MMPABUTEJLCTBO POCCHUICKOI ®EIEPAINMA
ITOCTAHOBJIEHWE

oT 8 okTs0ps 2018 1. No 1207

MOCKBA

O BHeceHHH H3MEHEHUIl B MOCTAHOBJICHUS
IIpaBuTeancTBa Poccuiickoii ®egepannu
oT 29 okTsi0ps 2010 r. Ne 865 u ot 15 cenTsiops 2015 r. Ne 979

[IpaBurensctBo Poccuiickoi Peiepallii 1 0 CTAHOBJA A E T :

1. YTBepauTh  mpwiaraeMble  U3MEHEHHUS,  KOTOpble  BHOCSTCS
B rnoctaHoBieHue IIpaButensctBa Poccuiickoit ®enepauuu ot 29 okTaOps
2010 . No 865 "O rocynapCTBEHHOM peryjupOBaHUU LIEH Ha JieKapCTBEHHBIE
npenapatsl, BKIIOYEHHbIE B MepeYeHb )XU3HEHHO HEOOXOIUMBIX U BKHEHIITHX
nekapcTtBeHHbIX IpenapatoB” (CobpaHue 3akoHoaarenbcTBa Poccuiickoit
®deneparuu, 2010, Ne 45, ct. 5851; 2011, Ne 50, ct. 7390; 2012, Ne 37, c1. 5002;
2015, Ne37, ct.5153; Ne38, cr.5302) u mocraHoBienue IIpaBuTenbcTBa
Poccuiickoit ®epepatt ot 15 centsiOps 2015r. Ne 979 "O BHeceHuM
u3MeHeHnid B 1noctaHoBieHue IIpaButensctBa Poccuiickoii @enepanun
or 29 oktsa6ps 2010r. Ne 865 u 00 yTBepKIOeHHMM METOAWKH pacyeTa
YCTaHaBIMBAaEMBbIX [IPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX MPENapaToB MPeesIbHBIX
OTIYCKHBIX  II€H Ha  JIeKapCTBEHHBblE  TMpemnapaThl,  BKJIIOYEHHBIE
B TIEpeUeHb JKU3HEHHO HEOOXOIUMMBIX U BaXXHEHIIMX JieKapCTBEHHBIX
NpenaparoB, NpU KX T[OCYJAapPCTBEHHOW perucrpanuy 4 nepeperucrpauuun’
(Cobpanue 3akoHoparensctBa Poccuiickoit ®enepanuu, 2015, Ne 38, ct. 5302).

2. Hacrosimee mnocTaHOBIEHHME BCTyNmaeT B CWIYy C€O JHS €ro
OQHUITHATHHOTO OMYOJIUKOBAHUS.

IIpencenarens 1lpaButery

Poccuiickoit @enepay J.Mengsenes
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YTBEPXJIEHDBI

nocranosyieHueM [IpaBurenbcTBa
Poccuiickoit ®enepanvu
oT 8 okTsi0ps 2018 r. Ne 1207

N3IMEHEHMUAA,

KOTOpble BHOCATCS B octanoBJienns IpaBurenscrea Poceniickoii
®enepaunu ot 29 oxktsabpst 2010 r. Ne 865 n o1 15 cenTsadpa 2015 r. Ne 979

1.B  nocranoBnenuu IlpaButensctBa  Poccmiickoit ~ ®enepauuu
oT 29 okts6ps 2010 r. Ne 865 "O rocymapcTBEHHOM pEryJMpOBaHUM LIEH Ha
JIEKapCTBEHHBIE Mpenaparthl, BKIIIOUYEHHBIE B IepedeHb )KU3HEHHO HEOOXOUMBIX
¥ BaKHEHIIINX JIEeKapCTBEHHBIX IpenaparoB’:

a) MyHKT 5 U3JI0KHUTH B CIEAYIOIIEeH peaaKIuu:

"5. MunucrepctBy  3apaBooxpaHeHust  Poccmiickoit  ®Denepanuu
u DenepanpHOil aHTUMOHONMONBHOW ciy)X0e [aBaTh IpW HEOOXOXWMOCTHU
pPa3bpsACHEHUS MO [PUMEHEHUIO IMpPaBWI, YTBEPXKIEHHBIX HACTOSLIUM
IIOCTaHOBJIEHHEM.";

0) [IpaBuna rocyJapCTBEHHOM perucTpaldd U IepeperucTpaluu
YCTaHABJIMBAEMBIX IIPOU3BOJUTEINAMH JIEKAPCTBEHHBIX IIPENapaToB NpeebHBIX
OTIyCKHBIX ILI€H Ha JIEKapCTBEHHBIE IIpeIapaThl, BKIIIOYEHHBIE B IEPEYEHb
KHU3HEHHO HEOOXOOMMBIX W BaXHEWIINWX JIEKAPCTBEHHBIX IIpernaparos,
YTBEPKACHHBIE YKa3aHHBIM IIOCTAHOBIEHHEM, M3JI0KUTh B CJeAyroIlen
peaKkuyn:
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"VTBEPXJEHBI

noctaHoBneHreM [IpaBurenncTBa
Poccuiickoit ®enepaunu
oT 29 oxts6pst 2010 1. Ne 865
(B peakuuy MOCTaHOBIICHHUS
IIpaBurensctBa Poccuiickoit @enepanuu
oT 8 okTsa0ps 2018 1. Ne 1207)

IIPABHUJOA

rocyuachBeﬂﬂoii PEruCcTpanii | NEPEPErucTpalii YCTAaHABJIHBACMbIX
IPOU3BOAUTE/HMH JIEKADCTBEHHLIX HPeNapaToB IpEeAC/IbHBIX OTITYCKHBIX
HEeH HA JICKAPCTBCHHbLIC Npenaparbl, BRJIANYECHHLIC B NEPCICHDb KU3HCHHO
He00X0AHMbIX H BajkHeHIuX JEKAPCTBEHHBIX IIpenapaToB

1. Hacrosimue IlpaBuiia ycTaHaBIMBAaIOT NOPSOOK OCYUECTBICHUS
FOCYyJJapCTBEHHOM perucTpallid M IEepeperucTpald  yCTaHaBIMBaEMBIX
MPOU3BOAUTENSIMHU JIEKAPCTBEHHBIX IMPENapaToB IIPEAEIbHBIX OTIYCKHBIX IIEH
Ha JIeKapCTBEHHBIE IIpenaparbl, BKJIIOYEHHBIE B II€PEYEHb JKU3HEHHO
HEOOXOMMMBIX M BaXHEWINIMX JIEKapCTBEHHBIX MpEerapaToB, €XerogHo
yrBepxkaaembeii  [IpaButensctBom  Poccuiickoit ~ ®enepauuu (manee -
JieKapCTBEHHBIE NIpenaparsl).

2.T'ocynapcTBeHHass perucTpalys M IepeperucTpanusi IpeAeabHbIX
OTIYCKHBIX II€H MPOM3BOAUTENIEH  JIEKapCTBEHHBIX  IIpenapaToB  Ha
JIeKapCTBEHHBIE IPenapaThl OCYLIECTBISIOTCS B pyOIIIX.

3. MuHHCTEPCTBO 3PaBOOXpAHEHUs Poccuiickoi ®enepanuu
OCYIIECTBISIET PErUCTPALMIO NPEACIBbHON OTHYCKHON HEHBlI NPOU3BOJUTENS Ha
JEKapCTBEHHBIH IIpenapar, €€ [EpeperucTpalvio, BHECEHHUE YKa3aHHOM
3apeTUCTPUPOBAHHON (TIEpEPErUCTPUPOBAHHOMN) NPENENBHON OTIYCKHOHN LICHBI
B FOCYJApCTBEHHBIM peecTp MPEIENbHbIX OTIIYCKHBIX LEH IPOU3BOJAUTENCH Ha
JeKapCTBEHHBIE NIpenapaThl, BKJIIOUEHHBIE B [IEpe4eHb KU3HEHHO HEOOXOAUMBIX
¥ BOXHEHIITHX JIeKapCTBEHHBIX IIpenapaToB (fajiee - ToCyJapCTBEHHBIH peecTp),
BEIAAYy JEpXKaATENI0 WIM BiIaJenblly pErUCTPaAlMOHHOTO YJIOCTOBEPEHUS
JIeKapCTBEHHOTO Mpemnaparta (YIIOTHOMOYEHHOMY UM JIMILY) BBIITMCKH U3 MpHUKa3a
MunuctepceTBa 3apaBooxpaneHus Poccuiickoil denepanuu 0 rocy1apCTBeHHOM
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perucTpanuu (mepeperucTpalumn) penenbHOH OTITyCKHOU LIeHEI
IIPOM3BOIUTEINS Ha JIEKAPCTBEHHBIN IIpernapar.
4. ®enepanpHast AHTUMOHOIIOTbHAS ciryx6a OCYIIECTBIISIET

SKOHOMHUYECKHHM aHalIu3 IpeleSbHON OTIYCKHOM LEHBI NPOU3BOOUTENS Ha
JIEKapCTBEHHBIA  MpemapaT NpH €€  [OCyJapCTBEHHOM  perucTpanuu
(mepeperucTparliv).

5. [lng rocynapCTBEHHON perucrpanuu (mepeperucTpalun) MpeaenbHoH
OTIYCKHOM  HEHbl  IpPOM3BOAMTENS  Ha  JIEKAPCTBEHHBIM  Ipemapar
B MuHUCTEpCTBO 3paBooxpaHeHus Poccuiickoil Denepanum gepxaTeneM WUIn
BIIJIeJIbIEM PETHCTPAIMOHHOIO YIOCTOBEPEHHUS IEeKapCTBEHHOIO IMpernapara
(YIIOJTHOMOYEHHBIM WM JIAIIOM) HPEICTaBIAIOTCS CIEAYIOINe JOKYMEHTHI
(B 2 ’x3emIuIApax Ha OyMa)XHOM HOCHTEJE U B JIEKTPOHHOM BUJE):

a) 3asBIE€HUE O TOCYJAapCTBEHHOW perucTpalliyl yCTaHaBIMBaEMBIX
IIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IpPENapaToB IIpeleNbHbIX OTIYCKHBIX I[€H
Ha JIeKapCTBEHHblE IIpelnaparthl, BKIIOUYEGHHBIE B TMEPEeYeHb KHU3HEHHO
HEeOOXOTUMBIX U BaXHEHIINX JIEKaPCTBEHHBIX MpernapaToB, Mo ¢GopMe COINIACHO
npuioxeHuto Ne 1 (manee - 3asBIeHHE O TOCYNapCTBEHHON pEerucTpalui) Wi
3asBJICHUE O IIepeperucTpaliyi  yCTAHABIMBAEMBIX  IPOU3BOAUTEIISIMHU
JeKapCTBEHHBIX IIPEIapaToB IpeAeSbHBIX OTITYCKHBIX IIeH Ha JeKapCTBEHHBIE
IpenapaTsl, BKIIOYCHHBIE B IIEPEUYEHb KM3HEHHO HEOOXOIUMMBIX M BaKHEHIINX
JeKapCTBEHHBIX IIpenaparoB, no ¢opme corimacHo npuitokeruro Ne 2 (manee -
3asIBJIEHUE O [IEPEPETrUCTPaIin );

0) cBeleHUs O JIMLIEH3UX Ha MIPOU3BOACTBO JEKAPCTBEHHBIX CPEACTB;

B) CBEICHUS O PErUCTPAIlMOHHOM VJOCTOBEPEHUH JIEKapCTBEHHOIrO
npernapara;

I') IOKyMEHTBI, IpelICcTaBiIsieMble C Y4eTOM TpeOOBaHMIA METOIUKU
pacdeTa yCTaHABIMBAEMBIX IIPOM3BOIAUTENSIMH JIEKaPCTBEHHBIX IIpenapaToB
IpenenbHbIX OTIYCKHBIX LI€H Ha JIeKapCTBEHHBIE IpelrapaThl, BKIIOYEHHELIE B
NepeveHb KU3HEHHO HEOOXOIMMBIX M BaXKHEUIIINX JIEKaPCTBEHHBIX MMPeTapaTos,
IIpU HX TOCYJAapCTBEHHOI PpEruCTpaliid U MEPEeperucTpaiuy, yTBEPKIEHHOM
noctanosineHueM IIpaButenscTBa Poccuiickolt ®Pepepanuu oT 15 ceHTIOps
2015 1. Ne979 "O BHeceHUM W3MEHEHWM B IOCTaHOBIeHWe [IpaBHTeNbCTBa
Poccuniickoli ®Denepanuu ot 29 oktsabpg 2010 r. Ne 865 u o6 yTBepkaeHUH
METOAUKHA pacyeTa YyCTAaHABIMBAEMBIX IPOU3BOAUTEISAMH JIEKapCTBEHHBIX
MpenapaTtoB IpPeNeNbHBIX OTIYCKHBIX II€H Ha JIeKapCTBEHHBIE IIpernaparel,
BKJIFOYEHHBIE B IIEPEYEHb JKU3HEHHO HEOOXOIMMBIX M  BaXHEWIIMX
JEKapCTBEHHBIX IMpEenapaTroB, IPH HX TOCYZAapCTBEHHON  perucrpanun
U nepepeructpauu’ (nanee - MeTOJIMKA), BKIIFOYAIOIIHE B ce0s:
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cBefeHns o0 o0beMax M IleHax OTIycKa HaxOJIIEerocs B oOpallleHUH
Ha Teppuropuu Poccuiickoii ®enepanuy JE€KapCTBEHHOTO IIpenapara
IPOU3BOJUTENEH rOCyAapCcTB - YIeHOB EBpasHiiCKOrO 3KOHOMMYECKOTO COHO3a
Y MHOCTPaHHBIX MPOU3BOJUTENECH, OCYIECTBISIIOIIMNX B TOM YHUCIE IIEPBUYHYIO
U (WIK) BTOPUYHYIO YIAKOBKY JIEKapCTBEHHOro Ipenapara B Poccuiickon

Qenepanuy;

pacueT IpeenbHON OTIYCKHOMN LieHB! MPOU3BOAUTEINS Ha JIEKapCTBEHHBIN
mpemnapar, IpeNCTaBIsIeMON Ha  TOCY/JapCTBEHHYO PETUCTPALAIO
(mepeperucTpanyio);

cBeneHnss o0 oObeMax W IleHax BBO3a JIEKAapCTBEHHOIO IIperapara
HHOCTPAaHHOT'O INPOM3BOACTBA, HAXONALIErocs B OOpalllcHUM Ha TEPPUTOPHUH
Poccuiickoit Oenepanny;

CBEJICHHS O HaJIW4YUU 3apEeTUCTPUPOBAHHBIX MPEAEIbHBIX OTIIYCKHBIX IIEH
3as1BJISIEMOT0 JIEKapCTBEHHOIO IIperapara;

pacyeT IpefdelbHONM  OTIYyCKHOM I€Hbl Ha  BOCIPOHU3BEIECHHEIH,
OnoaHamoroBeIil (6MOMOMOOHBIN) JeKapCTBEHHBIN Npenapar, MNpelCTaBiIIeMOn
Ha rOCyJAapCTBEHHYIO PETUCTPALIMIO;

pacyeT IpeAenbHON OTIIYCKHOM IeHBl Ha JIEKapCTBEHHBIN IIpenapar
IIPOM3BOJUTENEH TOCYNapCTB - 4IeHOB EBpasHilcKOro 3KOHOMHUYECKOTO COI03a,
NPeACTaBIIEMON Ha rOCYJapCTBEHHYIO perHCTpaIimo;

000CHOBaHHE pacyeTa MpeAeIbHON OTIIyCKHOM LIEHBI Ha JICKAPCTBEHHBIN
mpernapar — NPOM3BOJUTENEed  rocymapcTB -  WieHOB  EBpasuiickoro
3KOHOMMYECKOT'0 COI03a, IIPEeACTABISIEMON Ha IEPEPErUCTPALIUIO;

060cHOBaHHNE pacyera NpeaelbHOM OTIYCKHOH LIeHBI Ha JIEKapCTBEHHEIN
npenapaT WHOCTPAHHBIX IIPOU3BOIUTENIEH, OCYIIECTBISIOINMX B TOM YHCIIE
MEpBUYHYI0 U (WIM) BTOPHYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIperapara
B Poccuiickoit Oenepanyu, npeacTapigeMol Ha IepeperucTpaluio;

1) TOKyMEHT, IOITBEPKAAOIIUN [TOJIHOMOYHS yHIOJHOMOYEHHOIO JIALA.

6. CeneHust, coaepxaiecs B 3asiBICHHM O TOCYIapCTBEHHOHN
perucTpaly MU 3asBJIICHUM O I[IE€peperucTpalyy, IODKHBI COOTBETCTBOBATH
CBEJCHUSIM, YKa3aHHBIM B PETUCTPALlMOHHOM YIOCTOBEPEHHHU JIEKAPCTBEHHOIO
nmpernapara Ha J€Hb [101a4y TAKOIO 3asiBJICHUS.

7. lepxareynb WIM  BIQAENEl] PEerucTPaliOHHOIO  YIOCTOBEpPEHUs
JIeKapCTBEHHOToO npenapara (YIOJHOMOYEHHOE MM JIMIIO) BIpaBe IIPEeACTaBUTH
KOIHUIO JIMLIEH3WW HA [IPOU3BOACTBO JIEKADCTBEHHBIX CPEACTB M  KOIIHUIO
PETUCTPAllMOHHOIO  YIOCTOBEpPEHUS  JICKAPCTBEHHOIrO  IIpemapara IO
COOCTBEHHOW MHULIUATHUBE.
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8. B cmydae npeAcTaBieHUs ~— JepXKarelneM — WIM  BIAJENBIEM
PETUCTPALIUOHHOIO YAOCTOBEPEHHS JEKapCTBEHHOTO npenapara
(YIOTHOMOYEHHBIM UM JIMLIOM) 3asiBI€HUS O TOCYyAapCTBEHHON PETHCTPalldU [0
UCTEYEHUs] 3 JIeT CcO [OHA OpUHATHS MUHUCTEPCTBOM 31paBOOXPaHEHHUs
Poccuiickoit ®enepanuy pemeHns 00 HCKIIOYEHUM M3 TOCYAApCTBEHHOIO
peecTpa NpenelbHOM OTIYCKHOM IeHbl Ha JIEKApCTBEHHBIM IIpernapar
3asBJICHHAs NIpelieIbHasl OTIYCKHAs LIeHa IIPOU3BOAUTENS HE MOXET IIPEBLIIATE
paHee UCKIIOUEHHYIO NPeIeIbHYI0 OTIYCKHYIO IeHy IIpou3BouTes (6e3 ydera
IIPOU3BOACTBEHHON INIOMIAAKK) UCXOJS M3 CTOMMOCTH OOHOW JIEKapCTBEHHOMU
(hOpMBI COOTBETCTBYIOIIEH TO3UPOBKU JIEKAPCTBEHHOIO IIpenapara.

9. 3asiBeHHas K rocyJapCTBEHHOW PETrMCTpalliyl IIpeAeiibHas OTITyCKHAs
IleHa MPOM3BOAUTEN Ha pedepeHTHHIH JIeKapCTBEHHBIM IMpernapaT HE MOXET
IIpeBBIIaTh LIEHY, YyKa3aHHyl0 B moAmyHkTe 5.5.4 mpunoxenus Ne l
k [IpaBunam ¢opmMHpOBaHUS IiepedHell JIeKapCTBEHHBIX IpenapaToB s
MEIUITMHCKOTO MPUMEHEHUS U MHUHUMAIBHOTO aCCOPTUMEHTA JIEKapCTBEHHBIX
OpernapaTtoB, HEOOXOAWMBIX U1  OKa3aHUs  MEJUIMHCKOM  ITOMOIIH,
YTBEP)KIACHHBIM IOocTaHOBIeHWeM llpaButenscTBa Poccuiickoit ®eneparuu
or 28 aprycra 2014r. Ne 871 "OO6 yrBepxnenuu IlpaBui ¢GopmupoBaHUs
nepeyHel JIeKapCTBEHHBIX MpenaparoB Uil MEIUIMHCKOTO IIPUMEHEHHS U
MHUHUMAaJIBHOTO aCCOPTHMEHTA JIEKapCTBEHHBIX IIPENapaToB, HEOOXOANMBIX IS
OKa3aHWsI MEAULIMHCKON momomu".

