BellleCTBa B JO3MPOBKE BOCIIPOM3BEIeHHOTO JIEKaPCTBEHHOTO Ipernapara 1
KOJIMYeCTBOM eIMHUILL aKTMBHOI'O BellleCTBa B 103MPOBKe pedepeHTHOro TeKapCTBeHHOrO mpernapara.

32. llena Ha pedepeHTHBII IeKapCTBEHHBIN Mpernapar ornpeaeaseTcss Kak MMHUMaIbHasI
3aperucTpupoBaHHas MpeaeabHast OTITYCKHAs leHa Ha pedepeHTHbDIN JIeKapCTBeHHbBIN Mpernapar ¢ Takoi
>Ke TO3UPOBKO (KOHLIEHTpalMei, aKTUBHOCTBIO B € AMHNLIAX IEeMCTBUS) U TAKUM Ke KOTUIECTBOM
JIeKapCTBEHHBIX (DOPM BO BTOPUUHOI MOTPEOUTETBCKOI YIIAKOBKE, UTO ¥ BOCIIPOM3BEIeHHbIA
JleKapCTBEeHHbI Mpenapar, C y4eToM Cy4yaeB, IPeayCMOTPEeHHbIX ITyHKTOM 25 ITpaBuil.

B ciryuae eciu He 3aperMCcTpUpPOBaHbI IpeeIbHbIe OTITYCKHbIE IIeHbI Ha peepeHTHBII JTeKapCTBEHHbIN
Mperapar ¢ TakKMM Ke KOJIMYeCTBOM JIEKapCTBEHHBIX (HOPM BO BTOPUUHOI ITOTPEOUTENIbCKOI YITAaKOBKE, UTO
" 3asIBJISIEMbII1 BOCITPOV3BEI€HHbI JIeKapCTBEHHBIN Mpernapar, IieHa Ha pedepeHTHBbIN JIeKapCTBEHHbI
rpernapar ornpezessieTcsl Kak ImpeeabHast OTITyCKHas leHa Ha pedepeHTHbII JIeKapCTBEHHbIN ITpenapar,
paccuUMTaHHas UCXOMS U3 CpeTHEro apu@pMeTNIeCcKOro 3HaYeHMsI CTOMMOCTM OJTHOJ JIeKapCTBEHHO
(bopMBI JIeEKapCTBEHHBIX ITPENapaToB, MMEIIMX OyIMsKaiiie CMeXXHbIe KOJIMYeCcTBa BO BTOPUYHOI
(MOTpPebUTeTHCKOI) YIIAKOBKE.

B ciiyyae eciiu He 3aperMcTpupoOBaHbl Ipe/ieibHbIe OTITYCKHbIE 1IeHbl Ha pedepeHTHbIN JIeKapCTBEHHbIN
Impemnapar ¢ Tako¥ XXe J03MPOBKON (KOHIIeHTpallMel, aKTMBHOCTBIO B eIMHUIIAX AeMCTBUS), KaK
BOCITPOM3BeIEeHHbIN TIEKapCTBEHHbIN IIpenapar, IieHa Ha pedepeHTHbII JJeKapCTBEHHBI IIperapar



orpenesisieTCd Kak rnpenejibHas OTIIYCKHAs Li€Had Ha peq)EDEHTHbIﬁ HEKapCTBEHHbIﬁ npemnapar,
pacCuMTaHHaa UCXoOsda U3 CpegHero apI/I(l)MeTI/ILIeCKOI‘O 3HaUYeHNd CTOMMOCTHU e AMHUIIbI aKTMBHOI'O
BelleCTBa JIeKaPCTBEHHBIX IIpeliapaToB, MMEIINX O/IVDKAIIe CMeKHBIe OO3MPOBKMN.

B ciryyae ecnu nipefiesibHasl OTITyCKHAsI IleHa TPOM3BOAUTENS Ha pedepeHTHbIN TeKapCTBEHHbII ITpernapar
ObUIa TTepeperucTPUPOBaHa, TO YUMTHIBAETCS MTOC/IEHSSI 3aPeTMCTPUPOBAHHAS TIPe/iesIbHAST OTITYCKHAS
1leHa Ha pedepeHTHbII TeKapCTBeHHbI Mpernapar.

33. B cimydasix, Ipy KOTOPBIX B paMKaxX MeXIyHapO4HOr0 HeIlaTeHTOBAHHOI'O HayiMeHOBaHu s (IIpU ero
OTCYTCTBUM - TPYIIIIMPOBOYHOTO MM XMMUYECKOT0) U JileKapCcTBeHHOV opMbl Ha pedepeHTHbBI
JIeKapCTBeHHbBIN IIperapar 3aperucTpMpoBaHbl pa3/inyHble Ipefe/ibHble OTIIYCKHbIE 1IeHbl, IPUMEeHSeTC s
cpenHee apudMeTHUecKoe 3HaUeHMe oHMKaw1ero KoadduinenTa, pacCYMTaHHOE Ha OCHOBAaHUMU
3aperucTPUpPOBaHHBIX Mpeie/bHbIX OTITYCKHBIX 11eH Ha pe(epeHTHbIN JieKapCTBeHHbIN Impemnapar, 3a
MCK/IIOUEHMEeM CIyvaeB, IPY KOTOPBIX MOHVDKAOUMIA KO9DOULIMEHT paBeH HYIIO.

B ciiyyae eciivt Ha maTy nmogauu B MMHUCTEPCTBO 31 paBooxpaHeHus Poccuiickoit @emepaiin 3asiBjaeHus O
roCyIapCTBEHHOV perucTpauum rnpeneabHoi OTITyCKHON 1eHbl IPOM3BOAUTES TOCYapCTBA - WieHa
EBpa3uniicKoro 5KOHOMMYECKOTO COI03a Ha JIeKapCTBEHHbIN IpernapaT He 3aperMcTpMpoBaHa npejeibHast
OTITyCKHAas 1leHa Ha BOCIIPOM3BeleHHbI JIeKapCTBeHHbIN MpernapaT Mpou3BOAUTeNsI TOCYJapCTBa - ujleHa
EBpa3uniickoro 5KOHOMMYECKOTO CO03a, COBIIaAAI0IINIi [10 MeXAYHAPOAHOMY HellaTeHTOBAHHOMY
HaMMeHOBaHMUIO (IIPY €ro OTCYTCTBUM - IPYIIIIMPOBOYHOMY MM XMMUUECKOMY), IeKapCTBEHHO dhopme 1
IO3UMPOBKE, MOHVKAOII NI KO3GPUIIMEHT ornpeaesieTcs mo gopmMyiaM MOHMKAIOMIMX KO3(P UIIEeHTOB,
MIpUMEeHSIeMbIX ITPU pacyeTe MpeJie/ibHO OTITYCKHOV LieHbl TPOU3BOANTE/ISI Ha TTePBbIii
BOCIIPOM3BeeHHbII TIeKapCTBEHHbII IIpenapar, IpeCcTaB/IsieMol Ha rOCYyLapCTBEHHYI0 PerucTpaluio,
coryiacHo npuinoxkeHuto N 8.

B ciiyyae eciivt Ha maTy nmogauu B MUHUCTEPCTBO 34 paBooxpaHeHus Poccuiickoit @emepaiin 3asiBjaeHus O
roCyIapCTBEHHO perucTpanum npeaebHOM OTITYCKHOV 1IeHbl Ha JIEKapPCTBEHHBIN Tpernapar
MHOCTPaHHOTO MPOU3BOAUTEIS], B TOM UMCJIe OCYILIEeCTB/SIONIEro MepBUYHYIO U (M) BTOPUYHYIO YIIaKOBKY
JIeKapCTBEHHOrO Ipernapara B Poccuiickoii @enepainiyu, He 3aperucTpUpOBaHa IpeesibHas OTITyCKHAs
LleHa Ha BOCIIPOM3BENEHHbIN JIeKapCTBEHHBII Mperapar, COBIaAaouii 0 MeXXAYHAapOIHOMY
HeIlaTeHTOBAHHOMY HaMEeHOBAHMIO (IIPU ero OTCYTCTBUMU - TPYNIIIMPOBOYHOMY MJIM XUMUUECKOMY),
JeKapcTBeHHOI hopMe U T03MPOBKe, TOHMKaLIMIT KO3PbulMeHT onpeaenseTcs o dopmynaM pacyera,
npenycMOTpeHHBbIM npuiokeHueM N 8 K HacTosILeli MeTOoMUKe.

B cityyae eciivt Ha maTy mogauu B MMHUCTEPCTBO 37 paBooxpaHeHmst Poccuiickoit demepaiim 3asiBaeHus O
rocy1apCTBEHHOV perucTpaunm npeaeabHOM OTITyCKHO LleHbl TPOMU3BOAUTEISI TOCYAAPCTBA - YieHa
EBpasuiickoro 3kKOHOMMYECKOTr0 COX03a Ha JIeKapPCTBEHHbIN TIperaparT 3aperucTpupoBaHa npeenbHast
OTITyCKHAas 1]eHa Ha BOCIIPOM3BeJ eHHbII JIeKapCTBEHHbIN IpenapaT Ipou3BOAUTENSI TOCYAapCTBa - YWieHa
EBpasuiickoro 3KOHOMMYECKOro COX3a, COBMALAIOIINIA 10 MEXAYHAPOLHOMY HellaTeHTOBAaHHOMY
HaMeHOBaHMIO (TIPU €r0 OTCYTCTBUM - TPYNIIMPOBOYHOMY WM XMMIUUECKOMY), TeKapCTBeHHOI hopme 1
I03MPOBKe, MOHMKAIOU M1 KO3 GULIMEHT orpeessieTcs 1Mo ¢opMyiaM pacyeTa MOHMKAIIINX

K03 bUiMeHToB, IpUMeHsIEMbIX IIPU pacyeTe Mpeie/bHOM OTITYCKHOI 11eHbl TPOM3BOAUTES Ha
BOCIIPOM3BEeHHbI TeKapCTBEHHbIN MIpenapar, IpefCcTaB/IsieMol Ha TOCYIapCTBEHHYIO PerucTpaluio,
cornacHo npwioxkeHnuio N 9.

B ciiyuyae eciivt Ha maTy mogauu B MMHUCTEPCTBO 31 paBooxpaHeHms Poccuiickoit @emepaiim 3asiBjaeHus O
roCcyIapCTBEHHOM perucTpanum npeaeibHOM OTITYCKHOM 1IeHbl Ha JIEKapCTBEHHBIN ITpernapar
MHOCTPAHHOI'O IIPOU3BOAUTEJS, B TOM UMCJIe OCYILeCTBSIONErO MEePBUYHYIO U (MJIM) BTOPUYHYIO YITAKOBKY
JIeKapCTBEHHOTrO Tpernapara B Poccuiickoii @enepaiiyu, 3aperucTpMpoBaHa npeeabHasi OTITYCKHAs 1jeHa
Ha BOCIIPOM3BeIeHHbIN JIeKapCTBeHHbI IIperapar, COBIIaJaoLIii 10 MeXAYHapOSHOMY
HeNaTeHTOBAaHHOMY HaUMEeHOBAaHMIO (IIPU €ro OTCYTCTBUMU - TPYNIIIMPOBOYHOMY MJIM XUMUYECKOMY),
JeKapcTBeHHOI (hopMe U T03MPOBKe, TOHMKAOIMIT KO3(PbulMeHT onpeaenseTcs mo GopmynaM pacyera,
npenycMOTpeHHBbIM npuiokeHueM N 9 K HacTosIeli MeTOoUKe.

34. B ciyyae eciiu npefiesibHasi OTITYCKHAs 1ieHa Ha pedepeHTHbIN JieKapCTBEHHbBIN ITperapaT B paMKax



MEKIYHAapOJHOTO HellaTeHTOBAaHHOTO HaMe@HOBaHMSI U JIeKapCTBEHHOM (GOPMbI He 3aperucTpyupoBaHa Min
eC/IM B paMKax MesKIyHapOJHOTO HelaTeHTOBAHHOTO HaMeHOBaHMs 1 JIeKapCTBEHHO (hOpMbI
pedepeHTHbIN JIeKapCTBEHHBIN MperapaT OTCYTCTBYET, AepskKaTe/lb UM Bilajiesnel perMcTpaliyioHHOTO
yA0CTOBepeHus (YIIOTHOMOUYEHHOE UM JINL0) BOCIIPOU3BEIeHHOIO JIeKapCTBEHHOrO Iperapara
NpenCcTaBisieT AJ1s1 rOCyaapCTBEHHOM perncTpauun npefeabHyl0 OTIIYCKHYIO LIeHY Ha JIeKapCTBEHHbBIN
rpernapar, He npeBbInaminyio neny (Lmp) (pyb:eit), paccuuTaHHyIO 10 opmyrie:
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[Im - 3aperucTpupoBaHHas MpefeabHas OTITYCKHAs lleHa Ha MOTPeOUTeTbCKYI0 YIIAKOBKY JIeKapCTBEHHOTO
rpernapara, COBIajaroliero rno MexxgyHapogqHOMY HellaTeHTOBAaHHOMY HaMMeHOBaHUI0 (TIpU ero
OTCYTCTBUM IO TPYIIIMPOBOUHOMY WM XMMUUYECKOMY) U JIeKapCTBEHHOV ¢opMe, orpeiejieHHas B
COOTBETCTBUM C IYHKTOM 35 HACTOSIIE MeTOOUKM (ajiee - MaKCMMaIbHas 1ieHa) (pyobiieii);

Kn - nonmkaroumii koadh@uiuneHT, 3HaueHMsI KOTOPOTO MPU rOCYAAaPCTBEHHON perucTpauumn
PacCUMTBIBAXOTCS B COOTBETCTBUYU ITYHKTOM 36 HACTOs1Leil MEeTOAUKM U TyHKTOM 28 [IpaBut (IIpOLIeHTOB),
C OKpYIVIEHMEM 10 COTBIX.

[y pacueTa MpeiebHOM OTITYCKHOJ II@HbI ITPOM3BOIUTEISI HA MUMMYHOOMOIOIMYeCKII1 JIeKapCTBEeHHbBIN
npemnapar (BakijMHY) B COOTBETCTBMM C HAlIMOHAJIbHBIM KaJleHAapeM MpopuaakKTUUeCKUX MPUBUBOK
MTOHVKAIIINI KO3(PhUIMEeHT He TIPUMEeHSIeTCS.

B ciryuae ecnu B paMKax MeKAYHapOJHOTO HelaTeHTOBaHHOTO HaMMeHOBaHMS U JIeKapCTBEHHO (OpMbI
rpefiesibHast OTITyCKHAs IleHa Ha pedepeHTHbI TeKapCTBeHHbIN MperapaTt He 3aperucTpupoBaHa u
3aperucTpupoBaHa mpeaeabHast OTITYCKHAs IleHa POMU3BOAMTEISI Ha BOCITPOU3BEIeHHbIN JIeKapCTBEHHbBI
rperapar ¢ yueTOM TpeOOBaHMI1 MyHKTA 15 HACTOsIIe MeTOIUKM, IJIsl pacuyeTa MpeaebHbIX OTITYCKHBIX
IIeH MPOM3BOAMTE/Iei Ha BOCIIPOM3BeIeHHbIe JIeKapCTBeHHbIEe IperapaThl MOHMKAIOMIMT KO3GOULIMEHT He
TIpUMeHsIeTCs;

K (egyumnir) - COOTHOIIEHYE MEXKIY KOTMYECTBOM JIEKaPCTBEHHBIX (HOPM BO BTOPUUHOJ YITaKOBKE
BOCIIPOM3BeI€HHOT0 JIeKapCTBEHHOI'O IIpernapara M KaueCTBOM JieKapCTBEHHOTO Tpernapara,
COBMAAAIOIIETO M0 MeXIYHAPOJHOMY HellaTeHTOBAaHHOMY HalIMEeHOBAaHMIO (TIpU ero OTCYTCTBUU 110
TPYIINYPOBOYHOMY MUV XMMUUECKOMY) U JIeKapCTBEHHOI GopMme;

Kz - cooTHOLIeHMEe MeXy KOJMYEeCTBOM eMHUL, aKTUBHOTO BeIlleCTBa B JO3MPOBKE BOCIIPOU3BELEHHOTO
JIeKapCTBEHHOTO Iperapara M KOJIM4eCTBOM eAVHUL] aKTUBHOTO BelleCTBa B JO3UPOBKE JIeKapCTBEHHOTO
rpernapara, COBIIaal0IIero Mo MexxAyHapoJHOMY HellaTeHTOBAaHHOMY HaMe@HOBAaHMIO (TIPU ero
OTCYTCTBUM IO TPYIIIMPOBOYHOMY WM XMMUUYECKOMY) U JIeKapCcTBeHHO (popme.