10. MuHncTepcTBO 3apaBooxpanenus Poccuiickoli Menepauii B TeYEHUE
15 pabounx ngHeW co mHg oOpameHWs JAepXkarels WIM  Biajenblia
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JEKapCTBEHHOTO Ipenapara
(YIOTHOMOYEHHOr0O MM JIMIa)  OCYHIECTBIsSeT  IPOBEPKY  IMOJIHOTHI
IIPEACTABIICHHBIX B COOTBETCTBHM C IIyHKTOM 5 Hacrosummx IlpaBun
JOKYMEHTOB U HaIpaBiIsIeT OOUH 3K3eMIULIp NOKyMEHTOB B DerepanbHyro
AHTUMOHOIIOJIBHYIO CIYyX0y WIM TNpWHUMAaeT peumeHre o0 oTKaze B
rOCyAapCTBEHHON perucTpauuu (mepeperucTpanuy) MNpeaeIbHod OTIyCKHOU
LIEHB] IPOU3BOIMTEIS Ha JIEKaPCTBEHHBIN Npernapar.

11. OcHOBaHMSIMH JAJI1 OTKa3a B TOCYAapCTBEHHOM pErucTparuu
(mepeperucTpanuu) MunncTepcTBOM 3ApaBOOXpaHeHUs Poccuiickoit
Qenepauyy IpeReNbHON OTIYCKHOM IIeHbI NIPOU3BOIUTENS Ha JE€KapCTBEHHBIN
Ipenapar sIBJISIOTCS:

a) OTCYTCTBHE B JOKYMEHTaX, yKa3aHHBIX B ITyHKTe 5 HacTosmux [IpaBun,
CBEJICHUH, IIPEyCMOTPECHHBIX HACcTOAIIMMH [[paBunamMu 1 METOAUKOM;

0) mpeBBIIIEHNE 3asABIEHHOH JJI1 TOCYHAapCTBEHHOH  perucrpaiuu
IIpeebHON OTIIyCKHOM IeHBI MPOU3BOAUTENS HA JIEKapCTBEHHBIN Ipemnapar
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HaJl OTITyCKHOM IIeHO#, ompeneneHHON ¢ ydeToM TpeOoBaHMM ITyHKTOB 8 U 9
Hacrosiux [IpaBui;

B) HENIPEACTABJIICHHE  CBENEHHH,  MPEeXyCMOTPEHHBIX  ITyHKTOM 12
Hacrosux [Ipasu.

12. B cxyyae HeoOXOIUMOCTH YTOYHEHMS U (MIIM) TOIIOJHEHHS CBEACHUH,
coaepXXaluxcsi B JIOKYMEHTaX, yKa3aHHBIX B IyHKTe 5 Hacroswwx Ilpasui,
Jep KaTeNb WIHA Blajeliel] PErUCTPAiOHHOTO YAOCTOBEPEHUS JEKAPCTBEHHOIO
npenaparta (YIOJHOMOYEHHOE MM JIMIO) MPEICTaBISIOT IO  3ampocy
MunuctepcTBa 3apaBooxpaHerHus Poccuiickoil @enepan COOTBETCTBYIOIIYIO
TOKYMEHTAIBHO O(POPMIICHHYIO HH(POPMAIIHIO.

Cpok mpencTaBleHHs OTBETa Ha 3alpoc JAepKarellieM WU BilafeslbleM
PETUCTPALIMOHHOIO YIAOCTOBEPEHHUA JIeKapPCTBEHHOTO mpenapara
(YTIOJTHOMOYEHHBIM UM JIMIIOM) He MOXXET npeBbraTsh 10 paboynx nHed co aHA
nonydeHus 3anpoca MuHHcTepcTBa 3/ipaBooxpaHeHus Poccuiickoit Menepanuy.

[Ipy sTOoM OOmMH CpPOK pacCMOTPEHHs [OOKYMEHTOB, YKa3aHHBIX
B nyHKTe 5 Hacroamumx IlpaBun, MUHHCTEPCTBOM  34paBOOXpPaHEHUS
Poccuiickoit ®enepanuu He MOXET NIPEBBIIIATh CPOKH, IPeTyCMOTPEHHBIE
myHKkToM 10 1 ab3a1ieM BTOPHIM HACTOSIIETO IMYHKTA.

[Ipy HENOCTYINIEHUH OT JepiKaTels WM BlIaJeNblla PerHCTPALMOHHOTO
yIOCTOBEpPEHUsl JIEKApCTBEHHOro Ipernapara (YHOJHOMOYEHHOTO UM JUHA)
B YCTAQHOBJICHHBI CpOK 3alpoIleHHOW JOKYMEHTAIbHO OG(OPMIICHHOH
uHbopmanuu MuHHCTEpCTBO 3ApaBooxpaHeHus Pocculickoil ®eneparuun
B TedeHMe 5 paboumx JOHEH co JAHS HCTEeUeHUs OOIIero cpoka NpUHUMAET
permerre 00 OTKa3e B TOCYHapCTBEHHOM peTHCTpanuy (IepeperucTpaliyiy)
MpeeIbHON OTIYCKHOM LIEHBI MIPOM3BOAMTENS HA JEKapCTBEHHBIN Ipernapar,
0 dYeM B IHUCbMEHHOH (Qopme yBeTOMIISIET JepXKaTelli WU Biajaelbla
PETHUCTPaLIMOHHOIO YIAOCTOBEPEHUS JIEKapCTBEHHOTO Ipemnapara
(YITOTHOMOYEHHOE UM JTULIO).

13. ®denepanbHas aHTUMOHOTIIONBHAS cITy>k0a B TedeHue 15 pabouux nHeit
CO JIHS NONyYeHHUS AOKYMEHTOB, YKa3aHHBIX B IyHKTe 5 Hactogmmx [IpaBumn,
IPOBOAUT B COOTBETCTBHM C HacTtosmuMu [IpaBunamMu U MeETOAMKOH
DKOHOMHYECKHMH aHamu3 MpeAebHOM OTIYCKHOM LEHBl NPOU3BOJWTENS Ha
JeKapCTBEHHBIN IIpenapar, a TaKkxe NIpUHUMAaeT U HalpasisieT B MUHUCTEpCTBO
3npaBooxpaHeHuss Poccuiickoit @Defepanid pelleHWE O COIJIACOBAHUH
YKa3aHHOU MpelesbHON OTITYCKHOH IIeHBl WM 00 OTKa3e B €€ COrJJaCOBaHUH
(c U3MI0KEHUEM MTPUUUH 0TKAa3a).

14. B cnydae HeoOXOAMMOCTH YTOYHEHUS U (WUIH) JOTIOTHEHUS CBEASHUH,
CoJIepXKallXxCcsl B JOKYMEHTaX, yKa3aHHBIX B IIyHKTe 5 Hactosmux [IpaBui,
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Jiep’KaTeb WIK BiaAeliel PEruCTPalMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO
npernaparta  (YTIOJTHOMOYEHHOE UM  JIMLO),  IOpUIMYECKHE  JIMIA,
OCYLIECTBJISIOIIME AEATENBHOCTh NPH OOpPAICHUN JI€KapCTBEHHBIX CPEICTB,
OpraHbl UCTIOJIHUTENBHOM BJIACTU B IpeAeNiax UX KOMIETEHUIUU MPEICTaBISIOT
mo 3ampocy ®enepanbHOW aHTUMOHOIONBHOU CIYXOBl COOTBETCTBYIOIIYIO
JIOKYMEHTAJILHO O(OPMIIEHHYIO HHPOPMAITHIO.

Cpox npenctaBieHUs AepiKaTeleM WU BIAIElbLEM PErucTPaldOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOrO TMpernapara (yHONIHOMOUYEHHBIM WM JIHIIOM),
IOPUMYECKMMH JIMLIAMH, OCYIIECTBISIIOIIMMHU AESITENbHOCTh TPH OOpalieHun
JIEKapCTBEHHBIX CpEACTB, OpraHaMH HCIOJHUTENBHON BIAcTH B IIpenaeliax
UX KOMIIETEHIIMH) HE MOXET MpeBbIIaTh 25 pabounx AHEH cO IHS MONydYeHHS
3anpoca PenepanbHON aHTUMOHONIONBHON CITYXKOBI.

IIpu »TOM O0OmMI CpoK paccMOTpeHHs HOKYMEHTOB DenepalibHOM
aHTHUMOHOIIOJIFHON CIIy>k00if HEe MOXXET IpeBBINIaTh CPOK, NPEOYCMOTPEHHBIH
MyHKTOM 13 1 ab3a1ieM BTOPBIM HACTOSIIEro MMyHKTA.

Ilpy HemocTymineHWH OT AeprKaTelis WK BlaJeblla PEeruCTPalluOHHOTO
YIOCTOBEPEHUSI JIEKAPCTBEHHOIO Mpenapara (yHoJHOMOYEHHOTO MM JIMIa) B
YCTAHOBJIEHHBI  CpPOK  3alpOLIEHHOM  JOKyMeHTalbHO  odopmiieHHOH
uHbopmannu DenepanbHas aHTUMOHOIIONBHAS Ciyx0a B TeueHHE 5 pabounx
IHeH co JHA HWCTedeHus oOIuero cpoka MNPUHHUMAET pelleHne o0 oTKase
B COTJIaCOBaHUM MNPENENBHONM OTIMYCKHOM IeHbl MPOU3BOAMUTENS Ha
JIEKapCTBEHHBIA  IpemapaT M  HampaBisieT ero B MUHHCTEpCTBO
3npaBooxpanenus Poccuiickoit ®denepanuu, KOoTopoe B TedeHue S5 paboumx
JHEW cO MOHS IIONy4YeHHUs OJTOTrO pelleHUs MNPUHUMAeT pelleHHe 00 OTKa3e
B TOCYJapCTBEHHOHN PETHCTpallMM WIM NEePEPErHcTpallii yKa3aHHOW LICHBI,
O uYeM B IHUCBMEHHOH (opme yBemOMIIET JHepXKaTells WIH Bilajelbla
PETUCTPALIMIOHHOTO YAOCTOBEpPEHUS JIEKapCTBEHHOIO nmpenapara
(YTI0;THOMOYEHHOE UM JTHLIO).

Hepxatens WIM  Blajenell  pPerucTPalMOHHOIO  yJAOCTOBEPEHMS
JIeKapCTBEHHOro mpenapara (YIOJHOMOUYEHHOE MM JIMIIO) MPU PacCMOTPEHUH
3anpoca ®efepaibHON AHTUMOHONONBHOW CIy)XObl MOTYT HaIlpaBUTh B
MununctepeTBo 3apaBooxpanenus: Pocculiickoit ®enepali COOTBETCTBYIOITHE
YTOUHSIOIIUE OKYMEHTHl (B 2 sK3eMiuiipax) B TedeHwe 10 pabounx mHei
CO JIHA MoIy4YeHus 3anpoca PenepabHOW aHTUMOHOIOIBHOM CITY>KOBI.

MunucrepcTBo 3apaBooxpaneHuss Poccuiickuii Depepanlid B TedeHHe
S pabounx JHEH CO [JHA T[ONY4YEHUS COOTBETCTBYIONIUX YTOYHSIOIIUX
JOKYMEHTOB OT JepXKaTelid WIH BHaJeibla PeruCTPalMOHHOrO YAOCTOBEPEHHUS
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JIEKapCTBEHHOr0 Ipenapara (yIOJHOMOUYEHHOI'O UM JIHIla) HaIpaBisieT OAUH
3K3EMIUISIp TaKUX JOKYMEHTOB B DeepalbHyI0 aHTUMOHOMIOJBHYIO CIIyXO0y.

15. MunucrepcTso 3apaBooxpanenus Poccuiickoil denepanyl B TEYEHHE
S pabouux mHeU co aHA moydeHus perneHus PenepalibHOR aHTUMOHOIIOJIBHON
CIy’kOBI O COIJTacCOBaHUHM HpENEeNbHON OTIYCKHOM IIE€HBI NIPOW3BOAUTENS Ha
JIEKapCTBEHHBIA IpernapaT wid o0 OTKa3e B ee COINacOBaHUM IIPHHHMAeT
pellleHre O TOCYyAapCTBEHHOW perucTpaiuu (IepeperucTpalyy) MpeaelbHOH
OTITyCKHOM II€HBbl IPOM3BOTUTENS Ha JIEKapPCTBEHHEBIN IpenapaT Uiy o0 oTKaze
B IOCYyAapCTBEHHOM perucrpanvu (mepeperucTpallii) yKa3aHHOH OTILyCKHOH
IIEHBl B 3aBUCUMOCTA  OT  pemieHus, npuHsaroro  ®enepansHoi
AHTUMOHOIIOIBEHOU CITYXOOH. '

16. B ciydyae mpuHATHSA pelUIeHHs O TOCYIapCTBEHHOM perucrpaiuu
(mepeperucTpauny) INpeAeTbHONM OTIYCKHON IeHBl IPOU3BOAUTENS Ha
JeKapCcTBeHHBIA IpemapaT MMHHCTEPCTBO 3/paBooxpaHeHus Poccuiickoi
Depepallud BHOCUT COOTBETCTBYIOLIME NaHHBIE B TOCYIapCTBEHHBIN peecTp B
CpPOK, IpemycMOTpeHHBIH IyHKTOM 6 IlpaBunm BeneHHsS TrocyIapCTBEHHOIO
peecTpa 3aperuCTPUPOBAHHBIX HPENEIbHBIX OTIIyCKHBIX II€H IPOM3BOAUTEIEH
Ha JIEKapCTBEHHBIE IIpelapaThl, BKIIOYEHHbIE B IEPEYCHb IKU3HEHHO
HeOOXOMUMBIX M BaXHEHIIMX JeKapCTBEHHBIX IIPENapaToB, YTBEPIKACHHBIX
nocraHobnenueM IlpaButensctBa Poccuiickoili @epepamun oT 29 oxTg0ps
2010 . Ne 865 "O rocynapCTBEHHOM pETyJMPOBAaHUM LIEH Ha JIEKApCTBEHHBIE
IIperiapaThl, BKJIIOUEHHBIE B MepedeHb KU3HEHHO HEOOXOIMMEIX M Ba)KHEMIITUX
JEKapCTBeHHBIX  IHpenapartoB", BbIaeT  JepKaTear0 HWIM  BIAJEIbIy
PErucTpalioHHOIO yZOCTOBEPEHUS JIEKapCTBEHHOI'O npenapara
(YIIOJTHOMOHYEHHOMY MM JHMITy) BBIIMCKY M3 IpUKa3za O TIOCyAapCTBEHHOHN
perucTpanuu (nmepepeructpanum) IpeneabHOR OTITyCKHOHU LI€HBI
IIPOU3BOJUTEIS Ha JIEKaPCTBEHHBIN MpenapaT ¥ pa3MeIlaeT COOTBETCTBYIOLYIO
UHpOpMAIIMIO Ha CBOEM OQUIMAaTbHOM calite B  HHGMOPMAIMOHHO-
TEJIEKOMMYHUKAIMOHHOU ceTd "HTepHeT".

17. ®enepanbHas aHTUMOHOTOJIbHAS CIIyX0a IIpU MPOBEPKE JOKYMEHTOB
UCIONB3YET UCTOYHUKM HMHGOpMAIUH, COJAEpKallye LIEHbl Ha JIEKapCTBEHHbIE
npenapaTtsl B MHOCTPaHHBIX TOCyAapcTBaX, YKa3aHHBIX B IpHiiokeHuu Ne 2
K METOJIMKE, U COOTBETCTBYIOLIHE CICIYIOIINM TpeOOBaHUIM:

a) pasMeniaeMas wHoOpMaIust 10JDKHA OBITE OOIIeI0CTYTHOM;

0) UCTOYHMK nHGOpMaIIH (caiiT B MHGOPMallOHHO-
TeJIeKOMMYHUKAIIMOHHOM ceTy "VHTepHeT") NOJDKeH colepKaTh MH(OPMAIIHIO
o0 opranmuzanuy, OTBETCTBEHHON 3a pa3MELIEHHE CBEJACHMM O IleHaX Ha
JIeKapCTBEHHBIE IIpenapaThl;
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B) pasMmelnlaemMass MHGoOpMalus JOJDKHA IO3BOJSATH WIACHTHUQUIUPOBATH
HEOOXOAMMBIE XapaKTEPUCTUKH JIEKApCTBEHHBIX IMPENapaToB B  LEIX
CONOCTaBIIEHUs] JAaHHBIX O 3asiBIIEMOM JIEKapCTBEHHOM IIpernapare |
JEeKapCTBEHHOM IIpenapare, IleHa Ha KOTOPBIM COAEpPXXHUTCS B HalIEeHHOM
WCTOYHVKE NHGOPMALIWH,

) pasMmelnaemMass uHGOpMaIs NOKHA COJEpPXKaTh CBEJCHUS O LieHE Ha
JIEKapCTBEHHBIX IIpenapar 1 BaIIOTe, B KOTOPOX OHa IIpeCTaBlICHa;

1) ICTOYHMKOM HE MOXET SBNAThCA MHMOpMalys, cojepxaas IeHbl Ha
J€KapCTBEHHBIE IIpenapaTrhl, IIOCTaBIfeMble 32 CUYeT MEXIYHapOIHbIX
(¢buHaHCOBEIX OpraHuzali (GoHAOB) IO pelleHur0 BceMupHON opraHu3anuu
3paBOOXpaHEHUs B paMKax ryMaHHATapHOU IIOMOIIN 150 451
0J1arOTBOPUTEIHFHOCTH.

18. B cunyuae npussTHS pemeHus o0 o0TKaze B TOCYIapCTBEHHOM
pEerucTpalli¥l WIH  IEepeperucTpaliyd NOpeNelbHONM  OTIYCKHOM  II€HBI
IIPOU3BOAUTEINS HA IE€KapCTBEHHEIN NpenapaT MUHUCTEPCTBO 3ApPaBOOXPaHEHUS
Poccuiickoii ®epepaniii B CpOK, HE IMpeBhIIarommit 5 pabodymx gHEH,
YBEIOMIISIET JAepXaTellss WIM BiaJeNblla PErucTPallMOHHOTO YAOCTOBEPEHUS
JIeKapCTBEHHOIO Ipernapara (YIOJIHOMOYEHHOE UM JIMI0) B MUCEMEHHON Qopme
O MMPUHSTOM peIlIeHUH (C U3NT0XKEeHHEM IPUIHH OTKa3a).

19. OcHOBanmsiIMM 1711 OTKa3a B  corjacoBaHuu  @DemepalibHOM
AHTHMOHOIIOJIBHOM cIIyx00i roCyNapCTBEHHON perucrpanuu
(nepeperucTpaliuv) INpeNeNbHOH OTIYCKHOW IIeHBl IPOW3BOIUTENS HA
JEKapCTBeHHBIM Ipemapar, oOTKa3a B TOCYAapCTBEHHOM  perucTparyu
(nepepeructpauuu) MHUHUCTEPCTBOM  3APaBOOXPaHEHMS Poccuiickoit
Qenepannu NpenebHON OTITYCKHOM IEHBI MPOW3BOAUTENS Ha JIEKapCTBEHHBIN
IIpenapar ¢ y4eToM pelleHus, npunstoro denepalbHOM aHTUMOHOIOIBHOU
CITy>KOO0M, SBISIOTCS:

a) peACTaBlIeHUE HeTOCTOBEPHBIX CBEJCHUH;

0) mpexacraBieHne JOKYMEHTOB He B ITOJHOM 00beMe U (M) HEITOJTHOTA
CoJIepKalllUXCsl B HUX CBEJEHUM;

B) HETIPEACTaBIEHUE  CBEIAEHHM, MpPeAyCMOTPEHHBIX  ITyHKTOM 14
Hacrosuwx [Ipasum;

I') IpeBhIIIEHNE IPEJCTaBICHHON JII TOCYIapCTBEHHON pEeruCTpalliu
WIM IIepepeTHCTpally  MpedeNbHOM  OTIYCKHOM IIeHBI  IIPOM3BOIUTENS
Ha JIEKapCTBEHHBIM IIpenapaT HaJa ILEHOHW, pPacCYUTaHHOH B COOTBETCTBUH
¢ HactosmMH [IpaBuiaMu U METOIUKOH.
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20. Pemienue 00 oOTKaze B TrocyJapCTBEHHOW pETHCTpaIliu WA
NEepeperucTpal MNpeAebHOM  OTIIyCKHOM  LIEHBl [POM3BOJAUTENS  Ha
JNIeKapCTBEHHBIH NpenapaTt MOXXeT ObITh 00KanoBaHo B cyAeOHOM MOpsIIKe.

21. JIna roCyapCTBEHHON PErMCTPallMi NpPeNesIbHOM OTIYCKHOW LEHBI
NIPOU3BOIUTENS Ha JIEKAPCTBEHHBIN Ipenapar, KpoMe AOKyMEHTOB, YKa3aHHbBIX
B HNyHKTe 5 Hactosmmx [lpaBun, mnpenacraBnsiorcs U1  IPOBeAEHUA
3KOHOMHMYECKOTO0 aHaiu3a (mo BeIOOpPY Jepxkarens WIM  BJajenbla
PErUCTPaliMOHHOTO YAOCTOBEpPEHHUs JIEKapCTBEHHOT'O npenapara,
YIOJTHOMOYEHHOTO UM JIMIa) CBeJeHUs] Ha OyMa)XHOM HOCUTENE C MEPEeBOIOM
Ha pYCCKHMH s3bIK (B 2 3K3eMIUISIpax), MOATBEPKIAIOMIAE OTITyCKHBIC I[EHBI
OPOU3BOAUTENS] Ha JIEKAPCTBEHHBIM IIpernapaT B MHOCTPaHHBIX I'OCYapcTBax,
yKa3aHHBIX B IPAJIOKEHHUH Ne 2 K METOIUKE.

22. [Ins rocylapCTBEHHOM PETMCTPalMM NPENENIbHON OTIYCKHON LEHBI
IIPOM3BOAUTENSl Ha JIEKapCTBEHHBIM Ipenapar, HaxoJsliicss B oOpalleHuu
Ha Ttepputopun Poccuiickoit ®Penepauymn, KpoMe ITOKYMEHTOB, YKa3aHHBIX
B nyHkTax 5 u 21 nactoswmux [lpaBun, nans mpoBeneHHs SKOHOMHYECKOTO
aHalu3a MPEACTaBIAIOTCS CIEeAyIOlIMe NOKYMEHTBHI Ha OyMaXXHOM HOCHTEIe
B OZIHOM 2K3€MILLApE:

a) MPOU3BOIUTEISIMU rocyapcTB - YJIEHOB EBpasuiickoro
JKOHOMUUYECKOTO COI033a, a TakKe WHOCTPAHHBIMU TPOU3BOJIUTEIISIMH,
OCYLIECTBIISIOINMHI NEPBUYHYIO u (Win) BTOPUYHYIO yTIIaKOBKY

JeKapCcTBeHHOro npenapara B Poccuiickoit ®enepanum:

konus ¢opmel Ne 2-JIEK (mpom) "CeneHust o mpou3BOACTBE, OTIPYy3Ke
U LIEHaX Ha JICKapCTBEHHbIE CpEeACTBa" 3a OTYETHBIM NEPHUOI, ONpereTcHHBIH
B COOTBETCTBHH € MMyHKTOM 23 Hactosiux [IpaBun;

KOIIMU TOBApHBIX HaKJIAJHBIX HA KOHKPETHBIN JIEKApCTBEHHBIN Mperapar,
OTTPYXEHHBI 3a OTYETHBIA TMEepHOJl, OIpEICIeHHbBId B COOTBETCTBHHU
¢ myHkToM 23 Hactosmux [IpaBun (mpeacrapiieHHe BCEX TOBAPHBIX HAKIAIHBIX
HEoOXOIMMO, €CIM KOJMYECTBO OTIPY30K MO JIEKapCTBEHHOMY Ipernapary
HE TMpEeBBIAECT 25 IUTyK, @ N0 JIEKapCTBEHHBIM IpernaparaMm, M0 KOTOPBIM
KOJIMYECTBO OTIPY30K MPEBBIIAET 25 MTYK, NPEACTABISIOTCS KOMUN TOBAPHBIX
HaKJagHBIX C HauOONIBIIMM YyAEIBHOM BecOM B o0beMe peaju3alud
KOHKPETHOTO JIEKApCTBEHHOTIO IIpenapara, HO He MeHee 25 MITYK);

0) UHOCTPaHHBIMU NPOU3BOIUTESIMU - KOITUU TAMOXKEHHBIX JleKIapaluii
Ha IOCTaBKy KOHKPETHOTO JICKapCTBEHHOI'O IMpernapara 3a OTYETHBIA MepHo,
ONpEAENEHHBII B COOTBETCTBMM C NYHKTOM 23 Hactosiumx [lpaBun
(mpencTaBlieHHE  BCEX TAMOXEHHBIX JeKJlapauuid  HeoOXOAWMO, eciu
KOJIMYECTBO TaMOXXEHHBIX JIeKJapalliii I0 JIeKapCTBEHHOMY TpenapaTry He
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mpeBblllaeT 25 INTyK, a 0O JEeKapCTBEHHBIM IIpernaparaM, IO KOTOPBIM
KOJIMYECTBO TAMOYKEHHBIX NeKIapariiil IPEeBBIIAET 25 MWTYK, [IPEACTaBISIOTCS
KOITMU TaMOXXEHHBIX [eKiapaluii ¢ HaubOoNBIIUM YAENbHOM BECOM B O0BEME
peanu3ary KOHKPETHOIO JIeKapCTBEHHOT'0 Ipernapara, Ho He MeHee 25 ITYK).

23. Ilpyu rocynapCTBEHHOW pErucTpanuy IpencibHOW OTIYCKHOW ILEHBI
IPOU3BOAUTENS] Ha JIEKapCTBEHHBIM IIperapaT 3a OTYETHBIA IIEPUOA
MIPUHAMAETCd KaJIeHAApHBIA TIoJ, MpeAllecTBYIOIIMA JOHIO II0JaYd B
MunucrepctBo  3apaBooxpaHeHust Poccuiickoit  ®enepanuu  3asBICHHS
O TOCYIapCTBEHHOM perucTpanmyyd, a B CIydae MpeACTaBICHUS HaA
FOCYJapCTBEHHYIO  DETHCTpPAIMIO  MpeNedbHOH  OTIyCKHOM  II€HBl Ha
JIeKapCTBEHHBIA mpenapar B ron m3ganus akrta [IpaBurensctBa Poccuiickoin
Denepanun 00 yTBEPKICHUH NEPEUHS )XU3HEHHO HEOOXOIUMBIX U BaKHEHIIIX
JIEKapCTBEHHBIX IPEapaToB Ha CAEAYIOUIHM KalleHAAPHBIM rof - 3a TeKyLIui
KaJIeHJapHbBIN o,

24. Ilpu rocygapcTBeHHOM peructpanuu (epeperucTpanin) npeaeibHoN
OTIIYCKHOM LieHbl Ha pedepeHTHBIH leKapCTBeHHBIM Ipenapar I BCexX
YKa3aHHBIX B PErHCTPALHOHHOM YIOCTOBEpEHUHM JIEeKapCTBEHHOI0 mOpemnapara
IIPOU3BOAUTENEH (IpoU3BOACTBEHHBIX IUJIOINAI0K [IPOM3BOIUTENS,
y4acTBYIOIIMX B IIPpOIECCE IIPOW3BOJCTBA) YCTaHABIMBAaeTCA  €AWHAs
npenenbHas OTIIyCKHas IleHa Ha JIeKapCTBEHHBIM Ipemapar ISl KaXaou
JIeKapcTBEHHON (OPMBI, TO3UPOBKU (KOHIIEHTpALlUW, aKTUBHOCTH B €JWHHUIIAX
IOEeHCTBYS) U OOIIero KOJMYeCcTBa BO BTOPUYHOHN (TOTPEOUTENBCKOM) YITaKOBKe
6e3 ydera (GOpMBbI BBITYCKa, 32 HCKIIOUEHHEM CIy4yaeB, IpeayCMOTPEHHBIX
IIyHKTOM 25 Hacrosmux I Ipasui.

IIpu rocynapCTBEHHOH peructpanuu (IepeperucTpaluy) NpeaenbHON
OTITYCKHOU IIeHbl Ha BOCIPOU3BEICHHEIN, OMOAHANIOrOBBIA (OMOMOIOOHBIH)
JIEKapCTBEHHBIH IIpernapar IpOU3BOIUTENEH rocy1apcTBa - uneHa EBpasuiickoro
DKOHOMHYECKOTO COI03a Ul BCEX YKa3aHHBIX B  PErMCTPallAOHHOM

yYA0CTOBEPEHUHN JIeKapCTBEHHOTO npenapara HPOU3BOAUTENEH
(IpOM3BOJCTBEHHBIX IUIOHIAZIOK ITPOM3BOAMUTENSA, YYacTBYIOIIMX B Ipolecce
MpPOU3BOJACTBA HAa TEPPUTOPUM TOCYyNapcTB - uileHOB EBpasuiickoro

SKOHOMHYECKOTO COI03a) yCTaHABIMBaeTCs eIUHAas NpeeNbHas OTIYCKHAs [eHa
Ha JIeKapCTBEHHBIN Ipemnapar A KaxAod JeKapcTBEHHOW (OpMBI, JO3UPOBKU
(o6pema, Macchl, KONMYECTBa 103 B MEePBUYHOH YIakoBKe) U oOIIero
KOJM4YecTBa BO BTOPHYHOM (IOTpeOUTENbCKON) ymakoBke Oe3 ydera (GOpPMEI
BEINIyCKa, 32 HCKIIOYeHWEM CIIydaeB, IIPeIyCMOTPEHHBIX ITyHKTOM 25
HacTtosiux [IpaBui.
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[Ipy rocynapCTBEHHOH perucrpauuu (IepeperucTpanyy) IperelbHOU
OTITyCKHOW IIeHBl Ha BOCIPOU3BEICHHEIH, OHMOaHaIoroBbid (6HMOMOROOHBIN)
JIeKapCTBEHHBIN MpernapaTr WHOCTPaHHOIO MPOU3BOAUTENS JUJIS BCEX YKa3aHHBIX
B PErucTpallMOHHOM  YJOCTOBEPEHUH  JIEKAPCTBEHHOTO npenapara
MIPOU3BOAUTEEH (IpOM3BOICTBEHHBIX IUTOINALOK POU3BOJIUTENSA,
y4acTBYIOIIMX B IIpollecce IMPOM3BOJICTBA 3a NMpeJelaMHi rocyJapcTB - YICHOB
EBpasmiickoro  3KOHOMHYECKOTO  COH3a M OCYIIECTBIAIONIMX  HIIH
TUTAaHUPYIOIIAX OCYIIECTBISATh TEPBUYHYIO U (MJIM) BTOPUYHYIO YIAKOBKY
JIEKapCTBEHHOro0 Tmpernapata B Poccuiickoit ®enepanyu) ycTaHaBIMBAeTCS
eqyHas NpejenbHas OTIYCKHAs 1ieHa Ha JIeKapCTBeHHBIM mpenapat A KaXaou
JIeKapCTBEHHOM (OpMBI, NO3UpPOBKM (0O0BEMa, Macchl, KOJIMYECTBa 103 B
IIEPBUYHOH yIakoBKe) U OOIIIero KOJIM4ecTBa BO BTOPUIHOHN (IIOTpeOUTENBCKOI)
ynakoBke ©Oe3 ydera (OpMBI BBIOyCKa, 3a MCKIIOYEHHUEM CIIy4Yaes,
IIpe1yCMOTPEHHBIX ITyHKTOM 25 HacTosnwmx [Ipasui.

25.B cmydae ecid MHHUMAIBHBIA YpOBEHb LIeH pepepeHTHOro
JIEKapCTBEHHOIr0 IpelapaTa Ha pa3iudHble (QOPMBI BBIMyCKa (IIIPUL-PYUKH,
KapTpuIKU b0 HHBIE (QOpPMBI BBIIYCKa, COBMECTHMBIE C YCTpPONCTBaMH
BBeZieHHsI (NIpUMEHEHUs) WJIM SBJSIONIMECS  YCTPONCTBaMM  BBEACHUS
(npuMeHeHHs) B MHOCTPAHHBIX rOCYIapcTBaX, yKazaHHbIX B Tabnuile 1 pazzpena
IT mpunoxenus Ne 3 x metoauke, pasnudaercs Oolnee yem Ha 10 mponeHTos,
JOIIyCKaeTcsl YCTaHAaBIMBATh MpeAelibHbIE OTIIYCKHBIE I[€HBl Ha KaXIyiO H3
TakuxX (OpM BEIIYCKa JIEKapCTBEHHOTO IHpemnapara. lIpenenbHas OTIyCKHas
IeHa Ha pedepeHTHBIA JeKapCTBEHHBIN mpemapar B Takux (opMax BBITYCKa
yCTaHaBIMBAaE€TC] HAa  OCHOBAaHMM  MMHHMAJIBHBIX  OTIIYCKHBIX  II€H
npousBoauTens (0e3 ydera MNPOM3BOJCTBEHHBIX IUIOMIAJOK, YYacTBYIOIIHMX B
Ipollecce IPOU3BOJACTBA) HAa COOTBETCTBYIOMIME (OPMEBI BBITyCKa TaKOTO
JeKapCTBEHHOI'O IIpernapara B HHOCTPaHHBIX TIOCYyZapcTBax, YKa3aHHBIX B
tabauie 1 pasnmena II mpunoxenus Ne3 x MmeToamke (C y4eTOM pacXoJOB,
CBSI3aHHBIX C TAMOXEHHBIM O(DOpPMIIEHHUEM ).

ITpy 3TOM MakcHMallbHasi pa3HULA MEXAY MNpPeNeNbHBIMH OTITYCKHBIMHU
LIEHaMd Ha TakoH pedepeHTHBIM JeKapCTBEHHBIA IpernapaT B pa3iHYHbIX
dbopmMax BBIIYCKa, COIOCTaBUMEIX IO JI€KapCTBEHHOM ¢dopme, HO3UPOBKE
(KOHIIEHTpallMK, aKTUBHOCTH B eMHUIIaX AeHCTBUS) U 0OMIeMy KOJIMYECTBY BO
BTOPUYHON  (MOTpeOUTENBbCKOM)  yHmakoBKe, HE  MOXET  IIPEeBEIIIATh
90 nporeHTOB.

B ciyuae ecnu nmnpenenbHas OTIYCKHasi IleHa Ha pedepeHTHHIN
JeKapCTBEHHBIM IIpernapar 3aperCTpUpoBaHa B COOTBETCTBHM C HACTOSIINM
ITyHKTOM, pacdeT MpeNelbHBIX OTIYCKHBIX LI€H Ha BOCIPOU3BEISHHBIH,
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OuoaHanoroBhIH (OMONO100HbIN ) IeKapCTBEHHBIN MpenapaT OCYIIECTBISIETCS Ha
KaXIylo ¢opMy BBIIycka C YYE€TOM NpEAeNbHBIX OTIYCKHBIX IIeH
IPOU3BOJIUTENIEH Ha COOTBETCTBYIOIIME (OPMBI BBITyCKa pedepeHTHOro
JIeKapCTBEHHOI'O IIpenapara.

26. llepxatenb WIM BIAJEN€l] PErMCTPALMOHHOIO  YAOCTOBEpPEHUs
JeKapCTBEHHOTO Mpemnapara (yNOoJIHOMOYEHHOE UM JIMIO) BOCIPOU3BEAEHHOIO,
OnoaHaIoroBoro (6MoNomI0OHOr0) NEKApCTBEHHOro Mpenapara MpefCcTaBIsIOT
IUIs. TOCYAApCTBEHHOM pErucTpalMy MpefesbHyl0 OTIYyCKHYIO IeHy Ha
JIeKapCTBEHHBIM  Tpemnapar, pPacCUMTAaHHYI0O [0  MEXAYHapOIHOMY
HenaTeHTOBAaHHOMY HaWMEHOBAHHUIO (IIPU €ro OTCYTCTBHM 10 XUMUYECKOMY HIIU
IPYNIAPOBOYHOMY HaWMEHOBAaHMIO), JIEKApCTBEHHOH Qopme, HTO3MpPOBKE
(KOHIIEHTpALlUH, aKTUBHOCTH B €IMHULIAX ACHCTBUSA) U OOIIEMYy KOJIMUYECTBY
BO  BTOpHYHOH  (MOTpeOUTENBHCKOM)  yMakoBKe C  MNpUMEHEHHEM
COOTBETCTBYIOILETO KO3(QHIMEHTa IO OTHOIICHUIO K 3aperucCTpUpOBaHHON
TIpeJIeTbHOM OTITyCKHOU LieHe MPOU3BOUTENS Ha peepeHTHBIH JIeKapCTBEHHBIN
npenapar B COOTBETCTBUH C METOAUKOM.

27. B cnydyae eciiM B paMKax OJHOTO PErHCTPAllMOHHOTO YJIOCTOBEPEHMS
JIEKapCTBEHHOI'O npenapara BOCIIPOU3BE/IEHHBIH, O1OaHanoroBhIi
(brormomoOHBIN) JIeKapCTBEHHBIM Ipemapar MPOW3BOAUTCS B TOCYIapCcTBe . -
ywieHe — EBpa3uiickoro  3KOHOMHYECKOTO  COl3a M MHOCTPAHHBIM
IIPOM3BOJMTENEM, IleHa Ui Takoro  JIEKAapCTBEHHOro  Iperapara
PacCUMTHIBAETCS C COXPAHEHUEM €ro NPUHaAJIKHOCTH K TOCYapCTBY - WieHY
EBpa3uiickoro 3KOHOMHYECKOIO COK03a WJIM HWHOCTPAHHOMY IPOU3BOJUTEIIO
C YYETOM COOTBETCTBYIOLIETO MOHWXAIOIEro KoddduuueHta B COOTBETCTBUU
C METOJIUKOH.

28. B cily4ae OTCyTCTBUS B paMKax MEX/IyHapOOHOIO HENaTEHTOBAHHOTO
HaMEHOBaHUS M JIEKapCTBEHHOH (QOpMBI pedepeHTHOro JeKapCTBEHHOIO
nperapara Wik B cllyyae, eclid IpeJieibHas OTITyCKHas 1IeHa Ha peepeHTHBIA
JleKapCTBEHHBI NpernapaT He 3apericTpUpOBaHa, Aep)KaTelb WM Blajenel
PETUCTPALMOHHOIO yIOCTOBEPEHHUS JIEKApCTBEHHOI' O npenapara
(YnOTHOMOYEHHOE UM JIMLO) BOCIPOU3BEAEHHOIO MM OHOAHAJIOTrOBOTO
(buonooO6HOro)  JIEKapCTBEHHOIO npenapara  NpPEeACTaBISAIOT JUIS
roCyIapcTBEHHOM peructpauuu (nepeperucTpalii) NpeaesibHyl0 OTIYCKHYIO
[eHy IIpOM3BOJMWTENsT Ha JIEKapCTBEHHBI Ipenapar, pacCUUTAHHYIO
0 MEeXIyHapOJHOMY HENaTeHTOBAHHOMY HAaMMEHOBaHUIO (IIpU €ro OTCYTCTBUHU
0 XMMHUYECKOMY WM TpYNIHUPOBOYHOMY HAWMEHOBAHHUIO), JEKapCTBEHHOU
dopme, 103UpOBKE (KOHUEHTpPALMM, AKTUBHOCTH B €IMHULAX AEUCTBUA) U
o0IIeMy KOJIMYECTBY BO BTOPUYHOM (MOTpeOUTENBCKOH) yHAKOBKE C
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NPUMCHEHUEM  COOTBETCTBYIOIIEro K03 @duIMeHTa MO0 OTHOLICHHIO K
MaKCHMaJbHOM  3aperuCTPUPOBAaHHOM  MpEeNeIbHOM  OTIIYCKHOM  IIeHe
JEKapCTBEHHOIO  I[perapara,  COBMANAIOMIEr0 [0  MEXIYHapOIHOMY
HEMAaTeHTOBAaHHOMY HaMMEHOBAHUIO (TIPU ero OTCYTCTBHU 110 XUMUYECKOMY WA
IPYTIITHPOBOYHOMY HAaMMEHOBAHMIO), JEKapCTBEHHOM (opMe B COOTBETCTBHH C
pasaenoM VIII meronuxu.