35. MakcumasbHas 1leHa orpezessieTcss Kak MaKCMMasIbHasl 3apermcTpyupoBaHHast IIpeie/ibHast OTITYCKHAsI
I[eHa Ha JIeKapCTBEHHbIN MpernapaT, COBITaIal0NIMii IT0 MEXIyHAPOJHOMY HellaTeHTOBAHHOMY
HayMeHOBaHUIO (TIPU €ro OTCYTCTBUM 10 TPYIIIMPOBOYHOMY MM XMMUUECKOMY), IeKapCTBEeHHO dopme,
I03UPOBKe (KOHIIEHTpaLyy, aKTUBHOCTY B €IMHUIAX AeiCTBUS) U MO0 KOJMYECTBY BO BTOPUUHOI
MOTPeOUTENIbCKOI YITAKOBKE C BOCIIPOM3BeIeHHBIM JIEKAPCTBEHHBIM IperapaToM.

B ciryuae ecnu mipeiesibHast OTITYCKHAsI IleHa ITPOM3BOAMTEIS Ha JIeKapCTBEHHbIN TpernapaT 6blia
repeperuMcTpupoBaHa, Ipu onpeeeHuM MaKCMMaJbHO 1eHbl YUUTHIBAETCS MOC/IeTHSIS
3aperMcTpupoBaHHas Mpee/ibHast OTITyCKHAs IleHa Ha JJeKapCTBeHHBIN Imperapar.

B ciryuae ecnu He 3aperMcTpupoOBaHa MpejesibHas OTITyCKHAs 1leHa Ha JieKapCTBeHHbIN mpernapar,
COBTIAAIONINI TI0 KOJTMYECTBY JIEKAPCTBEHHBIX (HOPM BO BTOPUUHOI TTOTPEOUTENIBCKOI YITAKOBKE C
3as1BJIEHHBIM BOCIIPOM3BeleHHbIM JIeKapCTBEHHBIM IIPeNapaToM, MakCMMasbHas LieHa OlpefensieTcs Kak
3aperucTpUpoOBaHHas MpeAenbHasi OTIYCKHAs LieHa Ha JJeKapCTBEHHbIN ITpernapar, COBIaAalouii o



MEXIyHAapOJSHOMY HENIaTEHTOBAHHOMY HaIMEeHOBAaHUIO (TIPY €r0 OTCYTCTBUM MO IPYNNMPOBOYHOMY MU
XMMMYECKOMY), IeKapCTBeHHOI hopMe, 103MpOBKe (KOHLIEHTpaLu, aKTUBHOCTY B eAUHULIAX AEeViCTBUS) C
MaKCHMMaJIbHO¥ CTOMMOCTBIO JIEKaPCTBEHHOI (hOPMBbI JIEKAPCTBEHHBIX ITPEIapaToB, MMEeIOIIMX OyIvrKaiie
CMesKHbIe KOJIMUeCcTBa BO BTOPUYHBIX (TOTPEOUTENbCKIUX) YITaKOBKaX.

B ciiyuyae eciivt He 3apernCTpMpoOBaHbI Ipeie/ibHbIE OTITyCKHBIE 11€HbI HA JIEKAPCTBEHHBIN IIperapar ¢ TakKoi
>Ke TO3MPOBKOJ (KOHIIeHTpaIyei, akTUBHOCTBIO B eAMHUIAX JEeMCTBUS), UYTO U 3asIBJI€HHbIN
BOCIIPOM3BeeHHbIV IeKapCTBEHHbIN Npenapar, MakCMMasbHas LieHa OnpeaenseTcs Kak
3aperuMcTpUpoBaHHa MpeeabHas OTIIYCKHAS [leHa Ha JIeKapCTBEHHBI IpernapaT, COBIaJaroluii 1o
MEeXIYHapOOHOMY HellaTeHTOBAHHOMY HaMMEHOBAHMUIO (IIPU €r0 OTCYTCTBUM T10 TPYIIIIMPOBOUYHOMY UJIU
XMMMUYECKOMY), IeKapCTBeHHOI hopMe ¢ MaKCMMaabHO CTOMMOCTBIO eAMHUIIbI aKTMBHOTO BeleCcTBa
JleKapCTBEHHBIX MTpernapaToB, MMeIMX Oykaiiiie cCMeXXHbIe TO3MPOBKN.

36. [ToHwkarou it KO3GGUIMEHT /151 pacueTa IpeIebHbIX OTITYCKHBIX I[eH Ha BOCITPOVM3BeeHHbIE
JIeKapCTBEHHbIE TIperapaThl OnpenenseTcss B COOTBETCTBUM C MAKCUMMAaJbHOV LIeHO U paCCUUTBIBAETCS B
COOTBETCTBUM C IIYHKTOM 33 HACTOSIE METOLUKNA.

IX. Pacuer 1nipeze/ibHO OTITYCKHOJ LIeHbI [IPOMU3BOAUTEIIE
rocyJIapCTB - uIeHOB EBpa3uiickoro 9KOHOMMYeCKOT0 COr3a
Ha JIeKapCTBEHHLIN Mpelapar IIpU ee mepepermcrTpaumumn

37. IIpenenbHas OTIIyCKHAs 1jeHa Ha J1eKapCTBEHHbIN IIpernapar I1py ee repeperucrpalyuy yCTaHaBINBAETCS
LIS KOKA,0T0 IIPOM3BOLMTEIIS B paMKaxX perucTpalyiOHHOTO YAOCTOBEpeH s JIeKapCTBeHHOr0 IIpernapara B
COOTBETCTBUM C TPEOOBAHUSIMM ITYHKTOB 24 1 25 [IpaBwI 1 He MOXKET ITPEBbIIIATH MUHMMAJIbHYIO LIEHY,
PaCcCYUTAHHYIO B COOTBETCTBUM C HACTOSINEN MeTOIUKOIA.

38. [lepeperucTtpanus rnmpeaebHOM OTITYCKHOM II€HbI IPOU3BOAUTEIIS TOCYAAPCTB - 4ieHOB EBpa3uiickoro
SKOHOMMYECKOTO COK3a Ha JIEKapCTBEHHBIN IIpernapar B C/Iydasx, IIpelyCMOTPEeHHbIX ITOAIMYHKTaMM "a" -
"B" nmyHKTa 32 [IpaBmi, OCyIeCTBIISIETCS UCXOIS:

a) 3 pacuyera, IpesyCMOTPEeHHOro npuwioxkeHueM N 7 K HaCTOSAILLeil MeTOIMKe;

0) 13 000CHOBAHMSI pacyeTa Ipeie/IbHOM OTITYCKHO IeHbI Ha JIEKapCTBEHHBIN IpernapaT IIPOU3BOIUTEIS
roCynapcCTB - UeHOB EBpa3miiCKoro 3KOHOMMYECKOTO COr3a, IIpeCTaB/IsieMOii Ha ITepeperucTpanuio,
cornacHo npuioxenuio N 10.

39. [IpemenbHas OTITyCKHAY IleHA TPOU3BOAUTEJSI TOCYIAPCTB - WieHOB EBpa3miiCKOro 5KOHOMMUYECKOTO

CO103a Ha JIeKapCTBEeHHbI IIperapar IIpy ee lepeperucTpanyuu B CIydasx, yKasaHHbIX B IIOAITYHKTAxX "'a" U
"B" myHKTa 32 [IpaBu, OAJIEXUT YBEJIMYEHUIO:

a) Ha BeJIMYMHY YIOPO>KaHUS ChIPbSI ¥ MaTepuUaioB;
0) Ha BeJIMUMHY M3MEHEeHMS HAaK/IaJHbIX PACXO/IOB.

40. IlpenenbHast OTIIYCKHAS [leHa TIPOU3BOAUTENIS TOCYAAPCTB - WieHOB EBpasuiickoro 3KOHOMUYECKOTO
COI03a Ha JIeKapCTBEHHBII MTperapar rmpu ee rmepeperucTpaunm B crydyae, yka3aHHOM B ITOATTYHKTe "6"
myHKTa 32 [TpaBu, MOAIEXUT YBEJIMUEHMIO B UaCTH 1I€H Ha ChIpbe ¥ MaTepuasibl, MCIIOIb3yeMble TP
MPOU3BOACTBE KOHKPETHOIO JIEKaPCTBEHHOTO Tpernapara, IporopUMOHAIIbLHO BeJIMYMHE YA0POKaHUS
CTOMMOCTHU ChIPbSI U MaTEPUAJIOB B CTPYKTYPE 3aTpaT HA MPOMU3BOACTBO U peann3aluio JIeKAPCTBEHHOTO
rpemnapara, KOTOpOoe B PaBHOI CTeIeHU BIUSET Ha 3aperMCTPUPOBAHHBIE 1I€HbI HAa BCE JIEKAPCTBEHHbIE
IpenaparTbl, OTHECEHHbIE K OHOMY MeXIYHapOJHOMY HellaTeHTOBAHHOMY HaMEeHOBAaHMUIO U UMeIoIe
OJVMHAKOBBIN IIyThb BBEAEHMUSI.

41. BennunuHa yBeJIMUeHMS 3apeTUCTPUPOBAHHOM IIpee/IbHOM OTITYCKHOM 1eHbI Ha JIeKapCTBEHHbIN
rpenapar MpoOM3BOAUTESI TOCYAAPCTB - WieHOB EBpa3niickoro SKOHOMMYECKOro CO03a Mpu ee

repeperucTpanyun B Cayyasix, yKa3aHHbIX B IOJAMYHKTax "a" 1 "6" myHkTa 32 [IpaBui, He JOKHA
MpeBbILIATh YPOBEHb (PaKkTUUeCKOoi MHQISIIMY TpeIIecTBYIOIero KaJeHAapHoTo Tofa C yueTOM



MPOTHO3MPYEMOTO YPOBHS MHGJISAIMM TEKYIIEro rojia, yCTaHOBAEHHOTO (GegepaJbHbIM 3aKOHOM O
(dhenepasbHOM OIOIKETE HA COOTBETCTBYIONINIT (GMHAHCOBBIN TOM, U MIaHOBLIN nepuo (M) (Tpo1eHToB),
orpejieisieMblii 1o popmyrie:

Y= UITLL%(100+ yposens mudasunn )

-100%,
100

rae:

UIIL] - uHAeKC MOTPpeOUTeNbCKUX 11eH Ha TOBaphl U YCAYTU MpeJIIecTBYONero KajJeHJapHoro roja
(IpOLIEeHTOB);

ypoBeHb MHGAIUMUTT - mporHo3upyeMblit ypoBeHb MHOJISIMYU TeKYIero roga, yCTaHOBIeHHbI
(benepanbHbIM 3aKOHOM O (heflepaibHOM OI0/IsKETe Ha COOTBETCTBYIOIINIT (DMHAHCOBbIN TOM, U TJITAHOBbIN
Iepuof (IIpoLLeHTOB).

42. TIpu pacueTe TpenebHOI OTITYCKHO 11€Hbl Ha JIEKAPCTBEHHbIN Mperapar Ipu ee rnepeperucTpalm B
C/Iy4yasix, YKa3saHHbIX B ITOAITYHKTAxX "a" - "B" myHKTa 32 [IpaBuii, He yUuUTbIBAeTCS yBeJIMUYeHNe HaK/IaJHbIX
pacxofoB IIpU M3MeHeHMM CII0Cc06a OTHeceHMsI 06IeNpPOM3BOICTBEHHBIX U 00111eX035ICTBEHHbBIX PACcX0 0B
Ha ce06eCcTOMMOCTb JIeKapCTBEeHHOTrO Tpernapara, a Takke Mpy U3MeHeHUM 3HaueHuii IToKa3aTeseis,
VCII0J/Ib3YeMbIX B COOTBETCTBUM C YUETHOI MOJUTUKON ITPOU3BOAUTES TOCYLapCTBa - uieHa EBpasuiickoro
9KOHOMMUYECKOTO CO03a /IS OTHECEHMSI 00IENMpPOM3BOACTBEHHBIX M 00IIEX0351/ICTBEHHBIX PACXOI0B Ha

ceb6ecToMMOCTb JIEKapCTBEHHOTIO ITperiapara.

43. Ilepepeructpanys npeneabHON OTIIYCKHO [JeHbI IIPOM3BOAMUTeeN IOCYyIapCTB - WieHOoB EBpa3miickoro
9KOHOMMYECKOI'0 COI03a Ha JIeKapCTBEHHBII IIperapar B ¢jiy4yae, IpegyCMOTPeHHOM MMOAITYHKTOM T
ryHKTa 32 [IpaBui, OCylLecTBIsSIeTCs Ha OCHOBAaHUM CBeleHU, IpelyCMOTPeHHbIX ITpuiiokeHuem N 1 K

HaCTosIIeil MeToayKe.

44. lIlpenenbHas OTITYCKHAS LleHA IPOU3BOAUTEEN TOCYAAPCTB - WieHOB EBpasnuiickoro 53KOHOMMUYeCKOro
COI03a Ha JIeKapCTBEHHDIN IIperapar MOMJIeXKUT [IepeperucrTpanum B cjaydyae, yKa3aHHOM B ITOAITYHKTe T
rmyHkTa 32 [IpaBui, eciin cpegHeB3BelleHHas haKkTHUueckast OTITyCKHas 1ieHa Ha JieKapCTBeHHbI Iperapar
3a [epuoz, UCTEKIINIA CO IHS rOCyLapCTBEHHOM perncTpauyn (ImociesHei nepeperncTpauyin) npeneabHom
OTITYCKHOJ 1[eHbl, OblJIa HIKe 3aperucTpMpPOBaHHOM Ha 3TOT ITepuo/I IleHbI He 6oJiee ueM Ha
MIPOTHO3MPYEMBbI YpOBeHb MHGJISIMM, YCTAHOBIEHHBIN Ha TEKYIINii rof, dheaepasbHbIM 3aKOHOM O

(dhenepasbHOM OIOIKETE HA COOTBETCTBYIONINIT (DMHAHCOBBIN TOM, U IJIAHOBBIN IT€PUO/T.