29.TocynapcTBeHHasT perucTpanys NpelellbHOW OTIyCKHOM  LEHBI
Ha UMMYHOOHMOJIOTHYECKHWH  JIEKApCTBEHHBIM  Ipemapar (BakUWHY) B
COOTBETCTBMHU C HaIMOHAIBHBIM KajleHJapeM MNpPOQUIaKTHYECKUX IPHUBUBOK,
BKIIIOUEHHBIH B IlepeueHb JKU3HEHHO HEOOXOAMMBIX M  BaKHEHINHX
JeKapCTBEHHBIX  IIpelaparoB,  OCYIIECTBISETCS B  COOTBETCTBHH  C
TpeOOBaHMSIMU, YCTAHOBJIEHHBIMH JUI  pedepeHTHBIX  JIeKapCTBEHHBIX
npernapatoB. [lpu »>ToM Jepxareidb WM Biaenel] pPEerucTPaliOHHOrO
yIOCTOBEpEHUs JIeKapCTBEHHOro nperapara (YIOJTHOMOYEHHOE WM JIHIO)
NPENCTaBISIOT AJI1 TOCYJapCTBEHHOM perucTpalyy MpeleNbHYI0 OTIYCKHYIO
IIleHy Ha JEeKapCTBeHHBId Ipenapar, He M[PEeBBIIAOIYI0 MaKCHUMAaJIbHYIO
3apEeTHUCTPUPOBAHHYIO  IPENENbHYI0  OTIYCKHYIO IIeHy IIPOU3BOAMTENS
Ha JIGKapCTBEHHBIH IpenapaT, COBIAJAIOUMH 1O  MEXIYHapOIHOMY
HeNaTeHTOBAHHOMY HaMMEHOBaHUIO (IIpH €ro OTCYTCTBUH IO XMMUYECKOMY HIIH
rpyHIIUPOBOYHOMY HAaMMEHOBAHUIO) U JIEKapCTBEHHON ¢opMe, OonpeneleHHYIO
B COOTBETCTBUH C METONUKOM. |

30. 3aperucrpupoBaHHas NpeaebHas OTITyCKHas LIeHa IIPOU3BOIATEI Ha
JIeKapCTBEHHBIA IpernapaT MOXeT OBITh NepeperucTpupoBaHa B LEJAX
YBEIMYEHHS B CIIydasX, NPeAyCMOTPEHHBIX ITyHKTamu 32 ¥ 34 HacTogmux
IlpaBun, Ha OCHOBaHMUM 3asBIIEHUS O TMEpPEPETHCTPAallMd M JOKYMEHTOB,
IIpeAcTaBleHHBIX B MuHUCTepcTBO 3npaBooxpaHenus Poccuiickoit Penepanuu
no 1 oxts0ps kaxporo roja (He wame [ paza B KaJeHZapHOM TOXY).
IMpenenpHas OTIIyCKHAs LIeHa Ha JIEKAPCTBEHHBIH IpermapaT He MOXeT OBITh
NepeperucTpUpoBaHa B TOM K€ KaJleHJapHOM ToJy, B KOTOpOM OHa Obuia
3aperucTpPUpOBaHa.

31.3adBneHHas K INepeperucTpaly IpefenbHas OTIyCKHas IeHa
BOCIIPOU3BEACHHOr0, ©Ouoananoroporo (O6uomomoOGHOTO) JIEKaApCTBEHHOTO
npernaparta  I[Ocle  HEpeperucTpallMi  He  MOXeT  OBIThb  BBIIIE
3apETUCTPUPOBAHHOM  IpEeNbHOM  OTIHYCKHOMW  LEeHbl  NPOU3BOIUTENSL
Ha pe(EepeHTHBIN JIeKapCTBEHHBIN INpenapar, ONpeleleHHON B COOTBETCTBUHU
C METOIUKOM.

32. 3apeructpupoBaHHast npeaenbHas OTIIyCKHas I[eHa Ha
JeKapCTBEHHBIA  @IpemapaT  MPOM3BOAUTENEH  rocyJapcTB -  YIEHOB
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EBpasuiickoro 3KOHOMHYECKOIO COI03a MOXeT OBITh IepeperucTpupoBaHa
B COOTBETCTBUHU C METOIUKOIM:

a) AN JIEKapCTBEHHBIX TMPENapaToB HIDKHErO0 II€HOBOTO CErMeHTa
mo 50 pyGne#t (BKIIOYUTENBHO) - B cliydae H3MEHEHHS II€EH Ha CBIPHE
¥ MaTepHualbl, a TaKXKe B cliydae H3MEHEHHs HaKJIaJHBIX PacXOAOB, HO HE BBIIIE
ypOBHA (aKTHYecKOH HHQISIIMKA B IPEAMIECTBYIONIEM KaJeHIapHOM TOay C
y4e€TOM IpPOTHO3UPYEMOr0 YPOBHS HMH(QUIALINM, YCTaHOBIEHHOI'O Ha TEKYIIHM
ron ¢enepalbHBIM 3aKOHOM O (eaepalbHOM OrO/KeTe Ha COOTBETCTBYIOIIUH
(hUHAHCOBEIN TOJl ¥ TUIAHOBBIN IEPUOT;

©) AN TeKapCTBEHHBIX IIperapaToB LEHOBOro cerMeHTa oT 50 pyOreit
no 500 pybnedt (BKIIOUUTENBHO) - B ClIydae YBEIWMUEHHUS ILEH Ha ChIpbe
U MaTepuasl, UCIOJIb3yeMbie IIPU IPOU3BOJACTBE KOHKPETHOIO JIE€KAPCTBEHHOTO
nmpernapata, KOTOphle B  pPaBHOM  CTENEHM  BJIMSIOT Ha  yPOBEHb
3aperuCTPUPOBAHHBIX LI€H Ha BCE JIEKApPCTBEHHBIE IIpelaparhl, OTHECEHHBIE
K OJHOMY MEXIYyHApOIHOMY HEINaTeHTOBAaHHOMY HAaWMEHOBAHHIO M MMEIOIIHE
OJIMHAKOBLIM ITyTh BBeNeHUS (KoneOaHHs BATIOTHBIX KypcoB, Ghopc-MaXKOpHBIE
0OCTOSITEIFCTBA, BO3HUKIIHE Y IIOCTABIIMKOB CHIPhS U MaTepHAallOB),
HO He BbIIEe YpOBHS ¢akThuyeckod WHOIAIUA B IPEALIECTBYIOIIEM
KaJIEHJapHOM TOIy C YYeTOM IIPOTrHO3UPYEMOro YypOBHS HHOIAIUH,
YCTAaHOBJIEHHOTO Ha TEKYyIIMH roj ¢eaepalbHBIM 3aKOHOM O (enepajibHOM
Or0/KeTe Ha COOTBETCTRYIOIINMA (DHHAHCOBBIN IOJ ¥ IJIAHOBBIN MTEPUOL;

B) AN JIEKapCTBEHHEBIX IIpenaparoB IleHOBoro cermeHTa oT 50 pyOneit
no 500 pyOne#t (BKIIOYUTENIBHO) - B Ciydae H3MEHEHHsS LI€eH Ha ChIpbe
U MaTepualbl, a TaKXKe B cllydae U3MEHEHHs HaKJIaJHBIX pacXxo/0B, HO HE BBILIE
POTHO3UPYEMOTO yPOBHS WHGJIAINN, YCTAHOBIEHHOTO Ha TeKyIMi Toj
benepanbHBIM 3aKOHOM O QenepalbHOM OIO/KeTe Ha COOTBETCTBYIOIIMM
¢uHaHCOBBIN I'OJ U IJIAHOBBIN NEPUOT;

I') Ul JIEKapCTBEHHBIX IIpernapaToB 0e3 orpaHu4eHus No IieHe - B cliydae
€CIM cpelHeB3BelleHHas (¢axkTudeckas OTIyCKHasl IleHa Ha JIEKapCTBEHHBIN
penapar 3a IepUo/l, UCTEKIIMHI co THSA PUHATUS PELIeHUs O FOCYJapCTBEHHOM
peructpauuy (MOciefAHed mnepeperucTpanuy) MNpedeIbHOM OTIyCKHOM IIEHBI
I0 JAHS TOJaYd  3asBIEHUA O  IlepeperucTpanuy, Oblia  HUDKE
3aperuCTPUPOBAHHON Ha 3TOT NEPUO] LIEHbI He Oojiee YeM Ha MPOTHO3UPYEMBIH
ypOBeHb MHGIALMM, YCTRHOBJIEHHBIH Ha TeKyIIMil rof ¢enepalbHbIM 3aKOHOM
o denepanbHOM OXO/PKETE Ha COOTBETCTBYIOIIMN (MHAHCOBBIN roJ U MJIaHOBBIM
MIEPUOJI, HO HE BBIIIE BETUINHBI, pACCUMTAHHON B COOTBETCTBHH C METOIHKOIA.

33. Ilpu nepepeructpaiuy NpeeabHbIX OTIYCKHBIX 1I€H IPOU3BOAUTEIEH
rocyapcTB - 4J€HOB EBpa3uiickoro 3KOHOMHYECKOTO COI03a JIOKYMEHTHl Ha
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MHOCTPAHHOM SI3BIKE MPEACTABIIIOTCA Ha OYMa>XHOM HOCHUTEJE C 3aBEPEHHBIM B
YCTaHOBJIIEHHOM IOPSIAKE IEPEBOJOM Ha PYCCKUIA A3BIK.

JlaHHBIE B OTHOIIEHHH BCceX (PAKTUYECKUX LIEH B BAIIOTE OCyJapcTBa -
yieHa EBpa3uiickoro 3KOHOMHYECKOTO COI03a IIPEeACTaBISAIOTCd C y4ETOM
mepecuyera Ha pyOIH IO Kypcy, YycTaHOBIeHHOMY lleHTpanthbHBIM OaHKOM
Poccuiickolt ®enepanuu Ha JeHb, KOrla IIPOU3BOAUTENIEM ObLia OCyIIEeCTBIIEHA
(akTHHecKas peanu3alus JEKapCTBEHHBIX IIperapaToB OpraHU3alldd ONTOBOM
TOPTOBIIM JIEKApPCTBEHHBIMU CpPENCTBaMH, U (WJIM) aNTeYHOM OpraHW3allHy,
U (WIM) HUHAMBUAYAIBHOMY MpEeIUpHHHUMATENI0, HMEIOIMM JIMLIEH3UI0 Ha
(bapMaleBTUYECKYIO AeITEeIbHOCTb.

34. 3aperucTprupoBaHHas IIpeAenbHas OTIIyCKHas eHa Ha
JIEKapCTBEHHBIMA IIperapaT MHOCTPAHHOIO MPOW3BOJUTENS, OCYILECTBIISIOUIErO
B TOM 4YHCJE IEpBUYHYIO U (WIM) BTOPUYHYIO YNAaKOBKY JI€KapCTBEHHOIO
npenapara B Poccuiickoit @enepanuu, MoxXeT OBITh IEPEPErHCTPUPOBAHA
B COOTBETCTBHM C METOJUKON, €CIM pOCT Kypca HAIMOHABHONH BallFOTHI
rocy/lapcTBa - IpOM3BOAUTENS K pyONO co [OHS [OPUHATUAS  peLIeHUs
O rOCyJapCTBEHHOH perucrpauuy (mocienHell nepeperucTpanny) npeneabHon
OTIIyCKHOM I1€HBI IPOM3BOAUTEINS Ha JIeKapCTBEeHHBIHN NpenapaT o AeHb Noauu
3a8BIICHUS O IIEpEePEruCTpalliid IIPEBHIIIAET IPOTHO3UPYEMEIN YpOBEHB
UHQIAIMYE, YCTAHOBJIEHHBIM Ha TeKymmi rox QenepalbHbIM 3aKOHOM
0 ¢enepanbHOM OIOZKETE Ha COOTBETCTBYIOIIMI (DIMHAHCOBEIH O/ M TJIAHOBEIN
IEPUO/I.

Ilepepeructpanus NpeaelbHOR OTIYCKHOM IIeHBI Ha JIEKapCTBEHHBIN
npenapar WHOCTPAaHHOIO IPOM3BOAMTENS, OCYIIECTBIAIOIIET0 B TOM 4YHCIIE
IEPBUYHYI0 MU (MIM) BTOPHYHYIO YIAKOBKY JIEKQpCTBEHHOro Iperapara B
Poccutickoit Penepanuu, OCyLIECTBISIETCSA C YYETOM ITPOTHO3UPYEMOIO YPOBHS
WHQIAMA, YCTaHOBIEHHOTO HA TeKYIMH roj QeaepalsHBIM 3aKOHOM
o deneparbHOM OIOKETE Ha COOTBETCTBYIOIINH (DMHAHCOBBINA TOJ Y IUIAHOBEIH
IIEPHOJ, HO HE BBIIIE BEIUYUHBI YBEIUUEHUS, pACCUUTAHHON B COOTBETCTBUU C
METOAUKOMW, C YYETOM MHUHUMAILHON OTIIyCKHOM II€HBI MPOU3IBOIUTEIS
(6e3 ydera HarMEHOBaHHUS IPOW3BOACTBCHHBIX IUIOMANOK, YYAaCTBYIOUIUX B
Ipoliecce NPOM3BOJCTBA) HA TaKOW JIeKapCTBEHHBIN Mpenapar B MHOCTPAHHBIX
rocyfgapcTBax, YyKazaHHbIX B Tabmuue 1 pasgenall npunoxenus Ne3
K METOOUKE.

35. lns nepeperucTpanyy npeaenbHOR OTITyCKHON [eHB! IIPOU3BOIUTEINS
Ha JIEKapCTBEHHBIM IIpemnapar, KpoMe JOKyMEHTOB, YKa3aHHBIX B IIYHKTE 5
HacTtosmx [IpaBUi, INpeACTaBIAIOTCS  CIEOyIOmHME  JOKYMEHTBHI  JUIA
SKOHOMHYECKOTO aHalu3a Ha OyMaxxHoM Hocutelle (B 2 SK3eMILIApax):
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a) IPOM3BOAUTENIAMHA M3 TOCyJapcTB - WieHOB EBpasuiickoro
SKOHOMHMYECKOI'0 COIO3a MPH MEePEeperucTpalvy B clyqasx, IpelyCMOTPEHHBIX
noxanmyHkramu "a" u "B" myHkTa 32 Hacrosmux [Ipasun:

pacyeT BENWYUHEl YAOPOXKAHUS CTOMMOCTH CBIPbS M MaTepHaloB B
CTPYKTYPE 3aTpaT Ha IIPOM3BOJICTBO M PEAU3ANIO JIEKaPCTBEHHOTO MIpenapaTa,;

KOIINHM KOHTPAaKTOB, ITOATBEPKAAOIINX yYBEIUUEHUE CTOUMOCTH CHIPbS U
MaTepHajoB, CO CpOKaM{ AEWUCTBHS, 3aBEpIIAIOLIMMUCS HE paHee 4eM depes
3 Mecslla co OHS NOJAaud 3asBJICHHS O IepeperucTpalldyd, a TakkKe KOIUH
cenuuKaui M BCEX HNPHIOKEHHH K KOHTPAaKTaM, KOTODBIE SBIISHOTCS
UX HEOTHEMJIEMOM YacCThIO;

NOKyMEHTalIbHOE NOATBEPKJeHHE (haKTUUECKHX 3arpar Ha ChIpbe H
MaTephaibl Ha OeHb NPUHATHUS PEUICHHS O TOCYAapCTBEHHON perucTpalfu
(mocnenHelt  mepeperucTpalyy) — NpelebHOM  OTIMYCKHOM  IeHbl  Ha
JIeKapCTBEHHBIN Ipenapar;

pacueT BeNWYMHBI M3MEHEHHs HaKJaOHBIX pacXxoJIoB B  cCiydae
yBeNWUeHUsI Tapu@oB Ha 3JEKTPUUYECKYIO DSHEpPruio, TeIIOCHa0XeHue,
BOIOCHaOXeHWe U IIeH Ha TOIUIMBO, a TaKXe pacdeT yBeIWYCHHUS
aMOPTHU3AIMOHHBEIX OTYHCICHUI I10 OCHOBHBIM CpEICTBaM, MCHOIJB3yeMBIM
HETOCPEICTBEHHO JIs1 IPOU3BOACTBA JIEKAPCTBEHHBIX IPEeNapaToB;

JOKYMEHTaJIbHOE TMOATBEPXKACHUE YBEJIMUYCHUS HaKIaIHBIX pPacXoJoB,
a TaKXe KOMWU JOKYMEHTOB, IIOATBEPXKIAIOUIMX BBOJ COOTBETCTBYIOIIUX
OCHOBHBIX CPEJICTB B 3KCILTyaTallHIO;

pacueT YypOBHS peHTabEeNbHOCTM Ha KOHKPETHBIH JeKapCTBEHHBIH
IpernapaTr B COOTBETCTBUU C METOIUKOMH;

0) NIpOU3BOAUTEISIMU u3 FOCyJapCTB - WIEHOB EBpasuiickoro
SKOHOMHYECKOI0 COK3a IPHU MepPeperucTpaldi B CIydasx, MpeIyCMOTPEHHBIX
noanyHkroM "6" mynkta 32 nactosimux [Ipasu:

pacdeT BENHWYUHBl YAOPOXKAHHUS CTOMMOCTH CBIPbSI M MaTepHaloB B
CTPYKTYype 3aTpaT Ha NPOU3BOACTBO U PealI3allHI0 JIEKapCTBEHHOIO Npenapara;

KOIIMM KOHTPAKTOB, MOATBEPKIAIOMIKUX YBEIMUYEHUE CTOMMOCTH CBHIPBS U
MaTepUaloB, CO CPOKAMHU AECUCTBUS, 3aBEpIIAIOIMMUCSA HE paHee 4eM 4Yepes
3 Mecsia cO OHA MOJa4vd 3asBIICHUS O IEepeperdcTpalvi, a TakKe KOIUHU
creurUKaMi ¥ BceX NPUIIOKEHWH K KOHTpPaKTaM, KOTOpBIE SBJISIOTCS HX
HEOThEMJIEMOH YaCThIO;

NOKYMEHTAIIBHOE TOATBEpXXAeHWe (akTUYecKuX 3arpaT Ha ChIphe
U MaTepuansl Ha JIeHb [OPUHATUS pellleHus O TOoCyJapCTBEeHHOU
peructpanvy (IOCNeNHEeH nepeperucTpali) IpeaelbHOM OTITYCKHOH II€HBEI
Ha JIEKapCTBEHHBIN Tpernapar;
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pacdeT ypOBHS pEHTA0ETBHOCTM HA KOHKDETHBIM JIeKapCTBEHHBIN
IpernapaT B COOTBETCTBUM C METOIMKOM; ,

B) IIPOU3BOJUTENSIMHU rOCy1apCTB - YJICHOB EBpasuiickoro
SKOHOMHYECKOI0 COI03a IIPU NEPEPETUCTPaLMU B CIIydasX, IIPENyCMOTPEHHBIX
IIOJITYHKTOM '"T"" mmyHKTa 32 HacTosmux [IpaBui, - KONuu TOBapHBIX HaKJIaHBIX
Ha KOHKPETHBINA JIeKapCTBEHHBIHN Ipenapart, OTTPY>KEHHBIA B apec NOKynaTenei
B COOTBETCTBYIOIIMM OTYETHBIM IEpUOX, OINpeAeNeHHBIA B COOTBETCTBUU C
myHKTOM 37 Hactosuux [IpaBun (IpexcraBieHHE BCEX TOBAPHBIX HAKJIAIHBIX
HEe00X0AUMO, €CIM KOJMYECTBO OTIPY30K IO JIEKapCTBEHHOMY IIpenapary He
npeBpllIaeT 25 INTYyK, a IO JIeKApCTBEHHBIM IpernaparaM, IO KOTOPBIM
KOJMYECTBO OTIPY30K IIpEBBINAeT 25 MTYK, HEOOXOAUMO NPEACTaBUTh KOITUU
TOBapHBIX HaKJIaJHBIX C HauOOJBIIUM yAETBHOM BECOM B 00BEMe peanu3aliu
KOHKPETHOIO JIEKapCTBEHHOTO ITpernapara, Ho He MeHee 25 MTYK);

I') MHOCTPaHHBIMUA IIPOU3BOJUTENAMH, OCYIIECTBISIOIUMHI II€PBUYHYIO
¥ (U1M) BTOPUYHYIO YIIAaKOBKY JIEKapCTBEHHOI'O IIpemaparta B Poccuifckoit
Depepanyy, AepXKaTeleM WIHM BIaJeNblleM PEeruCTPalOHHOIO yAOCTOBEPEHUS
JeKapCTBEHHOro  Ipernapara  (YHOJHOMOYEHHBIM UM  JIMLOM)  IIpH
IepeperucTpald B CIydasX, NPeIyCMOTPEHHBIX ITyHKTOM 34 HaCTOSIIMX
ITpaBun:

KOIIMY TOBapHBIX HaKIaAHBIX Ha KOHKPETHBIA JEKapCTBEHHBIN Mpernapar,
3a COOTBETCTBYIOUIMI OTYETHHI MEpPUOJ, ONpPEIENEeHHBIH B COOTBETCTBHM C
myHKTOM 37 Hacrosmux lIpaBun (mpencraBieHHe BCEX TOBapHBIX HaKIIaTHBIX
HEOOXOJIUMO, €CNIM KOJMYECTBO OTTPY30K IO JIEKAPCTBEHHOMY IIpemnapaTy He
IpeBblIaeT 25 INTyK, a MO JIEKapCTBEHHBIM IpenaparaM, MO KOTOPBIM
KOJIMYECTBO OTTPY30K IpPEBBIIAET 25 INTYK, HEOOXOAUMO IPEICTaBUTh KOIIUU
TOBapHBIX HaKIagHBIX C HauOOIBIINM YJEIFHOM BECOM B 00BEME peau3alliu
KOHKPETHOT0 JIEKapCTBEHHOTO IIperapara, HO He MeHee 25 IITYK);

cBefeHus (1o BeIOOpY OepkaTeis WM Biajeiblla PerdCTPallUOHHOTO
yIIOCTOBEPEHHUsI JIEKapCTBEHHOIo Ipemnapara (YMOJIHOMOYEHHOTO WM JIHIA),
[IOATBEPXKAAIOIME OTIIYCKHBIE IE€HBl IPOU3BOJUTENS Ha JIeKapCTBEHHBIN
IpenaparT B MHOCTPaHHBIX TOCYJapCTBaxX, yKa3aHHbIX B NpHWIoKkeHHH Ne 2 x
MeTonuKe (Ha OyMa)XHOM HOCHUTeIIe C IEpPEeBOJAOM Ha PYyCCKUH S3BIK);

I1) THOCTPaHHBIMHU NPOW3BOAUTEIAMH NPU TepeperucTpalyd B CIIydasx,
IIPEAYCMOTPEHHBIX IIYHKTOM 34 Hacrosux IIpasuir:

KONMHM  TaMOXCEHHBIX  JeKiapalydid Ha IOCTaBKy KOHKpPETHOIO
JEKapCTBEHHOIO0 IIpernapaTa 3a COOTBETCTBYIOIIMI OTYETHBIM Iepuof,
ONpelNeNeHHbllI B COOTBETCTBUM C OyHKTOM 37 Hactosmux [lpaBun
(npencraBneHre BceX TaMOXEHHBIX JeKiapaluid  HeoOXomumo, eciu
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KOJIMYECTBO TaMOXKEHHBIX JEKJapalMid [0 JIeKapCTBEHHOMY Ipernapary
HE TIpeBBIIACT 25 INTYyK, a IO JIEKapCTBEHHBIM IIpenaparaM, MO KOTOPBIM
KOJIMYECTBO TAMOXEHHBIX JeKjapalui NpeBhILAET 25 ITyK, HEoOX0auMo
MPEACTaBUTh KON TAMOXXEHHBIX JEKJIapaluid ¢ HauOOJIbLIUM yAEeIbHOM BECOM
B o0beMe peann3alyd KOHKPETHOIO JIEKAPCTBEHHOrO Ipernapara, HO He MeHee
25 mryK);

cBeneHus (Mo BBIOOpY JAepikarens WIM Blajelblla PErHCcTParHOHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIpemnapara (YNOJHOMOYEHHOTO HM JHIa),
MOJATBEPXKAAIOLINE OTIYCKHBIE LEHBl MNPOU3BOAUTENS Ha JIEKapCTBEHHBIN
mpenapaT B HHOCTPAHHBIX TIOCYJapCTBaX, yKa3aHHBIX B MpuiiokeHUU No 2
K MeToauKke (Ha OymMa)XHOM HOCHUTEIE C MEPEeBOIOM HAa PYyCCKUH S3BIK).

36.1lpu  nmepepeructpanu  THpeAeNbHBIX  OTMYCKHBIX II€H  Ha

JeKapCcTBEHHblE  MpenapaTbl  [POU3BOAMTENIEH TrocyJapcTB -  YIECHOB
I HHb

EBpa3uiickoro 3KOHOMHYECKOTO COI032a B Cly4asX, IIpelycCMOTPEHHBIX

noanyHktamu "a" - "B" myHkrta 32 Hacrosimux IlpaBun, npenenbHbIH YpOBEHB

peHTabeIbHOCTH He MOXET MpeBbILIaTh 30 MpOIEeHTOB.

37. llpu nepeperucrpauuu NpeaenbHON OTIYCKHOM 1IEHBl POU3BOAUTENS
Ha JIEKapCTBEHHBIA MpernapaT B KayecTBe OTYETHOIO MEepuoja MpUHUMAETCS
MEepUOZl, HCTEKIIMH CO JHA IMPHUHATHUS peIIeHHs O TroCcyJapCTBEHHOMN
peructpanuu (MocieaHel mepeperucTpaluy) NpeaeTbHOl OTITyCKHOM IIeHB Ha
JeHb ToJadyd B MUHUCTEpPCTBO 3apaBooxpaHeHuss Poccuiickoit ®Penepanuu
3asBJIEHUS O [IepEeperucTpalu.

38. Ha ocHOBaHMM 3asiBI€HMS O IepeperucTpalud, NpeacTaBIeHHOrO
Jlep)KaresieM  WIM  BIAJIeNIbLieM  PErUCTPAlMOHHOIO  YJIOCTOBEPEHUS
JIEKapCTBEHHOro npernapara (yInoJHOMOYEHHOTO UM JIMIa) B LEJSX CHHKEHHUS
HEeHBl Ha JIEKapCTBEHHBIH mpemnapar, MMHHHUCTEPCTBO 3ApaBOOXPAHEHUS
Poccuiickoii @enepauuu paccMaTpyuBaeT BONPOC O TMPUHATHH PENICHUS
O  CHIDKCHUM  3aperMCTPUPOBAHHOM  IpElEeNbHOW  OTIYCKHOW  IIEHBI
MPOU3BOIUTENS HA ICKAPCTBEHHBIA Ipenapar. 3asBieHue O MepeperucTpalyy B
LEesAX CHMAXKEHHS 1I€Hbl Ha JIEKApCTBEHHBIM Mpemapar MOXET OBITh
[IPEJCTABIIEHO COBMECTHO C 3asBJICHUEM O BHECEHUM U3MEHEHHI B PEECTPOBYIO
3allUCh O TOCYAApPCTBEHHON pETUCTpaliy IpPEfebHOM OTIYCKHOM IIeHBI
[IPOM3BOAUTENSA HA JIEKAapPCTBEHHBIN MpenapaT B COOTBETCTBUM ITYHKTOM 7
IIpaBuil BeAeHUs TrOCYJAapCTBEHHOIO peecTpa MpenesbHbIX OTIMYCKHBIX IIeH
[IPOU3BOAMUTENEH Ha JIEKAapCTBEHHBIE MpENnaparsl, BKIIOYEHHBIE B IE€pEUYCHb
KU3HEHHO HEOOXOOUMBIX M BaXKHEHWIIMX JIEKAPCTBEHHBIX IMPerapaTos,
YTBEPKIACHHBIX MNocTa”HoBleHueM IlpaBurtensctBa Poccuiickoit @Denepanuu
oT 29 oktabps 2010r. Ne 865 "O rocymapCTBEHHOM peryJIMpOBaHWUH II€H
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Ha JIEKapCTBEHHbIE IIpenapaThl, BKIIOYEHHBIE B IEPEUCHBb IKU3HEHHO
HeOoOXOAMMBIX U BaXXHEHIINX JTeKapCTBEHHBIX IIpernapaToB".

39.'ocynapcTBeHHass perucTpauus MW NepeperncTpanys MOpeaeibHBIX
OTIYCKHBIX IIeH MpOM3BOAMTENEH HA  JEKapCTBEHHBIE  Ipenaparsl
OCYIIECTBIsIETCA OECIUIaTHO.

40. OenepanbHas aHTHMOHOINOJBHAS CIIy)k0a B NHCBMEHHOM (opme
yBeAOMJISIET JepiKarells WX Blajelblla PEerucTpalliOHHOIO yAOCTOBEPEHUS
JIEKApCTBEHHOTO mpernapara 0 He0OXOUMOCTH U3MEHEHUS
3apErUCTPUPOBAHHOM IIPEeJEeIbHOW OTIYCKHOU IIeHBl [IPOU3BOAUTENA Ha
JEeKapCTBEHHBIM IIpemnapaT, ecid Iocjle TOCyJapCTBEHHOW perucTpanuu
(nepepeructpaniy) IpeneNbHOR  OTIYCKHOM [eHBl IPOM3BOAMUTENSA Ha
JEKapCTBEHHBIA IIpemnapaT yCTaHOBIEHO, YTO AEpXKaTeleM MWIH BIAAENbLEM
PErucTpaluoOHHOr0 YIAOCTOBEPEHUS JIEKapCTBEHHOIO mpenapara
(YIIOJTHOMOYEHHBIM UM JIUIIOM) OBLIM Ipe/ICTaBIeHB HEAOCTOBEPHBIE CBEACHNS,
IIOBIMABIINE Ha pe3yJbTaT paHee IPUHATOrO pEUIeHUS O COIVIaCOBaHUU
IIpeAEeNbHON OTIIyCKHOW ILI€HBl IPOU3BONUTENS Ha JIEKApCTBEHHBIN IIpernapar
U (u1K) He OBLIM INIpEeACTaBIICHB! CBEACHUs, MOBIUABIINE HA Pe3yJbTaT TaKOTO
pelieHus, ¢ NpeJoCTaBlIeHueM 00OCHOBaHMS TAKOTO BBHIBOJA.

Hepxatens wnm  BiIafenel  pPErMCTPALMOHHOIO  yJOCTOBEPEHUS
JIeKapCTBEHHOI0  IIpemapara  (YIOJHOMOYEHHOE WM  JIMLO) HPHUBOIST
3apEerUCTPUPOBAHHYIO IIPEIETbHYIO OTIIYCKHYIO LIEHY B COOTBETCTBHE C LIEHOM,
pPacCUYUTaHHOM B COOTBETCTBHMM c Hactosmumu [IpaBunamMu u MeETOAMKOH,
c yderoM wuHboOpMauuu, YyKa3aHHOH B yBegomiennd DexepalbHOM
AHTHMOHOIIOJBHOM  CIHyXOBI,  WJIM  MPEICTABISIOT  MOTHUBHPOBAHHOE
JOKYMEHTAJIbHOE [TOATBEPKIEHUE pacyeTa YKa3aHHOM 1IEHBI.

QenepanbHass  aHTUMOHONONBHAS  ciy)x0a  OTMEHseT  pelleHue
O COIVIaCcOBAaHUU IIPEleNbHOW  OTIYCKHOW II€HBbl INPOU3BOAUTENS Ha
JIEKApCTBEHHBIM IIperaparT B cllydyae HENpPUBEIECHUs JAepXKarelleM WA
BIIJIeNIBLIEM PErMCTPAllMOHHOIO YIAOCTOBEpPEHMs JIEKapCTBEHHOI'O IIpenapara
(YIIOJTHOMOYEHHBIM MM JIUIIOM) 3aperHCTPUPOBAaHHOM HNpPEAEIIBHOU OTITYCKHOM
LEHBl B COOTBETCTBHE C HAcTOAIMMH [IpaBunaMM M METONMKOH C y4ETOM
uHopMaIuy, ykaszaHHOM B yBeaomiieHnn DepepanbHON aHTUMOHOIOJIBHOHN
CIyX0Bl, WIM HENpEeACTaBIEHUS MOTHUBUPOBAHHOTO JIOKyMEHTAJIBHOIO
IIOATBEPXKACHUs pacyeTa YKa3aHHOH IIeHBl B T€UEHWE OJHOI'0 MecsAlia cO OHA
noJyueHus yBenoMienust OenepanbHO aHTUMOHOIIOBHON CITyXO0H.

41. MunucTtepcTBO 3ApaBooxpaHeHus Poccuiickoit Penepanid OTMEHSET
pellleHue 0 rOCYapCTBEHHOMN pPEerucTpaluy WK IEepeperucTpaliiu peaeabHON
OTIYCKHOM II€HBI ITPOM3BOAUTENS Ha JEKapCTBEHHBIN IIpenapar B Cily4ae, e€ClIu
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Iocjie TPHUHATHS TaKOTO pEIIEHWs YCTAHOBIEHO, YTO JepXaTeleM WId
BIIaZeNblIEeM PETHCTPAllMOHHOTO YIOCTOBEPEHMs JIEKapCTBEHHOIO IIpemnapara
(YIIOJTHOMOYEHHBIM UM JIMIIOM) OBLTM IpeCTaBIeHbl HeIOCTOBEPHBIE CBEICHNUS,
TOBJIMSIBINIE HA Pe3yJbTaT NMPUHATOrO MUHUCTEPCTBOM peEIIeHMs, & Takke B
ciydae, ecnu DenepanpHas aHTUMOHOIIONBHAS CIyXk0a OTMEHMIIA pEeLIeHHE O
COTJacOBaHWM  IIPENENbHOM  OTHYCKHOM  IleHbl  IPOW3BOAUTENS  HA
JIEKapCTBEHHBIA TpernaparT Ha ocHoBaHWMW ITyHKTa 40 Hactosmmux [IpaBui, u
HCKITIOUaeT B yKa3aHHBIX CITydasx 3apEerUCTPUPOBAHHYIO
(epeperucTpupoOBaHHy0) MpeAeabHYI0 OTIYCKHYIO LEHy IPOM3BOIUTEN Ha
JeKapCTBEHHBIN Ipenapar U3 rocyIapCcTBEHHOTO peecTpa.

28091449.doc



20p°6vF1608C

BI? (HHY) eMMIMarorernoloreH dowWoH WIHHOMIIENHOUIHOYH - ImHr Xmidshurudor xwxopmdood kuw) wuuiediontad oHedlo d
| RNHITIIrOIRITIOIONEH 99100ke) € BMHOHOWHAI oJoMoHuIuron ¥l eredenadn oronHegrodexor srrarnrogenodu nunediontad o ¥KMHIYSE))

(qorrene o1e uru (uuedondosan) nunedioniod oHedLd € eXHIIGIOLBLIOIONRH 0N ‘doWOH
migaHonediontad ‘emeado oaormoiAdudioniad owHesoHowweH ‘uunedioniod eredid - mMr XuMOoohuwudol Xi9HHedLOOHH KIY ‘(HHI)
eXMITIGIALRITIOI0IRH dOWOH HIGHHOMITENA(PHUIHOTY - MHI XIIoorurudor xmioguddod 1Y) wunedroniad oHedrdo g eXHINIIOIBIIIOIONEH
0g100heY 8 BMHOHOWHAI OJOMOHHIHIOW KI' vledeusdu ooHHegiodexor sraiurogenodn uunedrioniad 0 KMHOYAED ‘BMHUINIISIRIIOIONEH
ogrooney g eredemadun ogommogiodedsr uHodeg0100YA oloHHOMMedlowIad enqrorers Hru srolexdol uuitedioniad o BUHAIAE))

(191nou gorHod1IMAIE 9adYe ‘oNHEHOHOWHEH)

eredenadi oronHsarodexan kuHodog01o0rA oJoHHOMTRd oM I9d ool eLrd Ui dIro1exda)f

(191hon youHodwowe dodre ‘oodre YI9E0LROL (OMHREOHIWNERH)

qIQLUEKRE
goredenddn X19HHIGLIdeNAIr XHIMTHOHMN B M XITWHI/OXQO0OH OHHIHEHK
qHIRddoN 4 d19HHIKOIrNd ‘rMaLedenddn d19HHIALdYd eI BH HAN XITHMIANLO XI9H9IrTddn goredendadu
x1IgHHIgLdd eI HWEBIrLHTogsHod I X1IawavanraeHe LA nnnedLonrdd nonndaroderfdol o

HIHNHAICdBVE
(ewdo)

goredenadn xigHHogLOdRMOI XUITTHOHXRE U
XIIWNUTOXQOOH OHHOHEMX IHORhodaN
SIIHHohOIINA ‘1[9redenadir srguHagLodealr vH
HOYI XI9HMOAILLO XI9HAIrorad1l
goredenadn xiaHHogLodROI HNKIrOLUTTOdsHOdIT
XI9IWorguIraeHe1oA uniredioniadodan u
nuedioniad goHHod10derA001 wernged]] X

[ N AMHIXOL UL
(44



70€0L8¢

‘unedorodp HOMOUNI00J WodLodrrarnged] | wiaworrxded1

OHITOINK? ‘goredenadu XI9HHAALOARMNOU XUIMIHOHXES H XIIWHTOXQOOH OHHOHEMX WoHRadol oJoHHadiowoAwadu ‘eiedenadu oJoHHIg10deMOlr OMHREOHOWHEH
KoLovaaeeA eiedenadu oltonmogrodexsr umHodogoIoorA WoHHoMITed1oHIad € KMHREOHOWHEH OJOHHBEOLHOLBIIOH OJOHTOdRHAINMKOW BHE1J1A0LO SehAID g
F'3

I91hOLI 19HO(DAIrdL
yoHHod1Iore dadry SI9HIMBLHOY]
(gouuron) (4100HXIrOY) (ond)
onuu
9OHHOhOWOHIIOL A
01 6 8 L 9 S 14 ¢ [4 I
nargAd) 4100WHOLD
Argodeuk (nouoAd)
O1AHHaLgRQOY
uUneHM USRI (o1h10 OUHPIOHOIWHUEBH
BH BJIOLBH £3Q oNgoNBLA 9LOOHIIALIINON * suHadago100TA
eV HONOShHINUX -qrraingediol) L O0MO3hMIWHX HILH
- Axgoxeuk o1kxo | (roxodrarugediou) eygodueor OHMHBIOHOWHEBH |, OJOHHOUI /1
g Hl1 | -o¥oohuigouedor | oiAHhudola s - . ooHhogoduuuAda uiru K
-qurarugadiolr ve yoHnHdold od endog sogoxdo], . -ediontad oN
oy -OWOLBHE OLl | BH YITHHAOOHEH OOHHBEOLHALBLIOH
. sraLnrogenodu 0€.100hHIfON 99MQQ) | KBHHA"LOdBMS[[ dewoy
oy wox 9OHTOdBHATMON
pogoxuday BHOM BRHMOALLLO
- seHarawad] |
eHEdL) oodrry (oMHBEOHOWMEH) dLroLnIrogeHod] | edloogenodu ¥uIeL) m.“,w_
o

(1orreHe oJe ury (nultedoudoxnn) nuitedroniod oHedLd € BXMIMILALEITIOIONEH

rox ‘dowon wigHHOMNIEdroniad ‘eHeido olomoiAdudioniod ouHedoHowueH ‘uunedioniad eHedio - nur xuMosrurudol XiI9HHeRdLOOHU