45. BenuumHa yBeJIMUeHUS 3aperMCTPUPOBAHHOM ITpeebHO OTITYCKHOV 1IeHbI ITPOU3BOAUTE e
rOCyapcTB - WieHOB EBpa3niickoro SKOHOMMYECKOT0 COI03a Ha JIeKapCTBEHHbIN Iperapar Ipu ee

repeperucTpanum B cryyae, yka3aHHOM B IIOAITYHKTe "T" mmyHKTa 32 IIpaBui (Ye) (IIpOLeHTOB),
orpenessieTcst o opmyiie:

LICHA 3apCTI - LICHA CPB3B OTII |

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

1HCHa 3apcr

rae:

VII - IPOrHO3UPYeMbIit YpOoBeHb MHQIISIIMY, yCTAHOBIEHHBI HA TEKYIIMi1 rof deaepaabHbIM 3aKOHOM O
(dhenepasbHOM OIOIKETE HA COOTBETCTBYIONINIT (DMHAHCOBBIN TOM, U MVIAHOBBIN ITepuoI (ITPOLIEHTOB);

Un - koapduLMeHT 11eHOBOI TPYIIIbI, ONpeessieMblii B COOTBETCTBMM CO 3HAUeHUSIMU KodduiieHTa
LIeHOBO1 TPYyMITbI, IPUMEHSIeMOrO IIPU pacyeTe MpefebHbIX OTITYCKHBIX LIeH IPOU3BOANUTeIel Ha
JIeKapCTBeHHbIe IperapaTsl, IpeACcTaB/IsieMbIX Ha [lepeperucTpaLlmio, CormacHo npuioxkeHno N 11.

LleHoBas rpymria ornpenesisieTcs MCXOOs U3 3apernCTPUPOBAHHOM IIpee/bHOM OTITYCKHO 1IeHbl Ha
JIeKapCTBEHHBII IIperapar 3a Iepuos, UCTEKIIN CO JHS OCYyLapCTBEHHOM perncTpauun (mocjiegHein



HepeIJEI‘I/ICTpaLU/II/I);

I[€Ha 3aper - 3aperMCcTPUPOBaHHAs TIpeie/ibHAsI OTITYCKHAS I1eHA Ha JIEKAPCTBEHHbIN Mpernapar 3a mepuo/,
MCTEKIINIA CO AHS TOCYAapCTBEHHOV perucTpaunm (rmocjaegHel mepepeructpanyn) (pyoseit);

1leHa CPB3B OTIIII - CpeiHeB3BellleHHas ¢akTuueckas OTITyCKHAsI IleHa ITPOU3BOAMUTEIS TOCYAAPCTBA - WieHa
EBpasuiickoro 3kKOHOMMYECKOTr'0 COX03a Ha JIeKapCTBEHHbIN NIperapar, OTIIYLeHHbIV 32 OTYETHBI ITepuoz,
paccuMTaHHas B COOTBETCTBUM C pasaenoM IV HacTosIei MeToauku (pyo6seir).

46. IIpennaraemas K repepeructTpauuy rpeieabHas OTIIYCKHas lieHa Ha BOCIIPOV3BeJeHHbI
JIeKapCTBEHHBIV IIperapar He MOXKeT IIPEeBbIIATh OTITYCKHYIO LIeHY, PACCUMTAHHYIO B COOTBETCTBUMA C
HACTOSIIIEl METOAMKOI C yueToM TpeboBaHmit myHkTa 31 [TpaBui.

X. Pacuer npenenbHOM OTITYCKHOM 1I€HBI MHOCTPAHHBIX
MIPOU3BOAUTEIEN, B TOM UMCJIe OCYIIECTBIISIONINX IEPBUYHYIO
U (MIM) BTOPUYHYIO YIIAKOBKY JIeKapCTBEHHOTIO IIperapara
B Poccuiickoit ®epepaininm, Ha TeKapCTBEHHBIN IIpenapaT
IIpy ee epeperucTpaummn

47. IlpenenbHast OTIIYCKHAS IleHa Ha JIeKapCTBEHHBIN IIpernapaT MHOCTPAHHBIX ITPOMU3BOAUTEIEN TIPU ee
repeperucTpanuy yCTaHaBIMBAETCS IJ1S1 KaKIOr0 IMTPOU3BOAUTENS B paMKaX PErMCTPalMIOHHOTO
yIOCTOBEPEHMS JIEKAPCTBEHHOTO IperapaTa B COOTBETCTBUY C TPeOOBAHUSIMM ITYHKTOB 24 u 25 IIpaBui u
He MOXXeT IIPEeBbIIaTh MUMHUMAJIbHYIO II€HY, PACCUMTAHHYIO B COOTBETCTBUM C HACTOSIIE METOIMKOIA.

48. Tlepepeructpanus npeaeabHOi OTIYCKHON 1leHbl MHOCTPAHHbIX TPOU3BOAUTEIEN Ha JIeKapCTBEHHbIM
rpenapar OCyIleCTBJISIETCSI HA OCHOBAaHUM:

a) CBeJleHU, IpeayCMOTPEHHbBIX NpuaoxkeHneM N 4 K HaCTOsIIeil MeTOAUKe;

6) o60cHOBaHMS pacueTa MpeenbHOl OTITYCKHO 11eHbl Ha JIeKapCTBEHHbII ITpenapaT MHOCTPaHHbIX
MIPOU3BOJNUTENIe, B TOM UMCJIe OCYLIEeCTBJISIOUIMX IEPBUYHYIO U (M) BTOPUYHYIO YIIAKOBKY
JIeKapCTBEeHHOrO Ipernapara B Poccuiickoi @enepanyy, rpencTapisieMOil Ha IlepeperucTpaLuio, CormacHo
npunoxenuoo N 12.

49. Tlepepeructpauys npeneabHO’ OTIIYCKHO [JeHbl MHOCTPAHHbIX IIPOU3BOAUTEIeH, OCYLLEeCTBIISIOUX
TMePBUYHYIO U (MJIM) BTOPUUYHYIO VITAKOBKY JIEKapCTBEHHOTO mpernapara B Poccuiickoi @enepanyin, Ha
JIeKapCTBEHHBII Iperapar OCyLeCTB/seTCs Ha OCHOBAaHUN:

a) CBeJleHU, MpeayCMOTPEeHHbBIX puaokeHreM N 1 K HaCTOs1Ieil MeTOAUKE;
6) 060CHOBaHMS pacueTa, MpeaycMOTPEeHHOro npuaokenueM N 12 K HaCTOSIIIEel MeTOAMKE.

50. IIpenenbHast OTITYCKHAS 1leHa MHOCTPAHHbIX POU3BOANUTENEN, B TOM UMCJIe OCYIeCTBIISIONMX
IIePBUYHYIO U (MIM) BTOPUUYHYIO YIIaKOBKY JIeKapCTBEHHOTIO pernapara B Poccuiickoi ®enepaunmu, Ha
JIeKapCTBEHHbIN Mpernapar Mpy ee MepeperucTpauu MOAJIEKUT YBeTMYEHUIO TIPU COOJTI0IeHUN
CeayrIIUX YCIOBUIA:

a) ecJIM POCT Kypca HallMOHAJIbHOV BaIIOThI TOCYAAPCTBA - IPOMU3BOAUTEIS IeKapCTBEHHOrO Mpernapara K
pyO6IIIO CO THS TOCYIapCTBEHHONM perucTpanum (IociegHel epeperucTpanym) npeaebHOi OTITYCKHOM
LIeHbI TPOM3BOAMUTEJISI Ha JIeKapCTBEHHbIN IpernapaT Mo OTHOIIEHNIO K KypCy HallMOHA/IbHO BalOThI 10
JaThl TTOaYM JOKYMEHTOB Ha €e OUepegHYI0 IepeperucTpaliio mpeBbiiiaeT MPOrHO3UPYyeMblii yPOBEHD
MHQISLMM TeKYIIEro rojia, yCTaHOBJIeHHbIN (GeagepaabHbIM 3aKOHOM 0 ¢ efiepaibHOM OIO/IKeTe Ha
COOTBETCTBYIONI I GMHAHCOBBIN I'OJT U TIJIAHOBbIN TIEPUOI;

0) ecu cpegHeB3BelnIeHHas (akTuUeckas IleHa BBO3a JIeKapCTBEHHOTO IMpernapata (IJ1s IeKapCTBeHHOTO
rperapara MHOCTPAHHOTO ITPOM3BOIUTEISI, OCYIIECTB/ISIONIEr0 TEPBUYUHYIO U (MJT1) BTOPUYHYIO YITAaKOBKY
B Poccuiickoit @emepaniyiv, MpyMeEHSIETCSI CpeIHEB3BeNlIeHHAs IIeHa OTITYCKa) 32 OTYETHBIN mepuo 6buia
HIKe 3aperucTpUpOBaHHOI Ha 3TOT IEePUO, LieHbI He 60jiee ueM Ha IMTPOTHO3MPYeMblii YPOBEHb MHQIISINHA,



YCTaHOBJIEHHBIN Ha TeKYIIMii rol demepaabHbIM 3aKOHOM O ¢efepabHOM O10/IKeTe Ha COOTBETCTBYIOIINA
(bMHaHCOBBIN I'OJ, U TIJIAHOBBIN TEPUO]T;

B) eC/IM IIpeJiesibHas OTITYCKHAS [leHa MHOCTPAHHOIO IPOM3BOAUTEIS Ha JIeKapCTBEeHHBII IIperapar Inpu ee
repeperucTpanuy He IIpeBblliaeT MUHUMAa/IbHYIO OTITYCKHYIO L1eHy MHOCTPAHHOT'O IIPOM3BOAUTE IS Ha
JIeKapCTBEHHBII IIperapaT B MHOCTPAHHbIX TOCYAapCTBaX, YKa3aHHLIX B IIpmiIokeHuu N 2 K HacTos1Iein
MeTOAMKe, OlpeieJIeHHYI0 B COOTBETCTBUM € pasfesoM VII HacTos1el MeTOOMKM Ha OCHOBAaHUY pacuera,
IpeyCMOTpPeHHOro npunoxkenueM N 3 K HaCTos1Iel MeTOAMKe, C y4eTOM PacXxoL0B, CBSI3aHHBIX C
TaMO>XeHHbIM 0()OpMJIEHUEM.

51. IIpepnaraemasi K mepepeructTpanym npefeibHast OTITYCKHAs IleHa Ha BOCIIPOM3BeeHHbI
JIeKapCTBEHHBIN IIperapar He MOXKeT IIPEeBbIIATh OTITYCKHYIO LIeHY, PACCUMTAHHYIO B COOTBETCTBUMA C
HACTOSIIIE METOAMKOI C yueToM TpeboBaHmit myHkTa 31 [IpaBwi.

52. BenimunHa yBeIuMueHNs 3aperuCcTPUPOBAHHOI MTpeie/IbHOM OTITYCKHOI 1IeHbl MHOCTPAHHOTO
MIPOM3BOANUTEISI HA JIEKAPCTBEHHBII TIpernapar npu ee nepepeructpanum (Yu) (IpoLeHTOB) C OKPYTJIEHMEM
IO COTBIX ompeAensieTcs Mo popmyrie:

1ICHA 3aper - 1IeHa CPB3B BB,
LieHa 3aper

V.=V %xH, - %100%,

rae:

VII - IpOrHO3UPYeMblIit YpoBeHb MHQIISIIMY, yCTAHOBIEHHBI Ha TEKYIIMi1 rof deaepaabHbIM 3aKOHOM O
(dbenepasbHOM OIOIKETe HA COOTBETCTBYIONINIT (DMHAHCOBBIN TOM, U MJIAHOBBIN ITepuoI (TPOLIEHTOB);

Un - ko3 PuULIMeHT 11eHOBOi IPYIIIIbI, OTIpeesisieMblif B COOTBETCTBUM CO 3HAUeHMUSIMU KO3DPUIIMEHTOB
IIEHOBOJ TPYIIIbI, IPeIyCMOTPEeHHbIMY TIpuIoskeHreM N 11 K HacTOsIe MeTOAMKeE.

LleHoBas rpymria ornpenesieTcss UCXOAs U3 3apernCTPUPOBAHHON IIpeAe/bHOM OTITYCKHOM LIeHbl Ha
JIeKapCTBEHHBIN Iperapar 3a Iepuoi, MCTEKIINUI CO THS TOCYLapCTBEHHOM perucTpanum (rnocjiesHen
repeperucTpanumn);

1leHa 3aper - 3aperucTpupoBaHHas NpeAeabHasl OTITYCKHAs IleHa Ha JieKapCTBEHHbIN ITpemnapar 3a epuo,
MICTEKIIINIA CO JHS TOCYIapCTBEHHOI peructpaunm (rmocjaeaHe mepepeructpanyn) (pyoseit);

1[eHa CPB3B BBII - CpeHeB3BelIeHHas (haKkTiUecKas lieHa BBO3a JJeKapCTBEHHOTrO IperapaTa MHOCTPAHHOTO
MIPOVU3BOANUTEISI, BBE3€HHOIO 32 OTUETHBIN Iepyo/I, pacCuMTaHHAsE B COOTBETCTBUM C pasmenoM VI
HacTosIIelil MeToauKu (pyoJieir).

53. BeinunHa yBeauuyeHNs 3aperucTpMpOBaHHON Mpeie/IbHOM OTITYCKHOM 1I@eHbl MHOCTPAaHHBIX
IIPOU3BOAUTEIIeN, OCYILeCTB/SIOINX [IePBUYHYIO U (UIX) BTOPUYHYIO YIIAaKOBKY B Poccuiickoi @enepanuiu,
Ha JIeKapCTBEHHbBI IIpernapar Ipu ee IepeperucTpaluu onpeensiercs mo hbopmyse, MpuBeIeHHO B
MTyHKTe 45 HAaCTOSIIel MeTOAVKN.

54. B ciyvae eciiv 3a OTUETHBIN ITepUO/ JeKapCcTBeHHbI MpernapaTr B paMKax OJHOTO PeruCTpaluyoHHOTO
YIOCTOBEPEHMSI BBO3WIICS Ha TeppuTopuio Poccuiickoit @emepaniny MHOCTPAaHHBIM IPOM3BOAUTEIEM
(MMIIOPTEPOM) U OTTPY>KaJICSA MHOCTPAHHBIM IIPOU3BOAUTE/IEM, OCYLLECTBIISIBIIMM IIePBUYHYIO U (MUIN)
BTOPMYHYIO YIIaKOBKY JIEKAPCTBEHHOIO Ipenapara B Poccuiickoit @enepaniviy, pacuer mpeneibHOi
OTITYCKHOJ 1[eHbI POM3BOAUTEJIS IIPU IepeperucTpaumu oCyllecTBsIeTCs C IpUMeHeHeM 0011 eit
CpeHeB3BellleHHOJ 1IeHbl BBO3a M OTITyCKa JIeKapCTBEHHOTrO ITpernapara.

O61ast cpeqHeB3BellIeHHas LieHa BBO3a U OTITyCKa JIeKapCTBEHHOTO Mpernapara IpyMMeHsIeTCsl BMeCTO
CpellHeB3BellleHHO (haKTHUeCKoii IeHbl BBO3a JIeKapCTBEHHOTO Ipernapara (1ieHa CPB3BIIP BBII) U
CpelHeB3BellleHHO (haKTUUeCKoii OTITYCKHOJ I[eHbl JIeKapCTBEHHOTO Iperapara (1ieHa CPB3BIIP OTIII) IIPU
repeperucTpanuy rpeneibHOi OTITYCKHOM LIeHbl [IPOM3BOANUTEIIS Ha JIEKAPCTBEHHBI IIperapar B CIy4asx,
MpeayCMOTPeHHBIX MyHKTOM 34 IIpaBui, /i pacyeToB B COOTBETCTBUM C TIOATTYHKTOM "6" myHKTa 50,



MMyHKTaMu 52 1 53 HaCTOsIIei MeTOIUKNA.