134




20p°6vF 1608

*,, eiedenadi o1oHagddRIT
AgoxelA O1AM09Ird1MQad Lol BE BIALATOgenOdIl BHIN ERHIOALLO KeHILKOWadH KoLdedidlundded yodorod wolanA o ‘eledenadn otoHHogrodexor exoAmdd ewdod
EOLOREIIERNA OHAIAIUHIONOY ¢ doledenadll X19HHAELodROI XUMKUOHXEd H XIIWHIOXQO9H OHHOHEK THORAAON € JI9HHOROIINd ‘[dredenadu o19HHIELddRMDI BH
Hon unHegoduu{1od wonHog10deTAD01 (), G98 N "I (0107 ¥dOKINO g7 10 uunedorad UONONNII0] va1odlaluged] | WOMHOIEOHRLOON XIIHHOINKdaa14 ‘@oredenad
XITHHO10deNOIl XUIHOHYRd W XIIWHTOXQOOH OHHOHEIK dHORadol g o1dHHOhoINE ‘Miedenadn sraHHogIodeNOI BH HON XI9HMOAILO X19HAUAwadn goredenadn
x19HHogL0dexol HWELKaLUTogenodll XIgwaraurgaeHeLdA nuredioniodadon u uutredroniod nonnea1dder ool ruded[] g7 WOLNHAL XITHHIA10WoAradl “XEeRALD ¢ .

vC



20p°61k1608C

X1I9HHRdLOOHY KIfT (L[L[}]) eXrImdralerolored dOWOH YITHHOMITENHPHUIHATY - MU XMoahurudor ximoundood i) unnediontod onedro
g BYUIMYGIALeIIIOIONEH 99100he) 8 BMHOHOWHAN oJoxonunurow ¥l eredenadir oroHHag1odeorr Krorurogenodn uutedioniod o KMHAE))

(qorrene oJo virru (nuredondoxun) nuediontad oHedLd € BXHMIIIUSLBITIOIONRH YOX ‘doWoH
ymigaHonedonIad ‘enerdo oaomoiAdudioniad owHedonowmeH ‘wunedioniod eHedio - THI XMOSRMIMAOl XI9HHRdLOOHM BIY ‘(HHM)
eXMINIIoLeIIoIoNeH dOWOH HIHHOMIEMH(UIHOTY - THr Xyxoorurudol ximounddod xurr) uunedioniod oHedld d eXHIIIISIRIIIOIONBH
29109heN g BUHOHOWHAI OI0MOHMTHTAOW KIY eredenodn oloHHagLIodexon BIrolnrogenodn uuiiedioniod 0 KMHIWSHD ‘BMHMINIIOLRITIONONCH
sgrooney g eledenadi ogonnogrodexsr kuHodegoloowA oltonHownediomlod endrorerds HrM krorexdor uuitedroniad o BHHAWSE))

(191ron yoHHOdLYAIrE 29dITe {ONHREOHOWHEH)

eredenodr orouHoarodeNor KMHAdog01007A oJoHHOMTTRdLoM.Iod TToKalreIrd MK dIrdLexda)7

(191non yoHHOodLYaIE dadre “0adre HIE0LRON {OMHBHOHIWHEH )

qI[1UEKBE
goredenadn xraHHIgGLIdENIIr XHIMHIHN BT H XIINHTOXQO0IH OHHIHENXK
qHIKIAAU 9 JIIHHIKhOIINA ‘IaLedendd SITHHIALIAENAIr BH HANI XIIHMIAILLO XIMHIIrRTdn goredenadn
xIgHHIgLddeddIr HWBIILMTogsHod I X1IawardurraeHeLdA nnnedroniddadon o

INHACIEBVE
(ewdod)

goredenod x1IgHHoALOdROL XUMMUOHXRE U
XIIWHUIYOXQOOH OHHOHEMX IHOhdAII 4
SIMHHohOIMd ‘19redenrodn argHHOgLOdROIr ©H
HONI XIIHMOAILLO XI9HAIroradin
goredenodn xiapHogrodedarr UWKIraLUITOgsHOdI
XIIWaegUuiraeHeLdA uuiredionrodadan u
unnedioniaod yosHoedaroderKood werugaed] | i

¢ N HUHAXOIMdL
§¢



0E0L8E

‘AUITRdodp HOMNOUMIIO WodLdararuged] | Wiaworrxkdadl

OHIOJNO ‘gorederadil XITHHOELOARNOIN XMINUOHMNEE U XIINHIOXQOSH OHHOHEMX WOHhodon oloHHodrowoAradn ‘eredenadn OJOHHOELOdENOL OMHEEOHIWHRH
goroeaacedA eiedenadn oJomHagrodesor MHHAA2g80100TA WOHHOMNRAIOMId € EMHBAOHOWHERH OJOHHRHOLHILRIIOH OJOHTOJRHAINKOW BHELOLAILO 9BhALD g
*

191h0l I9HO(OLAL
yoHHodLYarre 9adIry QIYHINBIHOY
(gouurron) (a1o0HMIrOT) (ond)
onuir
SOHHOhOWOHIIOM A
0l 6 8 L 9 S 14 3 [4 I
nargAd) 9100WHOLO
Argodeuk (nou9Ad)
O1AHHOLgBQOY
UAITENHPHODRIN (o1h0 OUHBHOHOWHEH
BH BIOLBH €39 oNdONBLA 9LOOHLNOLILINON + suHodogoLo0TA
oevd HOMOOhHWHX -qrrarngadiorr) LU S0MOOhHWHX HIH
- Angoxeuk o1Ad0 | (HodoquraLugadion) exgoducor OUHBEOHAIWHEH |, OJOHHOMTI u/u
Ircg HU, | -oMoonuigouedoL |  oiAHhHdoLd * ~ . soHhogoduuuAda uiru i
-qrre1mgadiou e yoHhudold og ewdod oogoado], . -ed1ioutad N
oy -OWOLBHE OLl | BH YITHHAOOHEH OOHHBIOLHALBLIOH
graLurogeHodu 09.100hHUION 39IMQ() | BeHHag.LodBMO[[ danwoy
oy “rox 9OHTOdBHAKIA]
BHON BBHMOALLLO
nogoxudi[]
geHarowady|
eHedL) sodry (ouHBIOHOWMEH) quraLuTogenod]| eaLorogenodu KUTEL) M\,W
0

(JorreHe o1o uru (uunedoudoxHu) unnedroniad sHed1d €

eUINGralernoloret rox ‘dowon yiaHHonnedioniad ‘eneido oromoiAdudioniod suHegaoHanwmeH ‘uunedioniad eHedld - nurr Xmioonurudol

9¢




20p°67Y1608C

", eledenodn oxoHHag10dERNSI
AME0NeLA OIAX091ra1Mgad oIl BE KIOIUITOgsrn0dIr BHOII BEHMOAILLO KeHIIOTadI Ko1oeddinhooed yodorox WolshA o ‘eiedenadn oronusgrodexarr exokmaa ewdod
KoloedIageNA oHqIrdIMAronor ¢, goredernadn x19HHOELOARMOL XUIMIHOHNEE U XIINHITOXQOSH OHHOHEMY IHOROdOI € SI9HHORhOINE ‘Mredenadi sHHsgIddRISIr BH
Holt uuHegodurA1ad wonHag10der£001 O, 698 o\ "I 0107 BdOKINO g7 10 uumedorag HOMOHUII0] ALI9IaLUuaRd] | WOUHAI'OHRLOON XI9HHAIKdag14 ‘@oredenad
XITHHIELOdRMAI XUMYIHKed ¥ XITWHIOXQO9H OHHOHEMX dHOhdOl € oiHHonoid ‘[redenadu oruHogrodexor eH HAIl XIHMOANLO xgHAraradn goredemadn
XI9HHAE1deNAI MNKIrRIMTogerodll XIawaeanraeHe10A uuredioniadadan u unredioniad wonnsaroderAood ruaed]| ¢z WOINHAL XigHHSALOWIATadII “XERhALD ¢ .

LT



28

B) [IpaBuna BeieHUs TOCYAapCTBEHHOTO peecTpa NpeaelbHbIX OTIYCKHBIX
[IeH Mpou3BOAUTENEH Ha JeKapCTBEHHBIE NIpenapaThl, BKIIOYEHHbIE B IepeYeHb
KU3HEHHO HEOOXOIWUMBIX M BAKHEWIIUX JIEKAPCTBEHHBIX IIPETNaparoB,
YTBEP)KIEHHbIE YKa3aHHbIM [OCTAHOBJIIEHUEM, H3JIOXKUTh B CleAyroLen
peaKLuu:

"VTBEPXJIEHbI

nocraHoBieHueM lIpaBurtenscTBa
Poccutickoit @enepanu
ot 29 oxta6ps 2010 r. Ne 865
(B penakuuu IOCTAHOBIICHUS
IIpaButensctBa Poccuiickoit @enepanun
oT 8 okTs0ps 2018 1. Ne 1207)

IIPABHUJIA

BeICHHs roCyJapCTBEHHOI0 peecTpa npelebHbIX OTIYCKHbIX
Il€H NIPOM3BOANTE/ICH HA JIEKAPCTBEHHbIE Npenaparsbl,
BKJIIOYEHHbIE B NepeyeHb ;KM3HEHHO HEO0X0AMMBIX
H BAa’KHEHIINX JIEKAPCTBEHHBIX NpenapaToB

1. Hactosmue  IlpaBuna  ycTaHaBIMBAaIOT MOPANOK  BEJICHHUS
roCyJapCTBEHHOIO peecTpa IpEeNeNbHbIX OTIIYCKHBIX ILIEH INPOM3BOAUTENEH
Ha JI€KapCTBEHHBIE rpenaparsl, BKJIFOYEHHBIE B nepevyeHpb
KU3HEHHO HEOOXOAMMBIX M  Ba)XKHEMIIMX JIEKApCTBEHHBIX IIpenapaToB
(nanee - peectp).

2.Peectp sBmsercs  (enepadbHO  HMHGMOPMAIMOHHOW  CHCTEMOH,
comepXalell CBeNeHHUS O TOCYNapCTBEHHON pETHCTpAalMH MpeJelbHbIX
OTILYCKHBIX LIEH IIPOU3BOJUTEIIEH HA JIEKAPCTBEHHBIE MPENapaTsl, BKIIIOUYEHHBIE
B TIepeueHb JKU3HEHHO HEOOXONMMBIX U Ba)KHEHUIIMX JIeKapCTBEHHBIX
IpenaparoB (faliee - JeKapCTBEHHbIE penapaThl).

3. Peectp Bemercss MuHHCTEPCTBOM 3ApaBOOXpaHeHUsi Poccuiickoi
®denepaud B D3JEKTPOHHOM BHJAE C MPUMEHEHUEM aBTOMATHU3HPOBAHHOU
CHUCTEMBI IyTEM BHECEHHUsI B PEECTP PEEeCTPOBBIX 3aIIUCEN.

4. Begenue peectpa OCYIIECTBISIETCS B COOTBETCTBHM C €IUHBIMH
OpPTaHU3allMOHHBIMH, METOAOJIOTUYECKUMH M  MPOTrPAMMHO-TEXHUYECKUMHU
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IIPUHITMIAMH, 00eCIIeYNBaIONIIMI COBMECTUMOCTh M B3aUMOJEHCTBUE peecTpa
C MHBIMH (eJiepaIbHEIMU THGOOPMAIIMOHHEIMYI CUCTEMaMH U CETSAMH.

5. PeectpoBas 3aITiCh 0 roCy1apCTBEHHOM perucTpanuu
(mepeperucTpaliui) IpeAeNbHOM OTIYyCKHOW IIeHBl IPOU3BOJUTENA Ha
JICKapCTBEHHBIN IMpernapat (Jajiee - peecTpoBast 3alMCh) COAEPKUT CIEAYIOIIHE
CBEJICHUS:

‘a) HAMMEHOBaHHWE Jiep)KaTelnss WM  BlaZeNblia PEerHCTPalOHHOIO
YAOCTOBEpEHHUsl JIEKQpCTBEHHOr0 Ipemnapara, HavMEHOBaHHE IMPOU3BOIUATEINS
JIEKapCTBEHHOIO IMpemnapara, CBEAEHUS O perucTpaluu JAepKarelsd WU
BaJeNblla PEeruCcTPallHOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOIO IpenapaTta B
KauyecTBe HAIOTOIUIATENbIINKA, CBEICHUS O PpEerucTpallid I[PON3BOIUTEINS
JeKapCTBEHHOI'O0 Ipelnapara IS MEOUIMHCKOIO IPUMEHEHHUs B KadecTBe
HAJIOTOIUIaTEeNbIINKa B CTpaHe perucTpanuul (sl pOCCUMCKUX IOPUIUIECKUX
ML - WACHTHOUKANMOHHBIH HoMmep Hanoromnarensiuka (MHH), nns
WHOCTPaHHBIX IOPUAMYECKUX JUI[ - CTpaHa perucTpaluy, HauMeHOBaHUe
PETHCTPHUPYIOIIETO OpraHa, perucTPalliOHHbIN HOMep, KO HAJIOTOIUIATEeIbIINKa
B CTpaHe perucTpauud (MHKOPIIOpallW¥) WM ero aHajlor), MeCTO HaXOXIEHHUSI
IIPOU3BOJACTBEHHBIX IUIOMAN0K, YYAacCTBYIOIIMX B Ipolecce MpOU3BOJICTBA
JIeKapCTBEHHOTO IperapaTa, ¢ yKa3aHueM CTauH Ipoliecca IPOU3BO/ICTBA;

6) HaUMEHOBaHME  IEeKapCTBEHHOro  Ipemapara  (MeXIyHapoIHOe
HEMAaTeHTOBaHHOE, WM TIPYIIIHPOBOYHOE, WIH XUMHAYECKOe M TOProBOe
HaVMEHOBaHMs ), & B CIydae OTCYTCTBHS MEXIyHAapOJHOTO HEMaTeHTOBAHHOIO
HavVMEHOBAaHMS - HaUMEHOBaHHE, B COOTBETCTBUU C KOTOPHIM JIEKAPCTBEHHBIN
IperiapaT BKJIIOYEH B IMEpedeHb >XW3HEHHO HEOOXONMMEBIX U BaXKHEHIIHX
JIEKapCTBEHHBIX PENapaToB,;

B) HOMEp  DPETHUCTPAllMOHHOTO  YIOCTOBEPEHMUS JIeKapCTBEHHOTO
npenapara,

I') TekapcTBeHHas (opMa C YyKa3zaHHEM JO3UPOBKH JIEKAPCTBEHHOTO
IpenapaTa ¥ €ro KOJIM4YeCTBa BO BTOPUYHOM (HOTpeOUTENHCKON) yHaKoBKe,
a TaK)Ke KOMILJIEKTHOCTE;

1) 3aperucCTpUpOBaHHas MpeeNbHas OTIIyCKHas IleHa IPOH3BOAUTENS Ha
JIEKapCTBEHHBIN Iperapar B pyonsx;

e) faTa ¥ HOMep NpuKa3a MuHHUCTEpCTBa 3/ipaBooxpaHenus Poccuiickoit
Oenepaliv 0 rocyJapcTBEHHOR perucTpalud (MepeperucTpaluun) npeaeabHoMN
OTITYCKHOM LIEHBI IPOU3BOAUTEIS Ha JIEKAPCTBEHHBIH Mpernapar;

) IITPUXOBON KOJ, HAHECEHHBIM Ha BTOPUYHYIO (MOTPEOUTEITHCKYIO)
YIIaKOBKY JIeKapCTBEHHOTO Npernapara,
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3) KOA JIeKapCTBEHHOI'O IIperapara [0 aHaTOMO-TepaleBTHYECKO-
XHUMUYECKON KiIacCUpUKAINK, PeKOMEHIOBaHHOM BcemupHOH opraHusaunuein
3IpaBOOXPaHEHU.

6. BHeceHME B peecTp pEeCTPOBOW 3allUCH  OCYUIECTBISIETCS Ha
OCHOBaHHMM CBEICHHH, IIOJy4eHHBIX @M TOCYNapCTBEHHOM perucTpanuy
(mepepeructpallul) INpeAeJbHOM OTIYCKHOW IHEHBI INPOU3BOLUTENS Ha
JIeKapCTBEHHBIN Ipenapar, B TeueHue 1 pabodyero AHs co IHA:

NPUHATHS pELIeHHs O TOCYJapCTBEHHON pETUCTpallid IIpeAeslbHOR
OTITYCKHOH IIEHBI IPOU3BOAUTENS Ha JEKapCTBEHHBIM NIpenapar;

IPUHATUS PELIeHUs O IepeperucTpalry NpeJelbHOM OTIYCKHOM IeHEI
IIPOM3BOJIUTENS Ha JIEKAPCTBEHHBIH Npenapar.

[Ipu  rocynapcTBeHHOM  IlepeperucTpallid  peecTpoBas — 3aIluch
0 roCyIapCTBEHHOM perucTpanyy 3aperucTpIpOBaHHON NIpeAeIbHOM OTITyCKHOM
IIeHbl [TPOU3BONUTENS Ha JIEKapCTBEHHBIN IMpenapaT AONOJHAETCS HOMEpPOM HU
JaTOR pelleHHs O IIepeperucTpaldd IpefelbHON  OTIYCKHOM  IeHBI
IIPOM3BOJIUTENS Ha JIEKAPCTBEHHEIH Ipernapar.

Ilpu npussTMH MuHHCTEpCTBOM  31paBooxpaHeHus  Poccuiickoit
Qenepanui  pelleHUss O IEepPEeperucTpaly IpeleIbHOM OTIIyCKHOM IEeHBI
IIPOU3BOJUTENS Ha JIEKapCTBEHHBIHN IIperapaT COOTBETCTBYIOMAS UH(OpPMAIU
BHOCHUTCSL B PEECTPOBYIO 3allUCh C YKa3aHWeM HOMepa M JaThl peIleHus
0 IepeperucTpali.

7. BHeceHue U3MEHEHUH B peeCTPOBYIO 3aITHCh OCYIIECTBISETCS B YaCTH:

MU3MEHEHUs HaMEeHOBaHUS JIeKapCTBEHHOTO Ipernapara
(MEeXIyHapOIHOTO  HEeNaTeHTOBAaHHOIO, WM  TIPYNIUPOBOYHOIO,  HIH
XMMHMYECKOT'0 ¥ TOProBOr0 HaMEHOBaHHUN ),

HanMcaHus JIEKapCTBEHHOM (QOpMEI;

HalKCcaHMs TO3UPOBKYU JIEKapCTBEHHOTO IIpernapara;

U3MEHeHUs  KoJa  JIeKapCTBEHHOro  Ipemapara II0  aHAaTOMO-
TepaneBTHIECKO-XUMUYECKOH KIacCH(PUKAIIIH;

U3MEHEeHUs  JepXaTels  WIM  BilaJenblla  PerucTpallOHHOIO
yIOCTOBEPEHHUsI JIEKApCTBEHHOI'O IIperapara, €ro OpraHu3allOHHO-IIPaBOBOMH
¢dbopmEr;

U3MEHEHUs I[pPOU3BOJMTENS, €ro OpraHM3allMOHHO-IIPaBOBOM (OPMBEI,
ajipeca MPOHU3BOJIUTENS JIEKAPCTBEHHOTO Ipenapara Mpu yCIOBUHM COXpaHEHHUS
ero IpPUHAIEKHOCTH K TOCYNapCTBY - WieHy EBpa3uicKOro 3KOHOMUYECKOTO
COI03a UM UHOCTPaHHOMY IIPOU3BOIUTENIO;

MU3MEHEeHUs HauMEHOBaHUH IIPOM3BOJICTBEHHBIX IUIOIIA/IOK,
y4acTBYIOIIMX B IIpoliecce NpPOU3BOACTBA JIEKAPCTBEHHOI'O IIpenapara, HX
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MECTOHAXOXIEHNWS IIpH YCIOBUM COXpaHEHUs WX [PHUHAMIEKHOCTH K
rOCyapCTBy - 4ileHy EBpasuMiCKOro 3KOHOMMYECKOI'O  CO03a  HIIH
MHOCTPAHHOMY ITPOU3BOJUTEIIIO;

H3MEHEHHS HOMEpa PErUCTPalOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO
npenapara;

U3MEHCHHUS  IITPHUXOBOTO  KOJA, HAHECEHHOIO Ha  BTOPHYHYIO
(TOTpebUTENBbCKYI0) YIIaKOBKY JIEKAPCTBEHHOTO IIPEIapara;

H3MEHEHNsS KOMIUIEKTHOCTH JIEKapCTBEHHOIro Ipenapara (IpU YCIOBHH
OTCYTCTBHS WM3MEHEHHsS ero KOJMYecTBa BO BTOPUYHOM (IOTpeOHTEIBCKOMH)
yIIaKOBKe),

H3MeHeHUs (HOPMBI BEITyCKa JIEKAPCTBEHHOT'O Ipenapara, COIIOCTaBUMOM
110 JIeKapCTBEHHOH opMe, NO03UPOBKe (KOHIIEHTPALH, aKTUBHOCTH B €MHHIIAX
IeWCTBUSA) U 00IeMy KOJMYECTBY BO BTOPHYHOH (IIOTpeOUTENBCKOM) YIIaKOBKE
(32 HMCKIIOUEHHWEM CllydaeB, TMpPeLyCMOTPEeHHbIX myHKToM 25 IlpaBun
rOCyHapCTBEHHOM perucTpallid ¢ I[EepeperucTpaldM YyCTaHaBIMBAaE€MBIX
IIPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IIpENapaToB IPEAeNIbHBIX OTIIYCKHEIX ILE€H
Ha JIEKapCTBEHHBIE IMpelnapaThl, BKIIOYEHHBIE B IIEPEYEHb JKU3HEHHO
HEOOXOMUMBIX W BaXXHEHIINX JIEKapCTBEHHBIX IPENaparoB, YTBEPXKIAEHHBIX
nocranosnervieM IIpaBurensctBa Poccuiickoit ®epepanyu oT 29 oKTI0ps
2010 r. Ne 865 "O rocynapcTBeHHOM peryIMpOBaHUU LeH Ha JIEKapCTBEHHEIE
IpernapaTsl, BKIIIOUEHHBIE B IIEpeUeHb KU3HEHHO HEOOXOIHMBIX M BAKHEMIIUX
JIeKapCTBEHHBIX IIperapaToB').

BHeceHue yka3aHHBIX W3MEHEHHH OCYHIECTBIAETCS HAa OCHOBaHUH
3asBJICHUS JepKaTelsd WIM BIaJeNbla PEruCTPallMOHHOIO YAOCTOBEPEHHUA
JIeKapCTBEHHOTO Mpenapata (YIOJTHOMOYSHHOTO UM JINLIA), IIPEACTaBIIeMOro Ha
OymaxksoM Hocutesne (B 1 K3eMIUipe) W B SJEKTPOHHOM BUAe o ¢dopme
COrJacHO TPUJIOKEHHUIO, MUHHUCTEPCTBOM 3/paBOOXpaHeHUs PoccHiCKon
®enepanmu 6e3 cornmacoBanus ¢ PeepatbHOM aHTUMOHOIOIBHON CiIyk060H ¢
COXpaHeHHeM IOClIeJHEeH 3aperrCTpUPOBAaHHON LEHBI Ha JIEKapCTBEHHEIN
npemnapar.

MunuctepctBo  3apaBooxpaHeHuss — Poccuiickont — @enepanuu 1o
pe3yibTaTaM BHECEHHUS M3MEHEHUU B PEECTPOBYIO 3allUCh BBINAET IEPHKATEIIIO
WIH BIAJENbIy PETUCTPALMOHHOI0 yIOCTOBEPEHNS JIEKApCTBEHHOIO IIpernapara
(YIIOJTHOMOYEHHOMY UM JIMLY ) BBIITUCKY U3 peecTpa.

JlomyckaeTcss BHECCHHME HW3MEHEHHH B peecTp ©Oe3 corlacoBaHUS C
DenepanbHON aHTUMOHONOJBHOH ciy>k00H C COXpaHEHHUEM IIOCIEIHEH
3apErMCTPUPOBAHHON II€HBl Ha JIEKapCTBEHHBIA IIpernapar KHOCTPAHHOIO
IIPOM3BOJACTBA IIPY BHECEHMM H3MEHEHHs B PEECTPOBYIO 3allMCh B YacTH
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HM3MEHEHUs] NPOU3BOJUTENS JEeKapCTBEHHOrO Ipernapara rocyaapcTBa - 4jeHa
EBpa3uiickoro 3kOHOMHUYECKOT0 COK03a.

CoOTBETCTBYIOIIME W3MEHEHHS BHOCSTCA B PEECTPOBYIO 3alluCh C
yKa3aHHEM HOMEpA U IaThl BHECEHUS U3MEHEHU.

8. Ilpn BHeceHMHM W3MEHEHUH B PEECTPOBYIO 3allCh B COOTBETCTBHUU C
IyHKTOM 7 Hactosiuux IlpaBun B ciywae, ecid B paMKax OJHOIO
PETUCTPAalMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO npenapara
3apEerucTPUPOBAHO HECKONBKO MpelelbHBIX OTIYCKHBIX LEH HpPOU3BOAUTENEH
Ha 3TOT JIEKApCTBEHHBIN IHperapaTr ¢ TaKuMH JXe JIeKapCTBeHHOW (OpMOH,
NO3UPOBKOM M KOJUYECTBOM BO BTOpHYHOUW (TOTpeOUTENHCKOR) YMakKoBKe,
TO IIOCTEOHSAS 3aperuCTPUPOBAHHAs IieHA OIpeAesseTcs C  y4eTOM
KOMILIEKTHOCTH JIEeKapCTBEHHOTO Tpernapara, QOpMbI BEIITyCKa JIEKapCTBEHHOIO
Ipenapata 4 CTPaHBI-IPOM3BONMTENS  JIEKapCTBEHHOro  Ipemnapara
(IpOM3BOACTBEHHBIX IUIOIIAJOK, YYAacTBYIOIIMX B IIpolLecce NPOU3BOJICTBA
JIeKapCTBEHHOIO Mpenapara).

9. CeenleHUsT O TOCYNapCTBEHHOH perucrpanuu (IepeperucTpaium)
IIpe/IeIbHON OTIIyCKHOM IIeHBl NMPOM3BOIMWTENS Ha JIeKapCTBEHHBIM mpenapar
[IoJUIeKaT UCKIIIOYEHHIO U3 peecTpa B cirydae:

a) IpeACTaBIEHUs JepXkKaTejaeM WM BIAJEIBIEM pPErUCTPaAlliOHHOTO
YIOCTOBEpPEHUsl JIEKApCTBEHHOro IIipemnapara (YMOJIHOMOYEHHOTO WM JIMIIA)
3asBJeHHs O0 HMCKIIOUEHUM CBEJICHWHA W3 peecTpa B CBSI3U C OTCYTCTBUEM
JEKapCTBEHHOr0 Iipenapara B oOpameHWd Ha Tepputopuu Poccuiickoit
Qenepanyy;

0) UCKITIOYEeHUS JIEKapCTBEHHOTO IpemapaTa H3 TI'OCyAapCTBEHHOTO
peecTpa JeKapCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO MPUMEHEHNS;

B) HCKJIIOUYEHUS JIEKapCTBEHHOro Ipenapara M3 MepedHs >KU3HEHHO
HEOOXOAMMBIX ¥ BaXXKHEHIINX J€KapCTBEHHBIX IPENapaToB;

I) HICTEYEHUsI CpoKa TFOMHOCTH 3aperucTpupoBaHHOro B Poccuiickoi
denepany JEKapCTBEHHOIO TMperiapara, CpoK NeHWCTBUS PETUCTPAlMOHHOTO
YAOCTOBEPEHHUS KOTOPOTO UCTEK;

J) OTMEHBl  pelleHuss O TOCYAapCTBEHHOW  perucTpanuud  Wiu
[IepeperucTpallii  MpeleNbHONM  OTIYCKHOM  II€HBl IMPOU3BOAUTENS Ha
JIeKapCTBEHHBIN MIpenapar.

10. YnonHOMOUeHHOE JIULO JepxKaTens WA BlaAeNbla
PETUCTPaLMOHHOIO yJOCTOBEPEHM JEKApCTBEHHOIO IIpernapara MpelCTaBlseT
NOKYMEHT, TOATBEPXAAIOIIHI €ro IIOTHOMOYHSL.

11.Ilpp npunsTuM MUHHUCTEPCTBOM 3[paBooxpaHeHus Poccuickoit
Oeneparvn  pemienuss 00 UCKIIOYEHHH CBEJIEHME O TOCYyIapCTBEHHOM
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pETUCTpaliH NPeAETbHON OTITYCKHOM LIEHbl TPOU3BOAUTENS Ha JIEKAPCTBEHHBIN
ImpernapaTr COOTBETCTBYIOLIAS 3allCh IPOM3BONUTCA B pEECTpPe B TEUCHHE
1 paGodero mHS cO AHS NPUHATUS TaKOro PEIIeHHs C yKa3aHWeM OCHOBaHHUS U
JATHI €r'0 MPUHSITHS.

12. Peectp myOmukyercs Ha o¢unMaibHOM caiiTe MuHHCTEpCTBA
31paBOOXPaHEHHUS Poccutickoit denepanumn B HH(DOpMaIMOHHO-
TeJEKOMMYHUKAIIMOHHOW cetrt "MHTepHeT" U OOHOBISETCS €XETHEBHO
C COXpaHeHHeM Ha caiiTe BceX NpeAbIIyIuX pelaKuil peecTpa.

13. adopMmarus o 3aperiuCTpUPOBAHHBIX NIPEACIBHEIX OTIYCKHBIX II€HaX
MIPOM3BOJIUTENIE Ha JIEKapCTBEHHBIE IIpernapaTrhl pa3sMELaeTcs B alTEYHBIX
OpraHu3alusgx B JOCTYITHOM IS BCeX 3aMHTEPECOBAHHBIX UL (GOpPME C YUETOM
TPYNIHAPOBKA IO MEXJIYHApPOAHBIM HENAaTEeHTOBAHHLIM  HAaWMMEHOBaHUAM
JICKAPCTBEHHBIX IIPEIapaToB.

14. CBenennsi, conepxallliecss B PEECTpe, SBIAIOTCA OTKPHITEIMH H
OOIIEIOCTYMHBIMY U HPEACTABIIIOTCS 3aMHTEPECOBaHHBIM JIHIIaM OeCIUIaTHO II0
HX MIHCHMEHHBIM 3allpocaM B BHJE BBIIMCOK M3 peecTpa B TeUEHHE 5 THEH Co
JTHSI IOCTYIUIEHUS 3aIpoca.

28091449 doc



70€0L3¢E

(1aLhou yoHHod1MaIre dodre (OMHREOHOWHEH)

eledenodu oJoHHagL0deNOl BMHAd980L00YA oJoHHOUTTRdLoMIad Talralrelrd Wik arrarexda)y

(19Lhou yoHHod1yarre oodrre ‘oadre YI9EOLKOL {OUHBIOHSWHEH)

qalugres

goredenodu XITHHIELIA eI XHIMTHOHXBE H XITWHIOXQ09H OHHIHEM,
qHdhddou a mIaHHIKOIINI A ‘Ledenadu HITHHIALIA AL BH BIraLurogeHuodl I9HIN HOHMIAILLO
goHqarrdradu nnnedLoniad nvonHagaLdder£501 o 9onnee 01A90d.L399d 4 HHHOHIWEH HHHAIIHA O

ANHAIIBVE

(ewdo)

goredenadn xiIaHHogL0deNOIr XUMUSHX L
U XIINHI'OXQOSH OHHIHEWX 9HORadaL
g JIIHHOROIINA ‘I91edenodu orgHHadLodRIAI
BH HaraLurogenodi HOM XIGHMOALLLO
x1aHqrraradu xiauHegodudiontades ediooad
0JOHHa910deIr K001 KMHoTod wernged] [ X

HAHAXOLMNLI
ve



0p°61¥1608C

01 6 8 L 9 S 14 ¢ [4 I
yarrgAd €9
ArgoxeuA (#a1rgAd) OITH £29 QUHEBIOHOWHEBH
£ dxor) AxgoxelA avdodelA ALOOHLISUTINON S ONOORIINHX HITH BUHAdo901001A
(IS G 1=V 7 {e%) *r -
JEvH X1V ( 9 o1foqrrarngadion ee |(oxodarra1ngadiolr) ‘exdgoducor OUHBIOHOWHEH | | OJOHHOWNI | L/
Yed HL oiAnnudoisd eH ” . . soHnogodunnAds uuu B
7oy KIroLurodgerodu yonnudold og endod sogoado], . -edrontad N
oy UI9HHODOHEH iy QOHHEBHOLHALBLIOH
e BHOII EBHMOALLO  |09100hHION 99MQ()| KeHHodLodexo|[ domoy
o3 yogoxudi[]] 90oHTOdBHATNIA]
= KeHquarad] |
/It
eHedL) dodry (oMHBIOHOWHEH) TLraLHYOgeHOd] | ea1ovogeHodl BUIRL) Y
v]

(1orreHe oas uru (nurredoudoxHn) unurediontod sHedro @
AHINYIaLeIIOoI0IeH Yo ‘dowoH uiaHHouedonIad ‘eHeado oremoikdudioniod sunedonanuel ‘uuedrontad enedio - murr Xuxosnhurudol
X19HHRdLOOHH K1Y (HH]) eMUIMIUOLRILIOIONRH dOWOH HITHHOUITENU(PHULIHOTHY - UL Xioohurudol xmiounosod ki) unrredioniad snedio
g RNHUINIIALRITIOIONRH d9109he) § KMHOHIWHAI OJOMOHMIMTONW KUY eledenadn oloHHegrodexor srrornrodenodu unnedioniad o KuHATE))

(zorrene oae urry (uutredondoynu) nuiredroniad oHedLO € BMHIIYIALBIIIOIONRH YO ‘dONOH
yigaHoMITedionIad ‘eHeido oromoiAdudioniod omHesoHowweH ‘uumnediontod exedio - murr xioonurudor xgHHedIOOHM KUY ‘(L)
eXHITIIRLRIIOIONBH dOWOH HITHHOMITEMHM(ULHOTY - NHI Xmoohurudol xmiounoood srr) uunedionied oHedlo g eMHIMIGIOLELTIOIOLNBH
ddroohey € eiledeuodu osonHogrodedor suHodogorooA ogonHounediomiod endarorerd vy Kirarexdor uunedioniod o EUHITRE)

G¢




20€0L8¢E

*,, eledenadi odoHHIgLodeOL
AxgoxenAk o1430491r911gadLIoll ee KIroLUIogeHod BHOI KRHMOAILLO KeHALIaTodl KoLdedardLuhoded yodoiox wolonA o ‘eredenadn oloHHsgrodesar exokuiag ewdod
BolLoRaIdERA OHGIrALHHIONOY ¢ goriedenadn XI9HHOELOdRNOIr XUIMTHOHXRH U XITIWHTOXQOSH OHHOHEMX 9HOhadol g S1HHOKOINE ‘[dredenadin sigHHSgLddRNAI BH
HoN nuHegoduirA1od WOHHAALOARIIAD0I O, $98 N 1 0107 KdOBINO g7 L0 uunedorrap HONOUUII0J ra1d9raLnged] | WOUHAIOHRLOON XITHHAKdaa14 ‘aoredenadu
XITHHOE10dRNol XUIMHOHNKES U XIIWUTOXQOSH OHHOHEMX dHOhOdOU € SMHHOROINE ‘[diedenodu SI9HHAE10dRMOIr BH HON XITHMOANLO XIIHAKaradn goredemadu
XI9HHog1odexor HNELIrdLUogenodl XI9WdearLgeHRLOA uuedioniadodan u uniredrontod poHnadioder ood ruged]| ¢z WOLMHAL XI9HHOALOWOATSdII ‘XBRRAILD ¢
-gorederadi xiaHHEIOdEMAL XUITHOHNEE 1 XIIWNHITOXQOOH OHHOHEIX WoHRadon otonnadromwaAradn ‘eredenadin 010HHAELOdRNOL SUHRAOHOWHEH
soloeaderdA eledenodu oJoHHaglodedor MMHAOARE0LO0YA WOHHOMNIRILOMIO € KMHREOHOWHEH OJOHHRHOLHOLBIOH OJIOHTOJBHAIIKOW KHEIOLAOLO JBRALD ¢

*

19LhoU YoHHOdLYaIe oodry I9HO(OLOL SITHINBLHOY

(3ounrou) (9100HM1rOT) Cond)

OIIMIf QOHHOhOWOHIIOII A

9¢



37

2.B  nocragoBnenur IlpaButensctBa  Poccuiickod — Penepanuu
oT 15 centsabps 2015 r. Ne 979 "O BHeceHHHM H3MEHEHUW B IOCTAaHOBIICHUE
IIpaButenbcTBa Poccuiickoit ®Pemepanuu oT 29 okTsadps 2010r. Ne 865
U o0 YTBEpXXIEHUWU METOJUKHU pacueTa YCTAaHaBIMBACMBIX [POM3BOAUTEISIMU
JIEKapCTBEHHBIX IIpernapaToB IpPeeiIbHBIX OTIYCKHBIX HEH Ha JIEKapCTBEHHEIE
Ipenaparsl, BKIIOYEHHbIE B IepedeHb XKU3HEHHO HEOOXONUMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX MpEenapaToB, IpW UX TOCYNapCTBEHHONW pPETUCTpalMd U
epeperucTpaluu':
| a) OTIONHHUTH MyHKTOM 1! Clieyromero conepxanus:

"1'. MusuCcTEepCTBY 3apaBooxpaneHuss Poccuiickoii @epepauum U
DenepansHOl  aHTHUMOHONOJBHOM CHyx0e JaBaTh MpU HEOOXOAHUMOCTH
Pa3bsACHEHHS] [0 DNPUMEHCHWIO METOAWKH pacdeTa YCTAaHABIMBAEMBIX
POU3BOAUTENSIMU JIEKAPCTBEHHBIX ITPENapaToOB IIPeJelbHBIX OTIYCKHBIX Ii€H
Ha JIeKapCTBEHHble TMpenaparhbl, BKJIIOYEHHbIE B IIepEYeHb KU3HEHHO
HEOOXOAMMBIX M BaXHEMIIMX JIEKapCTBEHHBIX IMpenaparoB, IpU HX
rOCyJapCTBEHHON  perucTpallid U  [epeperucTpanuy, YTBEpPKIAEHHOU
HaCTOSIIIMM IOCTaHOBJIEHHEM. " '

6) METOUKY pacuera yCTaHaBIHBaeMBbIX IPOM3BOAUTEISIMU
JIEKapCTBEHHBIX IPENapaToB IPEAeIbHBIX OTIIYCKHBIX IIeH Ha JIEKapCTBEHHEIE
npenapathl, BKIIOYEHHbIE B MepedeHb KU3HEHHO HEOOXOIUMBIX M BaKHEUITUX
JEKapCTBEHHBIX I[IpenapaToB, IPH HX TIOCYIapCTBEHHON perucTpalydu Hu
NepeperucTpalvy, YTBEPKACHHYIO YKa3aHHBIM IIOCTaHOBIIEHHEM, H3JIOKHUTH
B CIIEYIOIIEH pelaKIyu:
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"YTBEPXJIEHA

nocraHosieHueM lIpaButenscTBa
Poccuiickoit @enepanuu
ot 15 centsbps 2015 r. Ne 979
(B penakiiu moCcTaHOBICHUS
IIpaButensctBa Poccuiickoit denepaumu
oT 8 okTsa0ps 2018 r. No 1207)

METOJIHK A

pacyeTra yCTAHABJIMBAaeMbIX NPOU3BOJAHTE/ISIMH JIEKAPCTBEHHBIX
NpenapaToB npeebHbIX OTIYCKHbIX LIeH HA JIeKapCTBEHHbIE NPenaparhl,
BKJ/IIOYEHHbIE B NlepeYeHb *KH3HEHHO HeOOXOAHMBbIX H BasKHeH X
JIEKapCTBEHHBbIX NPeNapaToB, NPH HX rocy1apcTBEeHHOI
pPerucTpauyy 4 nepeperucrpanum

I. O6ume nosioxenus

1. Hacrosiimass MeToquka ycTaHaBIMBAaeT HNOPANOK pacyeTa NpeerabHBIX
OTIYCKHBIX LIEH @POM3BOAUTENEH JIeKapCTBEHHBIX IIpenaparoB (paiee -
IPOU3BOANTENIM) Ha JIEKapCTBEHHBIE IpenapaThl, BKIIOYEHHBIE B TIepeYeHb
U3HEHHO HEeOOXONWMBIX M BaXXHEWIIMX JIEKapCTBEHHBIX TpenaparoB (Janiee -
JIeKapCTBEHHBIE I[penaparbl), NpH WX T[OCYAapCTBEHHOM perucrpanuu |
HepeperucTpaum.