CBEOEHWNSA
06 o6bemMax 1 OTMYCKHbIX LeHaxX Haxoaawmxcs B obpaweHmnn
B Poccunckonm depgepaynm neKapCTBEHHbIX NpernapaTos

npounsBognTenen rocynapcTs - Y4ieHoB EBpa3nnckoro

[Tpunoxkenne N 1
K METOJMKE pacueTa
YCTaHaBJIMBAEMbIX ITIPOU3BOAUTEISIMU
JIeKapCTBEHHBIX IIpernapaToB
NpeeIbHbIX OTITYCKHBIX 1[eH
Ha JIeKapCTBEeHHbIE TIpernaparsl,

BK/IIOUYEHHBIE B [T€PEUYE€HDb )KM3HEHHO

HEOOXOAMMBIX Y BasKHEMIINX
JIeKapCTBEHHBIX ITpernapaTos,

TIpU UX TOCyIapCTBEHHO
perucTpauum u rmepeperucTpanum

SKOHOMWMNYECKOro cotosa " NHOCTPaHHbIX I'IpOI/IBBOLI,I/ITEJ'IeVI,
ocywiecTBndarWnMx nepBnyHyO 1 (nnn) BTOPUYHYIO YNMaKOBKY

NleKapCTBEHHOro npenapaTa B Poccunckonm depepauyun,
3a OTYETHbIN Nepuog <*> ¢

20

r.mo 20 _r.

(HaMMmeHoBaHMe opraHn3aLnn-3aaBuTeNs)

|. CBeneHnsa o IeKapCTBEHHOM MNpenapaTe

1. Homep permcTpanOHHOTO YIOCTOBEPEHUS

2. MemyHapoaHoe HeIaTEeHTOBAaHHOE, MJIM I'PYIIIIMPOBOYHOE, I XMMIYECKOe HAaMMEHOBaHME

3. ToproBoe HaM€eHOBaHMEe

4. JlekapcTBeHHas ¢popMa, JO3MPOBKA MM KOHIIEHTpaILysl, 00beM, aKTMBHOCTb B €IMHUIIAX Je/CTBUS

5. Ob11ee KOMUECTBO BO BTOPUYHOI (TTOTPEOUTETHCKOI) YITAaKOBKE

Il. PacyeT ueHsbl

N |KommnuecTBo CpenHeB3BelleHHas | 3apeructpupobaHHas | [IpoekT ITporHosupyen
11/11 | OTHYIeHHOTO daxTiueckas npefienbHasi Tpefie/IbHOi ypOBeHb
NIeKapCTBEHHOTO | OTITyCKHas LieHa OTITyCKHasl LieHa OTITYCKHO# 1IeHbl | MHAINN,
npemnapara JleKapCTBEHHOTO NleKapCTBEHHOTO 3a YCTaHOBJ/IeHHb
npenapara 3a TpenapaTa 3a MOTPe6UTeNbCKYIO | Ha TeKYLIMi IC
TBIC. TRIC. | noTpe6uTenbeky0 | MOTpe6UTeNbCKYIO YIIaKOBKY, TIIPOLIEHTOB <*'
YIaKOBOK | pybredt | yraropky (Ge3 yIakoBKy (6e3 HJIC), | mpepnoskeHHOI Ha
HIIC), pybieii pyosteit <*> repeperucTpauio
(6e3 HIIC), py6ueii
<HES
1 2 3 4 5 6 7




<*> OTYeTHbIN nepuon NPU rocygapCTBEHHOW perncrTpaunm npenenbHomn
OTMYCKHOW LeHbl MPOM3BOAUTENS Ha JIeKapCTBEHHbI npernapaT onpenesseTcs B
COOTBETCTBUM C MNYHKTOM 23 TlpaBua rocyfapCTBEHHOW perncrpaumm u
nepeperncrpaunn ycrtaHaB/IMBaeMbIX MPOU3BOOUTENSAMU JIeKapCTBEHHbIX MpenapaTos
rnpenesibHbIX OTMYCKHbIX LLeH Ha JIeKapCTBEHHbIe rnpenapaThl, BK/IIOYEHHbIE B NepeyeHb
XN3HEHHO HeobXoOMMbIX N BaKHEWLWUX JieKapCTBEHHbIX NpernapaToB, YTBePXXAEHHbIX
noctaHosfneHueM lpaButensctea Poccuinckon depepaumm oT 29 okTabpa 2010 r.
N 865 "O rocynapCTBeHHOM peryjampoBaHUM LEH Ha JleKapCTBEeHHble npenapaThbl,
BKJIIOYEHHble B MNepeyvyeHb XU3HEHHO HeOBXOAMMbIX N Ba)KHEWLUX NeKapCTBEHHbIX
npenapaTtos"”, OTYeTHbIN Nepuoa Npu nepeperucTpaLmn npesesibHoOn oTNyCKHON LeHbl
npou3BOANTENA Ha JIeKapCTBEHHbIM NpenapaTt onpefenseTtcsd B COOTBETCTBUM C
MYHKTOM 37 yKa3aHHbIX [pasun.

<**> 3anosHAeTCA nNpu rnepeperucTpaunm npenenbHoOW OTMYCKHOW LeHbl
npousBoanTeN Ha JiIeKapCTBEHHbIN npenapaT B CJydasx, NpenycMoTpPeHHbIX
NoANYHKTOM "r" nyHKTa 32 1 NnyHKTOM 34 lMpaBui rocyJapCTBEHHON perncrpaumn v
nepeperncTpaunn ycrtaHaB/IMBaeMbIX MPOU3BOAUTENSAMU JIeKapCTBEHHbIX MpenapaTos
npenesibHblX OTMYCKHbIX LLeH Ha JleKapCTBEHHbIE npenapaThbl, BK/IIOYEHHbIE B NepeYeHb
YXU3HEHHO HeobX0OMMbIX U Ba)kKHEWLWMX JIeKapCTBEHHbIX NpernapaToB, YTBEPXAEHHbIX
noctaHossneHueM lpaButensctea Poccuinckon depepaumm oT 29 okTabpa 2010 r.
N 865 "O rocypapCTBEHHOM peryJsinpoBaHUMN LEH Ha JiIeKapCTBEHHbIE NpenapaThl,
BKJIlOYEHHbIE B MepeyvyeHb XU3HEHHO HeOobXOoOUMbIX U BaXKHEMLWUX JIeKapCTBEHHbIX
npenapaTosB”.

MpuMmedvaHne. [LOononHUTeNnbHO B ¢dopMe TabauyHbix AaHHbIX (Excel)
npeacTaBnaoTCa faHHble 06 obbeMax peanmsaunmn eKapCTBEHHbIX NpenapaToB Mo
BCEM (PaKTUYECKUM OTMYCKHbIM LLeHaM 3a OTHYeTHbIN nepunoj Ha bymMma)kHOM HocuTene (B
2 3K3eMnasapax) u B 9N1eKTPOHHOM BUAe.

[Il. PeecTp OoTrpy30K NeKapCTBEHHOro npenapaTta 3a nepuoa
C 20__r.nno 20 .

N | Toprosoe IIpousBoauTens | HammeHoBaHue | Homep Hara KomnuectBo | ¢

I/T1 | HAUMEeHOBaHMe MOCTaBIMKa TOBAPHOM | TOBApPHOI | OTMYILLEHHOTO | 01
(JlekapCTBEeHHAs HAKJIaJHOM | HAaK/IaJHOM | TOBapa, 3a
dbopma, m03MpoBKa, YIIaKOBOK yIT
KOJINYECTBO BO 6
BTOPUYHOI H,
(MOTpe6bUTETHCKOI) )
yI1aKOBKe)

1 2 3 4 5 6 7 8
Utoro Z

CpenHeB3BelleHHas paKTHUecKast OTIYCKHAas I[eHa JIeKapCTBEHHOrO Iperapara 3a MoTpe6uTeIbCKYIO yIiak
(6e3 HIIC), py6seit

PykoBoOonTenb opraHm3aunn-3assnTens
(noanwuce) (d.n.0.) (TenedoH, agpec
3/IeEKTPOHHOWN MOYThbI)

M.IT.



NcnonHuTens

1.

(nognucek) (¢d.n.o0.) (TenedoH, agpec

3/IEKTPOHHOWN MOYThI)

[Tpunoxenne N 2

K MeTOJMKe pacyeTa
yCTaHaBIMBAEMbIX IPOU3BOAUTEISIMHU
JIeKapCTBEHHBIX IIpernaparoB
NpeJeIbHBIX OTITYCKHBIX 1[eH

Ha JIeKapCTBEeHHbIe IIperaparsl,
BK/IIOUEHHBIE B [TIepevYeHb JXM3HEHHO
HEOOXOMMBIX M BasKHEMIINUX
JIeKapCTBEHHBIX Mpernaparos,

IIPU UX TOCYAApPCTBEHHOM
perucTpauuy u nepeperucTpanum

ITEPEYEHb

MHOCTPAHHBIX TOCYIOAPCTB, B OTHOLEHWNY KOTOPBIX ITPECTABJIAETCA
MH®OPMALIMS Ob YPOBHE MMHMMAJIbHbBIX OTITYCKHBIX LIEH

Benrpus

. 'peveckas Pecrrybamka
. KoponesctBo benbrus

. KoposnescTBo Vcnanus

2
3
4
5.
6
7
8
9

KoponescTtBo HuaepnaHaos

. Pecriy6sinka ITombiia
. PymbiHMS
. CnoBaukas Pecrry6inka

. Typenkas Pecniybsinka

10. ®paniysckas Pecrrybamka

11. Yemckast Pecrry6mka

12. CTpaHa nnpou3BOAUTES

HA JIEKAPCTBEHHDBIE ITPEITAPATDI

[Ipunosxkenue N 3

K MEeTOAMKe pacyeTa
YCTaHaBJIMBAEMbIX TIPOU3BOAUTEISIMU
JIeKapCTBEHHBIX IperapaToB
rpefesibHbIX OTITYCKHBIX LIeH

Ha JIeKapCTBEHHbIe Ipenaparhl,
BKJ/IIOUEHHbIE B [lepeueHb KU3HEHHO
HEeOOXOIMMbBIX M BaXKHEMIIINX
JIeKapCTBEHHbIX perapaTos,

IIPU UX TOCYAAPCTBEHHOM
perucTpauun 1 mepeperncTpalnn



PACYHET
npenenbHOM OTNYCKHOW LeHbl NPOU3BOANTENS HA IEKAaPCTBEHHbIWM Npenapar,
npencrasssgseMon Ha rocyfapCTBEHHYI0 perncTpaumnio (nepeperncrpayuio)

(HanMeHoBaHWe opraHu3aunmn-3asaBuTens)

|. CBeneHnsa o IeKapCTBEHHOM MNpenapaTe

1. Homep perncTpanoOHHOr0 YI0CTOBEPEHUS

2. Me)K,ILYHapO,E[HOE HEIMaTEeHTOBAHHOE, MJIM I'PYIIIIMPOBOYHOE, I XMMIYECKOEe HAaMMEHOBAaHME

3. ToproBoe HaM€EeHOBaHMEe

4. JlekapcTBeHHas (opMa, JO3MPOBKA WM KOHIIEHTpAIMsI, 00beM, aKTUBHOCTb B IMHUIIAX JeVCTBUS

5. Ob11ee KOMUECTBO BO BTOPUUHOI (TTOTPEOUTETBCKOI) YITAaKOBKE

Il. PacyeT ueHbl

N |Kop | MuHumanbHas [IpoekT HeiicTByonas C6opbI 3a [TpoexT
/o | TH OTITyCKHA4 lieHa OTITYCKHO CTaBKa TaMOXeHHOe | pacueTHOM
B3/l | mpousBomuTesns Ha LeHbI TaMO>XKeHHO odbopmieHne, | OTITYCKHOI
EA3C | nekapCTBeHHBI "mocTaBKa 6e3 | MOLUUIMHBI <**> pyosieit <**> | 11eHbI
rperiapar B CTpaHe OILJIaThI TIPOU3BOONTE
MPOU3BOAUTENS U TaMOXXeHHO C yuyeTom
IPYTUX MHOCTPAHHBIX TOIIJIMHBI U TaMO>K€ HHbIX
rocynapcTBax B cOb0opoB 3a pacxooB (6e
COOTBETCTBUM C TaMOXXeHHOe HIIC), py6inei
Tabauiein 1 <*> odopmiieHue",
pyouteir <**>
HauMmeHoBaHue | LleHa, MIPOIEHTOB | py6iieit
MHOCTPAHHOTO | pyoJieii
rocygapcTaa
1 2 3 4 5 6 7 8 9

<*> YKa3blBalOTCA AaHHble M3 Tabauubl 1 HACTOALLEro NPUIOXKEHUS U3 CTPOKN
"MnHMManbHasa OTMYCKHas LeHa npou3BoaUTeNs Ha JIeKapCTBEHHbIN MnpenapaT B
CTpaHe npoum3BOOUTENS U [PYrUX WHOCTPAHHbLIX rocygapcTBax (C y4eTom
nepecyeTa), pybnen" n ctpaHa, LeHa KOTOPOW UCMONb30Basacbk A/ ee pacyeTa.

<**> He 3amnoJiHAeTCs NPOW3BOAUTENAMU FOCYyAapPCTB - YieHoB EBpa3ninckoro

3KOHOMMYECKOro COl3a W WHOCTPAHHBLIMK MPOU3BOAUTENAMU, OCYLLECTBSIOWMMN
NEePBUYHYIO 1 (UNIN) BTOPUYHYIO YNAKOBKY N1IeKapCTBEHHOro npenapaTa B Poccuiickon

depnepaunu.

Tabnnua 1. CBeageHnsa 06 ypoBHE MUHMMaIbHbIX LIEH

N | ToproBoe JlekapcTtBeHHas | KonnyecTBO B
II/T1 | HauMeHoOBaHue | dopmMma, MOTPEOUTEIbCKO
JIEKapCTBEHHOTO | J03MPOBKA UM | yIIaKOBKe

MuHuMajbHast OTITYCKHAS 1[eHa 110 rpadam
8 - 19, pybieii




Iiperapara KOHIIEHTpalus, 3a pacuer 3a OgHY |pacuer 3a
oGbeM, YVIIAKOBKY | IeKaPCTBEHHYIO | e IMHUILY
dKTUBHOCTDH B (bopMY ,ueﬁCTBVIOHLEFO
em:mmuax BelllecTBa
IeiCTBUSI

1 2 3 4 5 6 7

MuHuMasbHas (pacueT ¢ y4eTOM CpeaHel apupMeTUecKoil) pacueTHast OTIYCKHAs IieHa ITPOU3BOAUTEIIS
YIIaKOBKax JIEKapCTBEHHOTO Mperapara, pyoseit <***>

MuHuMasbHas (pacuer ¢ y4eToM CpeaHeit apudMeTnuecKoit) pacueTHast OTITyCKHAs lieHa IPOM3BOIUTE/Is
IO3MPOBKaMM <***> py6reit

MuHuMaJibHas OTITYCKHAas eHa ITPOnU3BOAUTEJIS Ha HEKapCTBeHHbII}'I perapaT B CTpaHe ITPOMU3BOINUTEIA U

Ha3BaHMe cTpaHbl C MMHMMAJIbHOM OTITYCKHOJ 1[eHO¥ Ha JieKapCTBeHHbIN mpemapat <**##>

OCOOeHHOCTH < *¥*¥**>

<*> PacyeT UEHbl NPOM3BOAUTCA MNyTeM nepecyeTa UeHbl JIeKapCTBEHHOro
npenapaTta B MHOCTpaHHOMW BasnTe B pybsnm no Kypcy, ykazaHHoMy B Tabnauue 2
HaCTOALLEro NpuIoXeHuns.

<*¥> PaccyuTblBaeTCA B CJlydae rOCYydapCTBEHHOW perucrpauymnmn
(nepepernctpaunmn) npenesibHOM OTMYCKHOM LEHbl Ha JIeKapCTBEHHbIW npenapat ¢
KOJINYECTBOM JIeKapCTBEHHbIX (DOPM B NOTPebnTeNnbCKON ynakoBke (KOn4ecTBy 03 B
yrnakoBke, 06bemy), KOTOpoe OTCYTCTBYET B pehepeHTHbIX CTPaHax.

<¥k*>  PaccynTbiBaeTCad B CJ/lydae [OCyAapCTBEHHOW perncrpauumn
(nepepernctpaunn) npenesibHOM OTANYCKHOW LEHbl Ha NIeKapCTBEHHbIN npenapaT C
[O3UPOBKON, KOTOpasa OTCYTCTBYeT B pedhepeHTHbIX CTpaHax.

<**¥¥> YKasblBaeTCA Ha3BaHMe CTpPaHbl, KOTopasa aBnsdeTca 6a3oBon And
pacyeTa MUHUMAJIbHON OTMNYCKHOW LLEHBbI.

<¥RRRk> B cnlyyae ecnu ueHbl B OTAeSIbHbIX CTPaHax onpenenstioTcs Ha OCHoBe
MEXroCcyapCTBEHHbIX COrjlalleHnh no BOMpocaM MoCTaBKM JIeKapCTBEHHOr 0O
npenapaTta, B cTpoke "OcobeHHOCTN" HacToswen Tabnnubl HEO6X0ONMO YKa3aTb
0COBEHHOCTN (OPMMPOBAHUA ITUX LEH. [pyM 3TOM HEe y4YuTbIBalOTCA LEHbl Ha
JleKapCTBEHHbIe MNpenapaTbl, NMOCTaB/sEeMble 3a CYEeT MeXAYHapoOHbIX PPUHAHCOBbLIX
opraHusaumn ((poHOoB) Mo peweHUo BceMmnpHom opraHmnsaumm 34paBoOXpPaHeHNs.

Tabnnua 2. Kypc BasoT ANS pacyeTa MUHUMaAIbHbIX
OTNYCKHbIX LLEH Ha JIeKapCTBEHHbIe NpenapaThl
3a nepuvog c r.nno r.

N n/n | Crpana | HaumeHoBaHMe BantoThl | CpegHMIt Kype BallOThI <*>

<*> PaccuynTbiBaeTCss Mo cpegHeMy KypCy HaLMOHasbHOW BantoTbl K pybnto
Poccuinckon depgepaumn, yctaHoBneHHoMy baHkom Poccum 3a 3 KaneHpapHbIX Mecsaua,
npenlecTByOLWNE Mecsly OaTbl Mofayn 3asBAEHUA B LESIsIX FocyfapCTBEHHOMN
perncTpaunun nnum nepeperucTpaumm npenenbHbiX OTMYCKHbIX LIeH Ha JIEKAPCTBEHHbIN



npenapaT (Hanpumep, nNpuv nogaye [OOKYMEHTOB B anpesie cpefHumn Kypc
paccyMTbiBAaeTCA Ha OCHOBaHMN COOTBETCTBYHIOLLMX KypcoB baHka Poccun 3a aHBapsb -
MapT).

PyKOBO,D,VITEJ'Ib OopraHmsauunn-3aaBuTensa

(noanwuce) (d.n.o.) (TenedoH, aapec
3/IEKTPOHHOM MNOYThI)
M.M.

NcnonHutens

(nognuce) (¢d.n.o0.) (TenedoH, agpec
3/IEKTPOHHON MNOYThI)

[Tpunoxenne N 4

K MeTOJMKe pacyeTa
YCTaHaBIMBAEMBbIX IPOU3BOAUTENISIMU
JIeKapCTBEHHBIX MpernapaToB
NpeJeIbHBIX OTITYCKHBIX 1IeH

Ha JIeKapCTBEeHHbIe IIperaparsl,
BK/IIOUEHHBIE B [TIepevYeHb JXM3HEHHO
HEOOXOJMMBIX U BasKHEMIINUX
JIeKapCTBEHHBIX Ipernaparos,

IIPU UX TOCYAapCTBEHHOM
perucTpauuy u nepeperucTpanun

CBEOEHWA
06 obbeMax 1 0 LeHax BBO3a JIeKapCTBEHHOro npenapaTa
WHOCTPaHHOIro NPOM3BOACTBA, Haxoasuwerocs B obpaweHun
Ha TeppuTopumn Poccnnckom degepauynmn, 3a OTYETHLIN Nepuog <*>
C r.no r.

(HaumeHoBaHMe opraHn3aLnn-3aaBnTens)

|. CBeaeHus 0 IeKapCTBEHHOM MpenapaTe

1. Homep perncTpaiMoHHOTO yI0CTOBEPEHMSI

2. ME)KJIYHapO,H,HOQ HEIaTEeHTOBAHHOE, MJIM I'PDYIIIIMPOBOYHOE, MJIN XMMMNUYECKOe HAaMMEHOBaHNE

3. ToproBoe HauMeHOBaHME

4. JlekapcTBeHHas1 GopMa, TO3MPOBKA MIM KOHIIEHTPAIMSI, 00beM, aKTUBHOCTb B IMHUIIAX AV CTBUS

5. O6I11ee KOIM4YeCcTBO BO BTOPUUHOI (ITOTPeOUTENHCKOI) YIIAKOBKE

Il. PacyeT UeHbl




N | HaumenoBanue | Homep Hara Cepusg | KonmmuectBo | Homep Hara Lle
T1/T1 | IPOU3BOOUTES | TAMOXKEHHOM | TaMOXXKeHHOM YIIaKOBOK Jerjapaiuuu | oexjaapanun |Oof,
OeKnaapanuuu | mexknapanun o

yII

HI

1 2 3 4 5 6 7 8 9
Urtoro: L L L Z o L L

Utoro: CpegHeB3BeIIEeHHAaA (baKTI/IqECKaH [I€eHa BBO3a JIEKapCTBEHHOI'O IIpelapaTa 3a HOTpe6I/ITe]'[bCKy}O yiI

PykoBoguTenb opraHm3aunmn-3asaBuTtens
(noanuce) (d.n.o.) (TenedoH, aapec
3/1eKTPOHHON MNOYThI)

M.IT.

NcnonHuTenb

(noanwuce) (p.n.o.) (TenedoH, aapec
3/IEKTPOHHOM MNOYThI)

<*> OTYeTHBII IePUOA, TP TOCYNAPCTBEHHOI perucTpauym peaebHO OTITYCKHO 1IeHbI ITPOV3BOIUTEIIST
Ha JIeKapCTBEHHbBII IIpernapar OnpeaesieTcsl B COOTBETCTBUM C MyHKTOM 23 [IpaBuii rocygapCTBeHHOM
perucTpanun u rnepeperucTpanuy yCTaHaBIMBAEMBbIX ITPOMU3BOIUTENSIMU JIeKAapCTBEHHbBIX MperapaToB
Npefe/ibHbIX OTITYCKHBIX LIeH Ha JIeKapCTBEeHHbIe IIperapaThl, BKAIOUEHHbIE B IlepeueHb )KM3HEHHO
HEeOOXOAMMBIX U BasKHEIIIINX JIeKapCTBEHHBIX ITPeIapaToB, YTBe PsKIeHHBIX TTOCTaHOBIEHEM
[TpaBuTenbcTBa Poccuiickoit ®emepanym ot 29 oktsiopst 2010 r. N 865 "O rocymapcTBeHHOM
peryJuMpoBaHuUM IIeH Ha JIeKapCTBEHHbIE ITpernapaThl, BKIIUYEHHbIe B ITIepevyeHb JKM3HEHHO HeOOX0IVIMbIX U
BaKHENIIMX JIEKAPCTBEHHBIX ITpenaparoB”.

OTueTHBIN TIEPUO IPU TIepeperucTpanum npeaeibHOM OTITYCKHOM 11eHbl TPOU3BOAUTENIS Ha
JIeKapCTBEHHBII IIperapar onpenessieTcs B COOTBETCTBUM C IIYyHKTOM 37 IIpaBui rocysapCTBEHHOM
perucTpauumn 1 nepeperncTpayuun yCTaHaBAUBaEeMbIX IIPOU3BOAUTENSIMU JIeKAPCTBEHHbIX IIPEIapaToB
Npefe/ibHbIX OTITYCKHBIX LI€H Ha JIeKapCTBEHHbIE TIperapaThl, BKAIOUYEHHbIE B IIepeueHb KM3HEHHO
HeOOXOMMBIX M BasKHEMIIIMX JIeKAPCTBEHHbIX MIPENapaToB, YTBEePKIEHHbIX ITOCTAHOBIEHEM
[TpaButenbcTBa Poccuiickoit @emepanyu ot 29 okTsi6pst 2010 r. N 865 "O rocymapcTBeHHOM
peryJupoBaHUM 1[eH Ha JieKapCTBeHHbIe MperapaThl, BKIIOUeHHbIe B IlepevyeHb XXKM3HeHHO He0OX0IMMBbIX U
BaKHENMIIMX JIeKapCTBEHHbBIX MpernapaToB”.

[Tpumeuanme. JIOMOJHUTEILHO IIPEACTABISIIOTCS B 9JIeKTPOHHOI opMe (Excel) maHHbIe 06 06beMax BBO3a
JIeKapCTBEHHBIX IIPerapaToB Mo BceM (paKkTHMUeCcKUM CJydyastM BBO3a 32 OTYETHBIN MEePUO/.

[Mpunoxenue N 5
K METOJIMKE pacyeTra
yCTaHaBIMBaeMbIX ITPOM3BOUTENISIMU



JIeKapCTBEHHBIX MpernapaToB
Ipele/IbHBIX OTITYCKHBIX 1JeH

Ha JIeKapCTBEHHbIE MTpernaparsl,
BK/IIOUEHHBIE B [IepevYeHb )XN3HEeHHO
HeOOXOJMMBIX U BasKHEeMIINUX
JIeKapCTBEHHBIX IIperaparos,

IIPU UX TOCYAapCTBEHHOM
perucTpauum u rnepeperucTpaun

CBEOEHNA
0 Ha/IN4yun 3aperncTpupoBaHHbIX NMpeaesibHbIX OTMYCKHbIX LeH
3aABJ1IIeMOro JIeKapCTBEHHOro npenapaTa

(HauMmeHOBaHMe opraHn3aLnn-3asaBuUTens)

|. CBegeHnsa o lekapCTBEHHOM MpenapaTe

1. Homep perncTpaiMoHHOTO yI0CTOBEPEHUSI

2. MexxgyHapogHOe HemaTeHTOBAHHOE, MJIM TPYIIIIMPOBOYHOE, WJIM XMMUYECKOe HaMeHOBaHMe

3. ToproBoe HaMMeHOBaHME

4. HEKapCTBeHHaH (bopma, JO3MPOBKa MJIM KOHLEHTpaL 4, O6'beM, AKTUMBHOCTDb B eJMHULIAX JEeCTBUS

5. O611iee KOIMYeCTBO BO BTOPUUHOI (ITOTPeOUTEbCKOI) YyIIaKOBKE

Il. PacyeT ueHbl

N | Bnapener, JlekapcTtBeHHas | KonnyecTBo B Howmep nipukaza u | 3aperMcTpupoBaHHA!
I/T | perucTpaimoHHoro | popma, MOTPeOUTENIbCKOI | aTa MpuKasa o MIPOV3BOANUTEISI HA JT
YIOCTOBEpeHusl, IO3MPOBKA YIIaKOBKeE rocygapctseHHoit | HIC), pybieii
MIPOU3BOAUTEND, perucTpanumn
YIaKOBIIUK, (mepeperucrtparyy) | Pacaer 3a I
BBIITYCKAIOIMIi TpesenbHOI TOTPeGUTENbCKYIO |7
KOHTPOJIb OTITYCKHOJ LieHpl | YTTAKOBKY
1 |2 3 4 5 6 y
3HaueHMe, paCCYMTAHHOE UCXOMS U3 CpeqHero apudmMeTMIeCKOro 3HaUeHMsT CTOMMOCTY OJHOM )\
JIeKapCTBEHHO (hOpMbI JIeKapCTBEHHOTO MperapaTa, MMeIOIIero 6/vpKaiiiime cMesKHbIe KOJTMYeCTBa BO
BTOPMYHOI (ITOTpebuTebcKOi) yrakoBke (6e3 HIIC), pybJieit <*>

3HaueHMe, pacCUMTAaHHOE UCXO/IS U3 cpeHero apudmMeTueCcKoro 3HaUeHUsI CTOMMOCTU OHOM eqUHUIIBI [
BellleCTBa JIEKApCTBEHHOTO MperapaTa, MMeIoIiero o/mskaiiime cMexkHbie no3uposku (6e3 HIIC), pybieit <

PacyeTHas npefieibHasl OTITYCKHAs IjeHa 3asIB/IsIeMOro JleKapCTBeHHOTO TIpernapara 3a HOTPe6GUTeIbCKYIO V)
HI[C), py6ne]‘/‘i <>}<>;<*>

PykoBoOnTenb opraHmn3aunn-3assnTens
(noanuce) (d.n.o.) (TenedoH, aapec
3/IEKTPOHHOM MNOYThI)




M..

NcnonHuTenb

(noanwuce) (p.n.o0.) (TenedoH, agpec
3/IEKTPOHHOWN MOYThI)

n"o_n non

<*> PaccunMThiBaeTCs B C/IyyasiX, yka3aHHBIX B MOAITYHKTe "a" MyHKTa 7 ¥ MOAMNYHKTe "a" myHKTa 14
MeTOAMKM pacyeTa yCTaHaBIMBAEMBbIX [IPOU3BOAUTENSIMY JIeKapCTBEHHBIX IIpeIapaToB MpeebHbIX
OTIYCKHBIX 1[€H Ha JieKapCTBeHHbIe MpernapaThl, BKIIOUeHHbIe B IlepeyeHb KM3HEHHO He00X0AMBbIX U
BaKHeMILMX JIeKapCTBEHHBIX IIperapaTos, IIpY UX FOCYyLapCTBEHHOM perucTpanuy 1 repeperucrpann,
yTBepKOeHHOI1 moctaHoBaeHueM [IpaButenbcTBa Poccuiickoit ®emepanym ot 15 centsiopst 2015 . N 979 .

<**> PaccuMTHIBAETCS B Cy4YasxX, YKa3aHHBIX B OAMYHKTe "0" IMMyHKTA 7 ¥ MOATYHKTe "0" IyHKTa 14
MeTOOVKM pacyeTa yCTaHaBIMBAEMbIX [IPOU3BOAUTESIMY JIeKapCTBEHHBIX IIpeIapaToB MpelebHbIX
OTITYCKHBIX I[eH Ha JieKapCTBeHHbIe MperapaThl, BKIIOUeHHbIe B lepevyeHb XMU3HEeHHO He0OXOAMBIX U
Ba)KHEJ X JIeKapCTBEHHBIX [IperapaToB, IIPpU UX IOCYLapCTBEHHOM perucTpauum 1 repeperucTpanum,
yTBepKAeHHOI moctaHoBaeHneM [IpaButenbcTBa Poccuiickoit ®engepanym ot 15 centsiopst 2015 . N 979 .

<HEE> YRa3bIBAeTCS pacueTHast peaeabHast OTIYCKHAS IeHa /I TO3MPOBKYM M 00IIEro KoJnuJ4ecTna B
MOTPEe6UTENbCKOI YITAKOBKE, IPeICTaB/IeHHBIX B ITYHKTax 4 1 5 pasmaesa I HaCTOSIIEro MPUIOKEHMS.

[Ipunoxeunne N 6

K MeTOJMKe pacyeTa
YCTaHaBJIMBaeMbIX ITIPOU3BOAUTEJISIMU
JIeKapCTBEHHbBIX MpernapaToB
npeaeibHbIX OTITYCKHbBIX 1I€H

Ha JleKapCTBeHHbIe MMpernaparsl,
BKJIIOUEHHbIE B II€EpEeUYEeHb XXU3HEHHO
HEOOXOAMMBIX Y BasKHEMIINX
JIeKapCTBEHHbIX Mpernaparos,

MIpU UX TOCYAapCTBEHHOIA
perucTpauum u rnepeperucTpaumn

PACHET
npenesibHOM OTMNYCKHOW LieHbl Ha BOCMPOM3BELEHHbIN,
6rnoaHanorosbin (bonogobHLIN) NeKapCTBEHHbIW nNpenapar,
npencrtaBNseMON Ha roCy4apCTBEHHYIO perncTpauunto

(HanMeHoBaHWe opraHu3aunn-3asaBuTens)

|. CBeneHnsa o IeKapCTBEHHOM MNpenapaTe

1. Homep perncTpauyiOHHOrO YOOCTOBEpeHUS

2. ME)KJIYHapO,H,HOE HEIMaTEeHTOBAHHOE, MJIM I'PYIIIIMPOBOYHOE, I XMMINUYECKOE€ HAMMEHOBAHNME

3. ToproBoe HaMMeHOBaHME

4. JlekapcTBeHHas (opma, JO3MPOBKA WM KOHIIEHTpAIMsl, 00beM, aKTUBHOCTb B IMHUIIAX JEeVCTBUS

5. Ob11ee KOMUECTBO BO BTOPUUHOI (TTOTPEOUTETBCKOI) YITaKOBKE

Il. PacyeT UeHbl



N | IIpousBoguTens | 3aperncTpMpoBaHHasI IpeaeabHas OTITYCKHAs IleHa Ha pedepeHTHbI JIeKapCTBEHH
/11 npenapat (Lped) i Ha JeKapCTBEHHBIN IIperapaT ¢ MaKCUMMAaJIbHO 3aperucTpup
npeneabHOlM OTIYCKHOM 1eHoi (LIm)

MPOM3BOIUTEND | HAMMEHOBaHMe |JIeKapCTBEHHas | KOJMYeCTBO B 3aperucT]
JekapcTBeHHOro | dopma, MOTPEeOUTENIbCKOIA | TpeeNbE
npemnapara IO3MPOBKA WM | YIIAKOBKE OTITyCKHA

KOHLIeHTpauus, HIC), pyt
o6bem, (Lped/r
aKTUBHOCTbD B
eIVHULaxX
IeiCTBUS

1 2 3 4 5 6 7

PykoBOAUTENb OpPraHn3aunmn-3ansmuTens
(nognuce) (d.n.o0.) (TenedoH, agpec
3N1E€KTPOHHOW MOYThI)

M.IT.

NcnonHuTenb

(mognucek) (d.n.0.) (TenedoH, agpec
3JIEKTPOHHOW MOYThI)

<*> [leHbl Ha JieKapcTBeHHbIe mpernapatTsl Liped u LM, a Takke Koapduimentsl nepecueta Ku, Kb 1 Kn
OIpeensIIoTCS B COOTBETCTBUHU C pasmenom VIII MeToauky pacueTa yCTaHABIMBAEMbIX ITPOU3BOAUTESIMUA
JIeKapCTBEHHBIX IPerapaToB IpeaebHbIX OTITYCKHBIX 1[€H Ha JIEKapCTBEHHbBIE ITpernapaThbl, BKIIOUYEHHbIE B
repeueHb XKM3HEHHO HeOOXOIMMBbIX U BasKHEMIIMX JIeKapCTBEHHbIX ITPerapaToB, IMPU UX TOCYAapPCTBEHHOI
perucTpaliun u rnepeperucTpalum, yrBepxaeHHoM nocranosieHuem [IpaBuTenbcTBa Poccuiickomn
®enepanyu ot 15 centsiopst 2015 r. N 979.

IMpunoxenne N 7

K MeTOJMKe pacyeTa
YCTaHaBIMBAEMbIX IPOU3BOAUTEISIMU
JIeKapCTBEHHBIX MpenapaToB
Ipele/IbHbIX OTITYCKHBIX 1IeH

Ha JIeKapCTBEHHbIE MMpernaparsl,
BKJIIOUEHHbIE B [IepevyeHb KM3HEHHO
HeOOXOJMMBIX U BasKHEeMIINUX
JIeKapCTBEHHBIX IIperaparos,

IIPU UX TOCYAapCTBEHHO
perucTpauum u rnepeperucTpaunn

PACHET
npeaenbHON OTNYCKHONM LieHbl Ha JIeKapCTBEHHbIN npenapaT
NPOV3BOANTENSA FOCYAPCTB - Y1eHOB EBpa3ninckoro
3KOHOMMWYECKOro Colo3a, NPeacTaB/iseMoi Ha nepeperucTpaumnio

(HanmeHoBaHwMe opraH|/|3au|/||/|-3a;|B|/|Ten;|)



|. CBegeHns o nekapCTBeHHOM npenaparTe

1. Homep permcTpanyioHHOr0 yI0CTOBEPEeHMsI

2. MemyHapoL[Hoe HeIlaTeHTOBaHHOe, MJIM I'PYIIIIMPOBOYHOE, MJIM XMMIMUYECKOe HaMMEeHOBaHNMe

3. ToproBoe HaMMeHOBaHE

4. HeKapCTBEHHaH d)opma, JO3MPOBKa MJIM KOHLEHTpalun4d, O6'beM, dKTMBHOCTDb B €AVMHUIIaX ,ZLEI}'ICTBVIH

5. O611iee KOIMUYeCTBO BO BTOPUUHOI (ITOTPeO6UTEbCKOI) yIIaKOBKe

Il. PacyeT UeHbl

N |IIpousBoautesns | [IpsimMbie pacxomdbl OO6I11enpon3BOICTBEHHBIE PACXO/IbI
/11
MaTepuasbl | chipbe | 3apaboTHas | 3apaboTHasI IIaTa 37IeKTPO3HEPIrus, |:
riata 00LIEITPON3BOICTBEHHOIO | TEIJIOCHAOXKeHMe, |
" BCIIOMOTaTeIbHOTO BOJIOCHAOXeHMe |
repcoHasna U TOIUIMBO
1 2 3 4 5 6 7

PykoBoounTenb opraHm3aunn-3assnTens
(mognuck) (.n.0.) (TenedoH, agpec
3/IEKTPOHHOW MOYThl)

M. 1.

NcnonHuTenb

(noanwuce) (p.n.o.) (TenedoH, aapec
3/IEKTPOHHOWN MOYThbI)

<*> OTHOCSATCS Ha O6IIEIPON3BOACTBEHHbIE U 00IeX03sI/ICTBEHHbIE PACXOIbI.

<*#> 3amnojHgeTcs OJI8 JIeKapCTBEeHHBIX IIPeIapaToB, HAXOAMBIINMXCS B 0OpallleHu Ha TePPUTOPUA
Poccuiickoit @enepain.

Tabauua 1. [taHupyeMblii 06beM BBIITYCKa JIEKAPCTBEHHOTO
Tperapara, ero yaejabHblil BeC B 00IIeM 00beMe ITPOMU3BOIMMbIX
JIeKapCTBEHHbIX IIpernapaToB, B HATypPalbHOM
Y CTOMMOCTHOM BbIpaK€HUM




N | HaumeHoBaHue Ennununa [Tnanupyemsliii | [Inanupyemsblii | YOoenbHblil Bec | YOeabHBI BeC
II/TI | IEKAPCTBEHHOTO | M3MepeHus | 06beM 006beM JIeKapCTBEHHOTO | 1eKapCTBEHHOT(

rperiapara, BBIITYCKA, B BBIITYCKa, B rperiapara B rperiapara B

I03UPOBKa U HaTypaJbHOM | CTOMMOCTHOM | 06IieM oobeMe | 061iemM o6beme

KOJIMUECTBO B BbIpakKeHUU BbIpakeHUU MMPOU3BOAMMBIX | IIPOU3BOAMUMBIX

MOTPEeOUTENTHCKOM (KOJIMYeCTBO (6e3 HIIC), JIEKapCTBEHHBIX |JIeKaPCTBEHHbIX

YIIaKOBKE, eIVIHUL], pyo6sieit rperiapaTos, B | mpemnaparos, B

MPOU3BOANUTEIb U3MepeHUs) HaTypajbHOM CTOMMOCTHOM

BbIPaKeHUMN, BbIpaKeHUU
MPOIIEHTOB (6e3 HIIC),
pybsieit
1 2 3 4 5 6 7
Tabnauua 2. KaabKyasmys 3aTpaT MaTepuaaoB
T10 IIPOU3BOICTBY OHOJ MOTPEOUTEIHCKON YITAKOBKA
(rpada 3 pasmesna Il HaCTOSIIErO MTPUIOKEHMNST)
(HaMMeHOBaHMe Mpenapara, [03MpPoOBKa U KOJUIECTBO
B ITOTPeOUTENIbCKOI YITaKOBKE)

N | Pacxonbl Enuuuna Hopma pacxona Hena CymMa 3aTparT Ha OJHY
II/TI | Ha u3MepeHus | (COrJIacHO dakTMueckoii MOTPEOUTENbCKYIO

marepyabl TEeXHUUYECKOMY 3aKkynku (6e3 ynakoBKy (6e3 H/IC),

perjaMeHTy HIC), pybneit pyb6ueii
pennpusITus) HES
1 2 3 4 5 6
Wtoro <*>:

<*> B pacueTe Ha OJTHy ITOTPEOUTETHCKYIO YIIAKOBKY.

<**> B cy4ae OTCYTCTBUS 3aKYIIKM MaTepUaIOB, HEOOXOAMMBIX AJISI IPOM3BOACTBA KOHKPETHOTO
JIEKapCTBEHHOTO Tperapara, MpeICTaBIISIIOTCS CBeIeHNS 110 aHAJIOTMYHBIM 110 CBOMM XapaKTepUCTUKAM
Marepuasaam, 3aKyrnaeMbIM JIJIs1 TPOM3BO/ICTBA MHBIX KM3HEHHO HEOOXOAVIMBIX M BayKHEMIINX
JIeKapCTBEHHBIX MPEIapaToB, IEHbl HA KOTOPbIe paHee 3aperucTPUPOBAHBI.

Tabnuua 3. Onuch JOKYMEHTaJIbHOTO TTOATBEPKAEHMS PACX00B
Ha matepuassl (rpada 3 paspgena Il HacTosIIEro MPUIOKEHMS)

N | HammeHoBaHMe | HaumeHoBaHue | Homep 1 maTa TOBapHOI HAK/IagHOM, MJIM TaMOXKXEHHOM

/11 | MaTepuasia IIOCTaBIIMKA JeKaapanumn, Uiy MHOTO BUa JOKYMEHTATbHOTO
MOATBEPKIEHM S

1 2 3 4

Tabnuia 4. KaabKy/asius 3aTpaT ChIpbs



110 ITPpON3BOACTBY 0,11H0f/i HOTpe6MTeHbCKOI>'I YIIaKOBKU

(rpada 4 pasgena Il HacTOSIIETO TPUTOXKEHMS)

(HaI/IMeHOBaHI/Ie Iperapara, 4J03MpoOBKa " KOJINYeCTBO

B ITOTPEOUTENIbCKOI YITaKOBKE)

N | CraTbu pacxonoB Enynuuna Hopma pacxona IleHa Cymma 3aTparT Ha OOHY
T1/11 | Ha ChIpbe u3MepeHus | (COryIacHO dakTMUecKoi MOTPEOUTENIbCKYIO
TEXHUYECKOMY 3aKynKku (6e3 ynakoBKy (6e3 HJIC),
perjaMeHTy HIC), pybneit pyb6neit
MIPeATIPUSTHS) <HES
1 2 3 4 5 6
AKTUBHas
(apmaneBTMUECKaS
CyOCTaHIIVS:
BcriomoraresnibHbIE
BelllecTBa:
Wtoro <*>:

<*> B pacueTe Ha OJHY ITOTPEOUTETHCKYIO YITAKOBKY.

<**> B cy4ae OTCYTCTBMSI 3aKYIIKM BCIIOMOTATe/IbHBIX BEIECTB, MICITO/Ib3yeMbIX ITPY MPOM3BOACTBE
KOHKPETHOTO JIEKapCTBEHHOTO IIpernapara, MpeiCcTaB/sIOTC S CBeIeHS 10 ITUM Ke BCITIOMOTATeIbHBIM
BellleCTBaM, 3aKyIllaeMbIM JIJisl TPOU3BO/ICTBA MHBIX KM3HEHHO HEOOXOAMMbIX M BaKHEMIINX
JIeKapCTBEHHBIX ITPerapaToB, IIeHbl HA KOTOPbIe paHee 3aperucTpUpPOBaHbI.

Ta6mmia 5. UHdopmanys 06 akTUBHO hapMalleBTUYeCKOoi
cyoctanuuu (rpada 4 pasmeina I HacTOSIIETrO MPUIOKEHMS)

N | HammeHnoBaHue YenbHbIN BecC [IpousBoauTENDb CrpaHa ITocTaBIIMK
II/T1 | aKTUBHOM aKTUBHOM aKTUBHOM IpOU3BOACTBA aKTUBHOM
dapmaneBTHueckoii | papmaiieBTHueckoii | papmaiieBTUUECKOI | aKTUBHOIA dbapmarieBTU
cyGCcTaHIMU CyOCTaHIIUM B cyoCcTaHIUMU (dbapMmalieBTMUECKOI | CyOCTaHIIUM
craTtbe "Cpipbe” 3a cyocTaHLU
OTYETHBI ITepuo,
B HaTYpPaJIbHOM
BbIPa>KEeHUM,
MIPOLIEHTOB
1 2 3 4 5 6

Tabnuia 6. Onuch JOKYMEHTAJIbHOTO TTOATBEPKAEHMS PACX00B



Ha cbIpbe (rpada 4 pasgesna Il HACTOSIIEro MPUIOXKEHMS)

N | HaumeHoBaHMe ¢dapmalleBTUUECKOI HaumenoBanue | Homep u naTa ToBapHOM HaK/IaLHOMN

IT/T1 | CyOCTaHLIMM MU BCIIOMOTaTeIbHOIO IMOCTaBIIMKa VIV TPY30BOI TaMOKEHHOM!
BelecTBa JeKknapanun

1 2 3 4

Tabnuua 7. PacmndpoBKa 3aTpar 1o craTbe "3apaboTHas raTa”
(rpada 5 pasmesna Il HacTOSIIIETO TPUTOXKEHMST)

N | CTpykTypHbBIE Omrata | CtpaxoBsie | CTpaxoBble B3HOCHI HAa 00s13aTe/IbHOE Utoro
T1/T1 | oA pas3iesieHnst Tpyda | B3HOCHI [0 | COI[Ma/IbHOE CTPaXOBaHMe OT (6e3
o 20 20 cueTy, | HeCYaCTHBIX c/iyyaeB Ha rmpousBoacTtee | HIC),
cuety, |py6seit <*> | 1 mpodeccuoHa bHbIX 3a00/IeBaHMit IO | pybJIeii
pyosieit 20 cuery, pyosieit

1 |2 3 4 5 6

3apaboTHas riaTa
pabOTHMKOB, 3aHSIThIX
HEeIoCpeACTBEHHO Ha
MIPOM3BOJICTBE
JIeKapCTBEHHOTO
mperapara

Uroro:

B pacuere Ha OZHY TOTPEOUTETHCKYIO YIIAKOBKY <**>

<*> YUYuTHIBAIOTCS CTPAXOBbIe B3HOCHI Ha 00s13aTeIbHOE COLIMAIbHOE CTPAaxOBaHMe Ha CJTyyait BpeMeHHOI
HETPYI0CIIOCOOHOCTY U B CBSI3Y C MAaTEPUMHCTBOM, 00sI3aTe/IbHOE IIEHCMOHHOEe CTpaxoBaHue, 06s13aTeIbHOe
MeIUIIMHCKOe CTpaxOBaHMe.

<**> PaccuntbiBaeTcs o hopmyse "MitoroBoe 3HaueHue (B pyossix)"/ TlnaHupyeMblii iy GakTUIecKuit
06beM BBIITyCKa MpernapaTa’ B COOTBETCTBUM C pasfesoM V METOOMKYM pacueTa YCTaHaBIMBAEMbIX
MTPOM3BOAUTESIMY JIEKAPCTBEHHBIX MPETapaToB MPeJeTbHbIX OTITYCKHBIX LI€H Ha JIeKapCTBEeHHbIe
Mpernaparsl, BKIIOUeHHbIEe B IepeueHb KM3HeHHO HeOOX0IMMbIX M BasKHEeMIINX JIeKapCTBeHHbIX
MpernaparoB, IPU UX TOCYAAPCTBEHHOM PerncTpalum 1 repeperucTpanmi, yreepkuaeHHon
roctaHoBynieHneM [IpaBuTenbcTBa Poccuiickoit @emepariviu ot 15 centsiops 2015 r. N 979 .

Ta6ymia 8. PacuingpoBKa 3aTpar 10 CTaThe
"O61enpou3BOACTBeHHbIE 3aTpaThl” (rpadsl 6 - 9 pasgena II
HACTOSIILEero MPUIOKEHU )

8.1. PacimdpoBKa 3aTpar 110 cTaThe "3apaboTHas riaTa
001IenTpOM3BOACTBEHHOIO M BCIIOMOTATEeILHOTO MepcoHasa”
(rpada 6 pasgena Il HaCTOSIIETO TPUIOXKEHMST)




N | CrpykTypHbBIE Orutata CrpaxoBble | CTpaxoBble B3HOCHI Ha 00s13aTe/IbHOE Utoro
I/1 | ToApaseneHus | TpyZa Mo | B3HOCHI IO | cOLMaTIbHOE CTPaxOBaHMe OT HeCYaCTHBIX (6e3
25 cuery, |25 cuery, ciiyyaeB U podeccoHanbHbIX 3a0omeBauuit | HIC),
pyosieit pybseit <*> | mo 25 cuery, pybseit pyoteit
1 |2 3 4 5 6
Uroro:

B pacueTe Ha OIHY TOTPEOUTENBCKYIO YITAKOBKY <**>

<*>YUuTBHIBAIOTCSI CTPAXOBble B3HOCHI Ha 00s13aTe/IbHOE COLMalbHOe CTPaxOBaHye Ha CIydali BpeMeHHOM
HeTPYyZ[,0CIIOCOOHOCTY U B CBSI3YU C MaTePUHCTBOM, 00s13aTe/IbHOE [TIeHCMOHHOe CTPaxoBaHue, 00s13aTe/IbHOe
MeAMIIVHCKOe CTPaxoBaHMe.

<**> YKkaspiBaeTcs Gopmysia, B COOTBETCTBUM C KOTOPO# PaCCUUTHIBAETCS lleHa Ha OAHY OTPEeOUTENTbCKYIO
YIIaKOBKY.

8.2. PacmindpoBKa 3aTpar 1o cTaTbe "IJIeKTPOIHeprusi, TeriocHabkeHue, BOJOCHAOKeHNe U TOTUINBO"
(rpada 7 pasgena Il HacTOsIIErO MPUIOKEHMST)

N /it | CraThs 3aTpaT [TocTaBIIMK CroumocTs yeuyr (6e3 HIIC), pybieit
1 2 3 4
1. DJIeKTPO3HepIrus
2. TemnocHabkeHMe
3. BopocHabskeHue
4. Tomnnuso
Uroro:
B pacueTe Ha O HY MOTPEOUTETHCKYIO YIIAKOBKY <*>

<*>VKasbIBaeTcs (bopmyna, B COOTBETCTBUM C KOTOpOVI PaCCUMUTBIBAECTCA LIEHA Ha OAHY HOTp€6I/ITe.TIbCKYIO

YIIaKOBKY.
8.3. PacmudpoBka 3aTpar I10 cTaTbe "AMOPTHU3AlLNUS OCHOBHBIX
CpenCTB, UCIIOb3yeMbIX 151 ipou3BoacTBa” (rpada 8 pasmena Il
HaCTOAILero MPUIOKEHNS)
N /1 | OCHOBHbIE Cpe/iCTBa Amoprusanus (6e3 HIIC), py6seii
1 2 3
Uroro:

B pacueTe Ha O HY TOTPEOUTENBCKYIO YIIAKOBKY <*>




<*>YxasbiBaetcs (popMysia, B COOTBETCTBUM C KOTOPOJ PaCCUMTHIBAETCS IIeHA HA OHY ITOTPEOUTENTbCKYIO
YIIaKOBKY.

8.4. PacimdpoBKa 3aTpar 1o craTtbe "IIpoune
001IenTponu3BOACTBEHHbIE pacxoasl’ (rpada 9 pasmena II
HaCTOSAIIEro MpUI0KEeHMS)

N /it | CTaThst pacxomoB [TocTaBIIMK yCIyrn CroumocTs yeuyr (6e3 HIC), pybueii
1 2 3 4
Hroro:
B pacuere Ha 0HY IOTPeOUTEILCKYIO YIIAKOBKY <*>

<*>VYxkasbiBaeTcs popMysia, B COOTBETCTBUM C KOTOPO# PAaCCUMTHIBAETCS LieHa Ha OHY MTOTPeOUTENbCKYI0
YIIaKOBKY.

Tab6mmia 9. PacumgpoBKa 3aTpar 110 ctaThe "O0111exo3s/iCTBeHHbIE
3aTpathl” (rpadsl 10 - 12 pasmena II HacTosIIIero MpMIOKeHMs )

9.1. PacmmdpoBKa 3aTpar 1o ctaTbe "Pa3paboTka”
(rpada 10 pasgena Il HacTOsIIETO IPUIOKEHMS)

N | CraThst pacxoqoB ITocTtaBuMK | CTOMMOCTh

I1/11 YCITyTU ycyr (6e3
HIC),
py6eii

1 2 3 4

1. |Pa3paboTKa KOHKPETHOTIO JIEKapCTBEHHOIO IIperapara, B TOM YMCJIe
COOGCTBEHHbBIE PACXO/IbI TIPEATIPUSITHUSL

2. PeI‘I/ICTpaLU/IOHHbIe npouenypbl, B TOM UMC/JI€ JOKIMHNMYECKME
ncciaenqoBaHMs JIEKapCTBEHHBIX CPEACTB U KIMHNYECKNMeE NCCIeJO0BaHM I
JIEKapCTBEHHOTIO IIperapara

3. |IIpoune pacxonbl

HToro:

B pacueTe Ha OHY ITOTPEOUTENBCKYIO YIIAKOBKY <*>

<*>VYxkasbiBaetcs popMysia, B COOTBETCTBUM C KOTOPO# PACCUMTHIBAETCS LieHa Ha OHY MTOTPeOUTENbCKYI0
VIIaKOBKY.

9.2. PaciumdpoBKa 3aTpar 110 ctaTtbe "Peanm3aims”
(rpada 11 paspena I HacTosIIETO IPUTOKEHNS)




N i/t | CraThs pacxonoB

[TocTaBIMK yCiyr

CroumocTs yciyr (6e3 HIIC), pybeit

1 2

3

4

Htoro:

B pacueTe Ha OJJHY ITOTPEOUTETBCKYIO YITAKOBKY <*>

<*>VKasbIBaeTcs (bopMyna, B COOTBETCTBUM C KOTOpOVI PaCCUMUTBIBACTCA LIEHA Ha OAHY l'IOTpe6I/ITe.TIbCKYIO

YIIaKOBKY.

9.3. PacmmdpoBKa 3aTpar I10 ctaTbe "TIpoune 0011exo3siicCTBeHHbIE
pacxonbl” (rpada 12 pasmena Il HacTosIIIero MpMUIOKEHMS)

N ni/m1 | CTaThsl pacxomoB ITocTaBIIMK yCIyTHU CroumocTs yeuyr (6e3 HIIC), pybieit
1 2 3 4
Uroro:

B pacueTe Ha O[HY ITOTPEOUTENBCKYIO YIIAKOBKY <*>

<*>VYkaspIBaeTcsi GOpMyJia, B COOTBETCTBUM C KOTOPOI1 pPACCUMTHIBAETCS IIeHA Ha OJHY MOTPEeOUTETbCKYIO

YIIaKOBKY.

[Tpu6BLTL ¥ peHTabeTbHOCTDb MPOAYKIIMY (Tpadbl 13 1 14 HACTOSIIEr0 MPWIOKEHMS) OIPEIeISIIOTCS B
COOTBETCTBUM C pa3fesoM V MeTOAUKM pacueTa YCTaHABIMBAEMBbIX IIPOU3BOAUTENSIMMU JIEKAPCTBEHHbIX
IpernaparToB IMpeJeabHbIX OTITYCKHbBIX II€H Ha JIeKapCTBeHHbIe MperapaThl, BKIIOYEeHHbIE B IIepeyeHb
SKM3HEHHO HeOOXOAMMBIX M BasKHEMIIINX JIeKapCTBEHHBIX MTPeIapaToB, TPy UX roCyaapCTBEHHOM
perucTpauumn 1 nepeperncTpaunmn, yrBepKaeHHoM nocraHosiaeHemM [Ipapurenscrsa Poccuiickoii
@enpepanyu ot 15 centsabps 2015 r. N 979.

[Tpumeuanme. Tabauiibl 9 u 10 SBASIOTCS TUTIOBBIMU, IOITYCKAETCSI BKJIIOUEHME B HUX JOMOJIHUTETbHBIX
CBeIEHU, YUUTHIBAOIMX CITOCOO OTHECEHMSI O6IEeTPON3BOICTBEHHBIX U 001€X0351/ICTBEHHBIX PACXO/IOB B
COOTBETCTBUMU C YYETHOI MONUTUKON OpTraHU3aLUN.

®OPMVIJIbI

IMpunoxenne N 8

K MeTOJMKe pacyeTa
YCTaHaBIMBAEMBbIX IPOU3BOAUTESIMU
JleKapCTBEHHBIX MpernapaToB
IpeebHbIX OTITYCKHBIX 1IeH

Ha JIeKapCTBEHHbIEe Mpernaparsl,
BK/IIOUEHHBIE B IIepevYeHb JXN3HEHHO
HeOOXOJMMBIX Y BasKHEeMIINX
JIeKapCTBEeHHBIX IIpernapaTos,

[P VX TOCYAapCTBEHHO
perucTpauum u rnepeperucrpaun

PACYETA MTOHWXXAIOIINX KO3PDOULIMEHTOB, TIPUMEHSIEMBIX ITPU PACYETE
[TPEJOEJIBHOM OTITYCKHOM LIEHBI [TPOVI3BOINTEJIS HA ITEPBBIN



BOCITPOVM3BEJIEHHBINM, BIOAHAJIOT'OBEIN (BOTIOOBHBIN)
JIEKAPCTBEHHBIN ITPEITAPAT, ITPEJICTABJISIEMO1
HA TOCYJJAPCTBEHHVYIO PETMICTPALINIO

3apeructTpupoBaHHasi [MoHmskawmuit KO3QOUIMEHT IJIs [MoHmskammuit KO3OOUIMEHT a1
rpefie/ibHast OTITyCKHAs pacueTa I[eHbl Ha IepBbIi pacyeTa I[eHbl Ha MepBbIii
IleHa 3a MOTPeOUTEIbCKYIO | BOCIIPOM3BeIeHHbIV IeKapCTBEHHBI | BOCITPOM3BEeAEHHbIN,
YIIaKOBKY pedhepeHTHOr0 npenapart (Ki) 6110aHaJIOTOBbIN (6M0TI00OHBII)
JIeKapCTBEHHOTI'0 JlekapcTBeHHbIN npemnapat (Km)
npemnapara, pyosieit (Liped)
MIPOM3BOIUTEIS MHOCTPAHHOTO | MPOM3BOAUTE/S | MHOCTPAHHOTO
rocymapcCTsB - TIPOU3BOJNTES, | TOCYIAPCTB - MIPOMU3BOIUTES,
YJICHOB MPOLIEHTOB <*> | YWIeHOB MIPOLIEHTOB <*>
EBpa3suiickoro EBpa3suniickoro
9KOHOMMYECKOTO 9KOHOMMYECKOTO
C0103a, MPOLIEHTOB C0103a,
MPOIEHTOB
1 2 3 4 5
1o 50 py6sieit 0 0 0 0
(BK/IIOUNUTEJIBHO)
ot 50 py6uteit mo 500 0 4x (Uped)0,24 - | 0 0
pyo0JIeil (BKITIOUMTETBHO) 10
ot 500 py6seit ;o 100 000 3,6 x (Lped)0,23 - |4 x (Lped)0,24 - | 0,6 x (LIped)0,34 |0,39 x
pyo0JIeil (BKITIOUMUTETBHO) 10 10 -5 (Lped)0,41 - 5
csbimre 100 000 pyb6itei 40 55 25 40

<*> VIHOCTPaHHOTO MTPOU3BOANTEISI, B TOM UMCJIE OCYIIECTBISIONIETO VIV TJITAHUPYIONIErO OCYIIeCTBIISTh
TepPBUYHYIO U (M/IM) BTOPUUHYIO YITAaKOBKY JIeKapCTBEHHOTrO IpenapaTa B Poccuiickoit demepanyn.

TP PACYETE MMPEJEJIbHOM OTITY CKHO¥ IIEHBI ITPOM3BOJINTEJIA
HA BOCIIPOV3BEJEHHBIN, BUOAHAJIOTOBbIN (BMOTIOIOBHBII)

®OPMYV/JIbI
PACYETA ITOHMXAIOIINX KOSOOPUITWEHTOB, IPUMEHSEMbBIX

[Tpunoxxkenne N 9

K MeTOJMKe pacyeTa
YCTaHABJIMBAE€MbIX ITIPOU3BOAUTEISIMU
JIeKapCTBEHHbIX ITpernapaToB
rpene/ibHbIX OTITYCKHbBIX I1€H

Ha JleKapCTBEeHHbIe MMpernaparhl,
BKJIIOUEHHbIE B IlepeueHb KM3HEHHO
HEOOXOAVMMBIX U BasKHEMIINX
JIeKapCTBEHHbBIX MTpernapaTos,

P UX TOCYAapCTBEHHOM
perucTpauum u rnepeperucTpaunn

JIEKAPCTBEHHGBI! ITPEITAPAT, ITPEJICTAB/ISIEMON
HA TOCYIOAPCTBEHHVIO PETMICTPAILIUIO




3aperucTpupoBaHHas
npenenbHas OTITYCKHAs
1leHa 3a MOTPeOUTEeTbCKYIO
YIIaKOBKY pedepeHTHOr0
JIeKapCTBEHHOI'0
npenapara, pyo6seii (Liped)

[MoHmskawmuit Ko3QbUIMeHT aJIs

pacueTa 1eHbl Ha

BOCHpOI/IBBe,ILEHHbIﬁ HEKapCTBeHHbeI

npenapat (Km)

[MoHmskawmuit KosdbUIMeHT aJist
pacueTa 1leHbl Ha
BOCIIPOM3Be/IEHHbIA,
61oaHaNoroBbIit (6MOMOL0OHbI)
JiekapCcTBeHHbIN npernapat (Km)

MIPOU3BOANTEIS MHOCTPAHHOTO | IPOU3BOAUTENSI | MHOCTPAHHOTO
roCygapcCTB - MIPOU3BOANUTENIS, | TOCYAAPCTB - TIPOU3BOAUTEIS,
4JIeHOB MPOLIEHTOB <*> | UJIeHOB MIPOIIEHTOB <*>
EBpasuiickoro EBpasuiickoro
9KOHOMMYECKOTO 3KOHOMMYECKOT0
CO103a, TIPOLIeHTOB CO103a,
MPOLIEHTOB
1 2 3 4 5
1o 50 py6seit 0 0 0 0
(BKJIIIOUUTEJILHO)
ot 50 pyb6uteit mo 500 3,6 x (Llpe)0,23 4 x (Lped)0,24 |0 0
py6s1eit (BKIIOUNTEIBHO)
ot 500 py6aeit o 100 000 3,6 x (Iped)0,23 4 x (Uped)0,24 0,6 x (Iped)0,34 |0,39 x
py6seit (BKIIOUNTEIBHO) (LIped)0,41
cBbie 100 000 py6sieii 50 65 30 45

<*> VIHOCTpaHHOTO MPOU3BOAMUTEISI, B TOM UMC/Ie OCYILECTBISIONIEero MM IVIAHMPYIONEero OCYIeCTBISITh
TePBUYHYIO U (M/IM) BTOPUYHYIO YITAKOBKY JIEKapCTBEHHOTrO Ipernapara B Poccuiickoit demepanyn.

OBOCHOBAHWE PACHETA

npenesibHOM OTNYCKHOW LEeHbl Ha IeKapCTBEHHbIN NpenapaT
npomnssoguTenen rocylapcTs - 41eHOB EBpPa3mnckoro 3KOHOMNUYeCKoro
COl03a, NpeacTaB/iseMon Ha nepeperncTpauunto

(HaMMeHoBaHMe opraHu3auUnKn-3asaBNTENS)

I. CBegeHUA 0 IeKapCTBEHHOM MNpenapaTe

[Tpunoxenne N 10

K MeTOJMKe pacyeTa
YCTaHaBJIMBAEMbIX ITPOU3BOIUTEISIMU
JIeKapCTBEHHBIX MperapaToB
rpeJie/IbHbIX OTITYCKHBIX I[eH

Ha JIeKapCTBEHHbIE ITperaparhl,
BKJIIOUEHHbIE B ITIepeueHb KM3HEHHO
HeOoOXOAMMBbIX M BasKHEMIINX
JIEKapCTBEHHBIX ITpernapaToB,

TIpU UX TOCYIapCTBEHHOI
perucTpanum u rnepeperucTpaun

1. Homep perucTpaliyOHHOIO YO 0CTOBEPEH NS




2. MemyHaponHoe HeMmaTeHTOBAHHOE, WJIM I'PYIIIMPOBOYHOE, NI XMMNYECKOe HaAMMEHOBaHNe

3. ToproBoe HauMeHOBaHMe

4. HeKapCTBeHHaH (bopMa, OO3MPOBKa MJIM KOHLIIeHTpauusd, O6’b€M, dKTMBHOCTDb B eIMHUIIaX ﬂeﬁCTBMﬂ

5. O611ee KOMMYeCTBO BO BTOPMUUHOI (TTOTPEOUTENbCKOI) YIIaKOBKe

Il. PacyeT ueHsbl

N | [IpsgMblie pacxo/ib O6IIenpon3BOICTBEHHbIE PACXOAbI <*>
II/11
MaTepuasbl CbIpbe 3JIeKTPO3HEPIUS, amMmopTuU3auus
TeIuiocHabkeHue, CpeJiCTB, UCIIO
BOJOCHAOKeHMe U JLJIST TIPOM3BOJT
TOIUIMBO

daxr. | naH. | mpouieHTOB | GakT. | IaH. | IPOLIEHTOB | akT. | raaH. | MpoleHTOoB | akKT. | IaaH.
yYBeJIMYEHUS yYBeTMYEeHUS YBeTMYEeHUS

1 2 3 4 5 6 7 8 9 10 11 12

PykoBoOnTeNb OpraHmn3aunmn-3assuTens
(nognuce) (.n.o.) (TenedoH, agpec
3NEeKTPOHHOM NOYThl)

M.IT.

NcnonHuTens

(mnoanucek) (d.n.o.) (TenedoH, agpec
3/1€KTPOHHOM MNOYThI)

<*> Haxk/iagHble pacxo/ibl 3aMIOJTHSIOTCS P IlepeperucTpauuu npeaeibHbIX OTITYCKHbIX 1IeH
MIPOU3BOAMTEJIeN Ha JIeKapCTBEHHbIe IIpernapaTsl B C/Iy4Yasx, IpegyCMOTPEHHBIX NOAYHKTaMu "a" 1 "B”
nyHkTa 32 [IpaBuil rocy1apCTBEHHOM perncTpalyumn U rnepeperucTpauum yCTaHaBAUBaeMbIX
TIPOU3BOLUTEIISIMU JIeKaPCTBEHHBIX NPernapaToB MpeaeabHbIX OTITYCKHbIX 1JeH Ha JIeKapCTBEHHbIEe
Tpernaparhl, BK/IIOUeHHbIE B TlepeueHb JKM3HEHHO HeOOXOIMMBbIX M BasKHEMIINX JIeKapCTBEHHbIX
MpernapaToB, YTBePXKIEeHHbIX ITOCcTaHOBIeHMeM [IpaBuTenbcTBa Poccuiickoit ®emepaniyin oT 29 oKTSIOpst
2010 . N 865 "O rocymapCTBeHHOM peTyJIMPOBaHMUM 1IeH Ha JJeKapCTBEeHHbIe MperapaThl, BKIOUEeHHbIE B
repeueHb KM3HEHHO HeOOXOMMBbIX M BasKHEMIITNX JIeKapCTBEHHBIX IIpernapaToB”.

<**> [IporHo3upyembIit ypoBeHb MHQIISLINY TEKYIero rofa, yCTaHOBIeHHbI dhefepaibHbIM 3aKOHOM O
dbenepasbHOM GI0/IKETE HA COOTBETCTBYIOIMIMIA (MHAHCOBBIN I'OJT U IVIAHOBBIN ITEPUOI,.

<##*> DakTUUeCKMii ypoBeHb MHOALMM MTPeIIleCTBYIONEero KaJeHJapHOoro rojia ¢ yueToM IMpOrHO3HOTO
YPOBHS MHMJISIIMM TEKYIIETo I'ola, yCTAHOBJIEHHOTO dhemepasbHbIM 3aKOHOM O deepasbHOM OI0IKeTe Ha
COOTBETCTBYIONIMIT (PMHAHCOBBIN IO, U TUIAHOBDIN ITEPUO/I, PACCUYMTHIBAETCSI B COOTBETCTBUM C ITYHKTOM 41
METOIMKM pacueTa yCTaHaBIMBAeMbIX TPOU3BOAUTEISIMY IeKaPCTBEHHbIX MTPeNapaToB MpeaeabHbIX
OTTYCKHBIX I[€H Ha JIEKAPCTBEHHbIE MPernapaThl, BKIOUYEHHbIE B TIepeYeHb KM3HEHHO HEOOXOIVMbIX U
BasKHEMIINX JIeKapCTBEHHBIX TIpernapaToB, IIPpU UX rOCyAapCTBEHHOM perucTpauum u nepepermctpainn,
yTBepXAeHHOI nocTaHoBaeHreM [IpaButenbcTBa Poccuiickoit @eneparnyu ot 15 centsiopst 2015 . N 979 .

[Tpunoxkenne N 11
K MeTOJMKe pacyeTra



yCTaHaBJIMBAaEMBbIX IPOU3BOAUTESIMU
JIeKapCTBEeHHbIX IIpernapaToB
MpeebHbIX OTITYCKHBIX 1[eH

Ha JIeKapCTBEeHHbIE IIperaparsl,
BK/IIOUEHHbIE B IIepevYeHb )XM3HEHHO
HeOOXOJMMBIX U BasKHEMIINX
JIeKapCTBEHHBIX IIpernapaTos,

P UX TOCYAapCTBEHHOM
perncTpauuy u nepepermctTpanun

3HAUYEHNUA

KO3®®UILIMEHTA LITEHOBOW TPYIIIIbI, TPUMEHSAEMOTO ITPU PACUETE
MMPEJEJIbHBIX OTITY CKHBIX LIEH ITPOM3BOOUTEJEN HA JIEKAPCTBEHHBIE
ITPEITAPATDI, IIPEANCTABJISEMbBIX HA IIEPEPETICTPALIUIO

N LleHoBas rpymmna KoadduiineHT 11eHOBOJI TPYTIIbI, TPOLI€HTOB

/1 (Wm,)

1 2 3

1. 1o 50 py6iieit (BKJIIOUUTENTBHO) 100

2. ot 50 py6seit 7o 500 py6ieii (BKIIOUUTETHHO) 90

3. ot 500 py6seit mo 1000 py6steit (BKIOUUTETHbHO) | 85

4, ot 1000 py6ieit mo 3000 py6ieii 80
(BKJIIOUMTEJIBHO)

5. ot 3000 py6ieit mo 5000 py6ieii 75
(BKIIIOUMTEJIBHO)

6. ot 5000 py6ieit ;o 10000 py6iteii 70
(BKITIOUMTEJIBHO)

7. ot 10000 py6seit mo 20000 py6ieit 60
(BRIIIOUUTENIBLHO)

8. ot 20000 py6seit o 40000 py6ieit 50
(BKIIIOUMTEBHO)

9. ot 40000 py6:eit ;o 100000 py6steit 40
(BKIIIOUNTEJIbHO)

10. | cBorime 100000 py6ieii 30

[Tpunoxenne N 12

K MeTOJMKe pacyeTa
YCTaHaBJIMBAEMbIX IIPOU3BOLUTESIMUA
JIeKapCTBEeHHbIX IIpernapaToB
MpeebHbIX OTITYCKHBIX 1IeH

Ha JIeKapCTBEeHHbIe IIperaparsl,
BKJIIOUEHHbIE B [IepeuyeHb KMU3HEHHO
HeOOXOJMMBIX U BasKHEMIINX
JIeKapCTBEHHBIX MIpernapaTos,

P UX TOCYAAapCTBEHHOM
perucTpauuy U repeperucrpanun



OBOCHOBAHUE PACHETA
npenesbHOM OTNYCKHOW LeHbl Ha IEKAaPCTBEHHbIN NpenapaT
MHOCTPaHHbIX MPONU3BOAUTENEN, B TOM YNCJIE OCYLLECTBASAIOLWMNX NEPBUYHYIO
M (M) BTOPUYHYIO YMaKOBKY JIeKapCTBEHHOr0 nNpenapaTta B Poccnimnckonm
depepaumnn, NnpeacTaBasemMon Ha NnepeperncTpauuto,

3a nepuog c

r. no

r.

(HauMmeHoBaHMe opraHn3aLnn-3asaBUTENN)

CBepneHunsa o NNeKapCTBEHHOM MpernapaTe

1. Homep permcTpaiiOHHOTO yI0CTOBEPEHMS

2. Me)K,ELYHaPOJIHOE HEIMaTeHTOBAHHOE, WM I'PYIIIIMPOBOYHOE, NIV XMMNYECKOE€ HAMMEHOBaHME

3. ToproBoe HaMeHOBaHMe

4. JlekapcTBeHHast GopMa, T03MPOBKA MJIM KOHIIEHTpAI s, 00beM, aKTUBHOCTb B €IMHUIIAX JeVCTBUS

5. Ob11ee KOMMUECTBO BO BTOPUUHOI (TTOTPEOUTENBCKOI) yTTaKOBKe

N |IIpousBogurens | HammenoBanue | Kypc HanMoHanbHOM BalIOThI FOCYIapCTBa- CpenHeB3Bt
/11 | (C yKasaHueM HalMOHA/IbHOV | TPOU3BOAUTENIS K py6ITIo (py6sieir) daxkTHnueck:
cTagum BaJIIOThI BBO3a (0TI
MpPOM3BOJCTBA) |rocymapctBa- | KYPC DK _ | Kypenipn HPOLEHTOB | nexapcTBen
nipoussomurens | FOCYAAPCTBEHHO | IepeperncTpaumm | YBeMMIeHHUs | phenapara,
perucrpaunmu <1>
(mocnegHen
perucrpaumn)
1 2 3 4 5 6 7

PykoBoguTenb opraHm3aunmn-3aaBuTens
(moanuce) (d.n.0.) (TenedoH, agpec
3/1eKTPOHHOM MNOYThl)

M.IT.

NcnonHutens

(mnoanucek) (d.n.o.) (TenedoH, agpec
3/IEKTPOHHON NOYThl)

<1> IIpu niepeperucTpalinu npeaeabHOI OTITYCKHOM 1@Hbl Ha JIEKAPCTBEHHBIN MperapaT MHOCTPAHHOTO
MPOU3BOJNTENIST YKa3bIBAETCS CpeHeB3BelleHHas (haKkTMueckasl IleHa BB0O3a (OTITyCKa) JIeKapCTBEHHOTO
mnmpenapara. [Ipu nnepepeructpaium npeaeabHON OTITYCKHOM 1IeHbI Ha JIEKaPpCTBEHHBIN ITpenapar
MHOCTPAHHOI'O TIPOU3BOAUTEJS, OCYLIECTBJISIIOILEr0 NEPBUYHYIO U (MJIM) BTOPUUYHYIO YIIAKOBKY
JleKapCTBeHHOro mpemnaparta B Poccuiickoit @enepaiinm, ykasbiBaeTcsl CpeJiHeB3BellleHHas haKTuyeckast
LleHa OTITyCKa JIeKapCTBEeHHOrOo Iperapara.

<2> PaccuMThIBaeTCS B COOTBETCTBUM C IMTyHKTaMM 52 - 54 MeTOIMKM pacueTa yCTaHABIMBaEMbIX
MIPOM3BOIUTEISIMM JIEKAPCTBEHHBIX IIPEIIapaToB IIpeae/bHbIX OTITYCKHBIX IIEH Ha JIeKapCTBEHHbIe
TpernapaThl, BKIIOUEHHbIE B ITepeueHb KM3HEHHO HeOOXOIMMBbIX M BasKHEMIINX JIeKapCTBEHHbBIX
TpernaparosB, IIPM UX FOCYAaPCTBEHHOM perucTpauum 1 nepepermcTpaiin, yrBepxxieHHOo



roctaHoByieHueM IIpaButenbcTBa Poccuiickoit @emepauyu ot 15 centsiops 2015 1. N 979 .

<3> [IpeenbHAas OTITYCKHAS LIeHA POV 3BOAMTEJISI HA JIEKAPCTBEHHbII MTpernapar, 3aperMcTpupoBaHHAs 110
COCTOSTHMIO Ha ATy NoJlauM 3asiBIeHMsI O IepeperucTpanuu npeeabHoi OTITyCKHO 11eHbI.

<4> 3asBJieHHas K [lepeperucTpauunm rnpeneabHast OTIIyCKHas LieHa IIPOMU3BOAUTEIS Ha JIeKapCTBEHHBI
rnperapar.”.