II. PacueTt npenenbHO OTIYCKHOM 11eHBI Ha pedepeHTHBIN
JIEKapCTBECHHBIN Ipenapar IpU €€ rocy 1apCTBEHHON peErucTpaluu

2. IlpenenpHas oTmyckHas IieHa Ha pedepeHTHBIH JeKapCTBEHHBIH
mpernapaT yCTaHaBIMBAeTCs Il KaXAOro IIPOU3BOJIMTENS B  paMKax
PETUCTPALMOHHOI0 YJJOCTOBEPEHHUsI pehepeHTHOro JIEKapCTBEHHOTrO Tperapara
B COOTBETCTBUM ¢ TpeOoBaHusMH IyHKTOB 24 u 25 IlpaBui rocynapcTBeHHOM
perucTpalii ¥ MEpEeperucTpaliyd yCTaHaBIMBAaEMBIX [POU3BOIUTEISAMU
JIEKapCTBEHHBIX MpenapaToB NpeAeNbHBIX OTIYCKHBIX L€H Ha JIeKapCTBEHHBIE
TperiapaThl, BKIIOUYEHHbBIE B NepedyeHb XU3HEHHO HEOOXOOUMBIX M Ba)KHEUIITNX
JeKapCTBEHHBIX NpenapaToB, YTBEPXKISHHbIX MocTaHoBIeHueM [IpaBurenbcTBa
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Poccuiickoit ®@enepanun ot 29 oxsi6ps 2010 r. Ne 865 "O rocymapcTBeHHOM
peryjaMpoBaHKM IIEH Ha JIEKapCTBEHHBIE IpenapaThl, BKIIOUEHHBIE B ME€pPEYEHb
’KM3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIEKAPCTBEHHBIX IIpenaparoB”
(manee - IlpaBuna), Ha OCHOBaHUHU NAHHBIX, PACCUUTAHHBIX B COOTBETCTBUU C
HACTOsIEeN METOIUKOM.

3. Ilpepnaraemass K TrOCyJapCTBEHHOHW  perMCTpallMd — TpejesibHas
OTIIyCKHas II€HAa IPOMU3BOAMUTENICH TOCYylapCTB - 4iIeHOB EBpa3suiickoro
5KOHOMHYECKOI'O COI03a Ha pe(EepeHTHBIN JIEKapCTBEHHBIN MpenapaT He MOXKET
MPEBBIIIATH:

a) CpeAHEB3BELIEHHYIO0 (PAKTUYECKYIO OTITYCKHYIO lIeHY Ha pedepeHTHbIH
JIEKapCTBEHHBIM  Ipemapar 3a  OTYETHBIH  NEPHOJ,  PaCCYMTAHHYIO
B COOTBETCTBUHU ¢ pasfesnoM [V Hacrosiuell METOAWKHA Ha OCHOBAaHUHU CBEJCHUM
06 o06BeMax U OTNYCKHBIX I[eHaX HaxOMSLMXCSA B obOpameHun B Poccuiickoi
Penepallvy JIEKapCTBEHHBIX IIPENapaToB [IPOU3BOAUTENIEH rOCYAapCTB - YJIEHOB
EBpasuiickoro 5KOHOMHUYECKOIO COI03a M HMHOCTPAaHHBIX IPOM3BOJHUTEIEH,
OCYLUECTBIIAIOUIMX MEPBUYHYIO U (MIH) BTOPHUUYHYIO YIIaKOBKY JIEKAPCTBEHHOTO
npenapara B Poccuiickoit @enepaiiniy, CormacHo NpUIoKeHH o No 1;

0)B ciyyae ecnd JIEKapCTBEHHBIM  Ipenapar, IIpOM3BeJeHHEIH
IIPOU3BOJMUTEINIEM I'OCYIapCTB - WIEHOB EBpa3zuilcKOro 3KOHOMHYECKOIO COHO3a
peanu3yercss B HHOCTPAHHBIX TOCYJapCcTBaX, B OTHOIICHHWH KOTOPBIX
npeacTapisercs UHpopMaiMs 00 ypOBHE MUHHMMANIBHBIX OTIIYCKHBIX IIEH Ha
JIEKapCTBEHHbIE [Ipemnaparsl, I10 IIEPEYHIO COMIacHO MpHIOKeHHI0 Ne 2, -
MHUHHUMAJIBHYIO OTIYCKHYIO LE€Hy I[IPOU3BOJAUTENs TIOCyAapcTBa - 4YieHa
EBpasuiickoro 53KOHOMHYECKOTO coro3a (06e3 ydera MPOH3BOACTBEHHBIX
IUIOIIA/I0K) Ha JIEKApCTBEHHBIH Ipenapar B YKa3aHHBIX TOCYAapCTBax,
pacCYUTaHHYIO B COOTBETCTBHM ¢ pasznenom VII Hacrosiedl MeTomuku Ha
OCHOBaHMM pacyeTa IIPeNelIbHOM OTIYCKHOM LIEHBl TIPOWU3BOJUTENS Ha
JEKapCTBEHHEIM  INpenapar,  IpPEICTaBIIeMOM  HAa  TOCYJapCTBEHHYIO
pErncTpanuio (IepeperucTpaLyio), COracHO HpuiokeHHIo Ne3 ¢ yuerom
pacxo/ioB, CBSI3aHHBIX C TAMOXXEHHBIM O(QOPMIICHUEM.

4.1lpennaraemas K TOCYJapCTBEHHOM perucTpalii  mOpedeibHas
OTI[yCKHast [€HAa HHOCTPaHHBIX IPOU3BOAMTENEH Ha  pedepeHTHBIN
JIEKapCTBEHHBIN NIperapar He MOXET MPeBbIIIATh:

a) Cpe[JHEB3BELICHHYI0  ()aKTHYEeCKyl0 IIeHYy BBO3a pe(epeHTHOro
JIEKapCTBEHHOr0 TMpernapara 3a OTYETHBIH INEpHOJ C YYETOM pacXojoB,
CBA3aHHBIX C TaMOXEHHBIM O(OPMIIEHHEM, PACCUHTAHHYIO B COOTBETCTBHH
¢ paszpenom VI HacToslleldl METONMKM Ha OCHOBaHHHU CBeleHHH 00 oObemax
H O IleHaxX BBO3a JIEKaPCTBEHHOI'O IIpernapaTra WHOCTPAHHOTO IPOU3BOJCTBA,
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Haxodsdulerocs B oOpaineHud Ha Tepputopun Poccuiickonn @enepanuy,
32 OTYETHBIN eprOo/1 COTTIACHO NPUIIOKEHHUIO Ne 4;

0) MUHUMAJILHYIO OTIYCKHYIO II€Hy HHOCTPAHHOI'O IIPOM3BOJUTENS
(6e3 yueTa MpPOM3BOACTBEHHBIX IUIOMIANOK) Ha pedepeHTHBIN JIEKapCTBEHHBIM
Ipernapar B MHOCTPAHHBIX TOCYAapcTBaX, YKa3aHHBIX B NpHIIOKeHHH Ne 2 K
HACTOSINEeW METOAMKe, OIPeJIeNIeHHYI0 B COOTBETCTBHH ¢ paszenoM VII
HACTOSIIIeH  METOAWKM Ha  OCHOBaHHM  pacdera, IIPeNyCMOTPEHHOTIO
npuioxenueM Ne 3 K HacTOsIIENH METOIUKE, C yUETOM PACXOJ0B, CBA3aHHEIX C
TaMOEHHBIM 0(hDOpPMIIEHUEM. '

5. IlpegmaraemMas K TOCYHapCTBEHHOW pETHCTpallu¥  HpeAelbHas
OTIIyCKHAasi IleHa HMHOCTPAaHHBIX IPOW3BOAWTENEH Ha  peepeHTHBIA
JeKapCTBEHHBI  IIpernapar,  OCYLIECTBISIIONIMX  WIH  IUIQHUPYIOILIHUX
OCYIIIECTBIIATh MNEPBUYHYIO H (WJIM) BTOPHMUHYIO YIAKOBKY JIEKAPCTBEHHOIO
npernapara Ha Tepputopun Poccuiickoit denepanuu, He MOXET IPEBBIIIATE!

a) cpeIHEeB3BElIeHHYIO (aKTUYeCKyI0 OTIIYCKHYIO IIeHY Ha pedepeHTHBIH
JeKapCTBeHHBI  Ipemapar 3a  OTHETHBIA  IEPHOJ,  PAaCCUHMTAHHYIO
B COOTBETCTBUH C pazfenoM IV HacToslell MeTOANKN Ha OCHOBAHUU CBEIEHUH,
IpeTyCMOTPEHHBIX IpmiokeHneM Ne 1 K HacTos1IeH MeTOIMKE;

0) MUHIMaJIBHYIO OTITyCKHYIO I[€Hy HMHOCTPaHHOI'O IIPOM3BOAUTEINS
(6e3 ydeTa MPOM3BOACTBEHHBIX IUIOMIAN0K) Ha peepeHTHBIM JIEKapCTBEHHBIN
nperiapaTr, pacCUMTAaHHYI0 B COOTBETCTBMU C pasgenoM VII Hacrosiein
METOJMKA Ha OCHOBaHHWM pacdeTa, MPeIyCMOTPEHHOro HpmioxeHueM Ne 3 k
HacTOsAINEeH METOAWKe, M CBeAeHUH 00 ypoBHE MHUHHMAJBHBIX II€H
JIEKAPCTBEHHOrO TMpenapara B HMHOCTPAHHBIX TOCYJapcTBaX, YKa3aHHBIX
B npuiioxeHun Ne 2 K HacTosIel MeTOANKEe, C y4€TOM pPacXOJOB, CBA3aHHBIX
C TaMOKEHHBIM O(OPMIICHHUEM.

6. Ilpu rocymapcTBEeHHOW perucTpanuu IIpefeibHas OTIIyCKHas IieHa
Ha pedepeHTHBI JeKapCTBeHHBIM IpemapaTr A BCEX NPOU3BOAUTENEH
B paMKax perucTpallMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOIO IIpernapara
c yueroMm TpeboBaHuii myHkTa 24 IlpaBun He MOXXeT IpeBBINAaTh YPOBEHb
MUHHMAaJBHON W3 IIeH, PacCYUTAHHBIX C y4YeTOM TpeOoBaHUM IyHKTOB 3 - 5
HACTOSIIEH METOIUKH.

7. llpennaraemass K TOCYJapCTBEHHOM  perucTpaluu IpeaeibHas
OTIyCKHasl IleHa Ha pedepeHTHBI JIeKapCTBeHHBIM IIpernapar i BCexX
IPOM3BOAUTENEH JIeKapCTBEHHOrO IIperapara 0e3 ydeTa (OpPMBI BEIITYyCKa
JIEKapCTBEHHOI'O Ipeliapara, 3a HUCKIIOYEHUWEM CIydaeB, IpeIyCMOTPEHHBIX
nyHKTOM 25 [IpaBuni, He MOXET NPEBBIIIATE!
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a) B ClIy4yae eci¥ B paMKax OJHOTO PEerucTPallMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O IIpelaparta 3aperuCTpUpPOBaHbl IIPEAEIbHbIE OTIYCKHBIE IIEHBI
Ha pedepeHTHBIN JIeKapCTBEHHBIN Ipemapar C TaKod >e JIeKapCTBEeHHON
dbopMOli W [O3UPOBKOH (KOHIEHTpalued, aKkTHBHOCTBIO B E€IUHUIAX
JEeHCTBUS), - MpelebHyI0 OTIIYCKHYIO IIeHy Ha pedepeHTHBIM JeKapCTBEHHBIH
IIpenapar, pacCUMTaHHYI0 HCXOIsS M3 CPeNHEro apu(pMeTHUecKOro 3HAYEHUs
CTOMMOCTH OIHOM JIeKapCTBEHHOX (OpPMBI JIEKapCTBEHHBIX IIpeNaparos,
UMEIOLIMX Onroxaime CMEKHBIE KOJIN4ECTBA BO BTOPUYHOU
(moTpeOuTENbCKON) YMakoBKe, HA OCHOBaHMM CBEJACHUH O HaIM4HUU
3apErucTpUpPOBAHHbBIX IpeeNbHBIX OTIIyCKHBIX LIeH 3as1BIISIEMOIO
JIEKApCTBEHHOTO IIpernapara corjacHO IpriioxKeHuro Ne 5.

0) B cllydae eclid He 3aperuCTPUPOBaHBI NIpeebHbIE OTIIyCKHEIE 1IeHBI Ha
pedepeHTHBIN  JIeKapCTBEeHHBIM IperapaT ¢ Takod JKe  IO3WPOBKOH
(KkOHLIeHTpalMel, aKTUBHOCTBIO B €JMHMIIAX JeUCTBHS), - HpPEIeNbHYIO
OTIIyCKHYIO 1IeHY Ha pedepeHTHBIN JeKapCTBEHHBIN IIperapaT, pacCYMTaHHYIO
UCXOAS U3 CpedHero apu(MEeTHYecKoro 3Ha4YeHUsT CTOMMOCTU E€IUHULIBI
NeHCTBYIOILEr0 BEIlecTBa JIEKapCTBEHHBIX NperapaToB, UMEIOIINX Ommkaiinme
CMEXHBIE  JO3MPOBKHM, Ha OCHOBAaHUU CBEICHUN, IPEAYCMOTPEHHBIX
npuioxenneM Ne 5 k HacTosIIEH MeTOIUKE.

8. B cmydae ecnmu MO COCTOSHUIO Ha JaTy HpPEACTaBICHHUS 3asBICHUS
O TOCYyHAapCTBEHHONM  perucTpalldd  OpeAeIbHOM  OTHYCKHOM  II€HBI
IIPOM3BOJUTENS Ha pedepeHTHRIH JeKapCTBEHHbIN mnpenapaT B MUHUCTEpCTBO
3apaBooxpaHeHuss Poccuiickoit @emepanud B paMKax MeXIyHapOJIHOTO
HEIaTeHTOBAHHOTO HauMEHOBaHUS 158 JIEKapCTBEHHOU (bopMEI
3apEruCTPUPOBAHbl IpefeibHBlE OTI[yCKHBIE IEHBl IIPOU3BOJUTENEN Ha
COOTBeTCTBymmHe BOCHpOM3BEJeHHbIe, OHoaHanoroseie (OuonomobHbIE)
JEKapCTBEHHBIE IIpernapaTrhl, IpH 3TOM IIpedejbHas OTIIyCKHas IleHa
HpOU3BOIUTENSl  Ha  pedepeHTHBI  JEeKapCTBEHHBIM  IIpemapaT  He
3aperucTpUpoBaHa, TO I[pejylaraeMas K TOCYJapCTBEHHOM perucrpanuu
npefenbHas OTIyCKHas IleHa Ha pedepeHTHBIH JeKapCTBEHHBIA Mpernapar
HE MOXET IpPEeBBIIaTh MaKCUMAJIbHYIO 3aperMCTPUPOBAHHYIO IPEACIbHYIO
OTIIyCKHYIO LI€HY Ha COOTBETCTBYIOIIMI BOCHPOM3BEJEHHBIA, OHOaHaIOrOBHIH
(buornonoOHEI) TeKapCTBEeHHBIN Mpenapar.

III. PacyeT npenenbHOM OTIIyCKHOM 11€HBI Ha BOCTIPOU3BEICHHBIH,
O6roaHaNoroBEIi (OHOMOO0HEIH) JIEKapCTBEHHBIH MperapaT

IIPY €€ rOCY1apCTBEHHON PErUCTpaluy

9. IlpenenbHas oTHmycKkHas LieHa Ha BOCIIPOM3BECHHBINA, OM0OaHAIOTOBBIN
(buononoOHBIN) JeKapCTBEHHBIH TMpemapaT (Hanee - BOCIIPOU3BEICHHBIH
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JIeKapCTBeHHBIM TMperapar) yCTaHaBIMBAaeTCAd I KaXZOro IPOW3BOJUTENS
B paMKaxX pEerHCTPallMOHHOIO YJIOCTOBEPEHHUs JIEKapCTBEHHOIO IIpernapara
B COOTBETCTBHM ¢ TpeGoBaHMSMH IyHKTOB 24 u 25 IlpaBui, Ha OCHOBaHHH
JAHHBIX, PACCYMTAHHBIX B COOTBETCTBUU C HACTOSILEN METOAMKOM JJIA KaXKIOH
TPYIIIBI IPOU3BOAUTENEH JIeKapCTBEHHBIX IIPENapaToB.

10. Ilpenmaraemas K TroCyJapCTBEHHOM perucrpanud IpelaelibHas
OTITyCKHAs IIeHa TIPOU3BONUTENeH TOCyHapcTB - WIEHOB EBpasuiiCKoro
SKOHOMMYECKOT'O COI033a Ha BOCIIPOM3BEIACHHBIM JIEKAPCTBEHHBINM IIpernapar
HEe MOXET IPEBBIIATE!

a) OTIIyCKHYIO  LIeHy, pAacCUHUTaHHyld C Yyd4eToM TpeboBaHHUH
nyHKTOB 26 - 28 IlpaBun u B coorBercTBUM C pazgenoMm VIII Hacrosmeit
METOOHKM Ha OCHOBaHMW [AHHBIX pacueTa IpeNelbHOU OTIIyCKHOM IE€HBI Ha
BOCIIPOM3BENCHHBINA,  OMOaHANIOroBelH  (OHMONONOOHBIA)  JIEKAPCTBEHHBIN
Impenapar, NpeJCTaBIIeMON Ha TIOCYAapCTBEHHYIO PErMCTpallHio, COIJIACHO
npuioxeHuto Ne 6;

0) cpeHEeB3BELIEHHYIO (hakTUIECKYIO OTIyCKHYIO LIeHY Ha
BOCIIPOM3BENEHHBIN JIeKapCTBEHHBIM MpemapaT 3a OTYETHBIA IEPHOL,
PACCUMTAaHHYI0 B COOTBETCTBUM C pazfenoM IV Hacrosmed METOIHWKH Ha
OCHOBaHWHU CBEJeHWH, NMpeayCMOTpeHHBIX Npuioxesrem Ne 1 k HacTosInen
METOIUKE;

B)B Cllydae €CIU JIeKapCTBEHHBIM Ipemapar IIpOM3BOAUTEIIEH
roCyIapcCTB - WieHoB EBpasuickoro 3KOHOMHYECKOIO COH3a Ppeallu3yeTcs
B MHOCTPaHHBIX T'OCYJapCTBaX, YKa3aHHBIX B NPHJIOKEHUH Ne 2 K HaCTOSIIER
MEeTOJHKe, - MUHUMAJIBHYIO OTITyCKHYIO II€Hy IIpOU3BOIMTENS IOCyAapCTBa -
yiieHa EBpa3uiiCKOro 3KOHOMHYECKOTO coro3a (6e3 ydera IIPOU3BOJACTBEHHBIX
IUIOIIAI0OK) Ha BOCIPOM3BEIECHHBIN JIEKapCTBEHHBINA IpernapaT B YKa3aHHBIX
rocyJapcTBax, PacCUMTaHHYIO B COOTBETICTBUH ¢ pasgenoM VII Hacrosmen
METOJIMKH U TpujoxeHrueM Ne 3 Kk HacTosIIed METOIUKE, C YYETOM PacXoJoB,
CBSI3aHHBIX C TAMOXEHHBIM 0 OPMIICHHEM.

11. llpennaraemast K TOCYJapCTBEHHOM PpETUCTpalMM IpenebHas
OTITYCKHas IleHa WHOCTPaHHBIX MpPOM3BOAUTEIECH Ha BOCIPOU3BEICHHBIN
JIEKapCTBEHHBIN MpenapaT He MOXET IIPEBLIIIATE:

a) OTIIyCKHYIO  II€Hy, pAacCUMTaHHYI0 C  y4eToM  TpeboBaHUii
nyHKTOB 26 - 28 IlpaBun m B coorBeTcTBUM C pasfenoM VIII nacTogmen
METONMKA Ha OCHOBAaHUM pacuera, IIpelyCMOTpeHHOro mnpuioxenueM Ne 6
K HACTOSIEN METO/IUKE;

0) cpeIHEeB3BEIICHHYI0 (aKTUYECKyl0 I€Hy BBO3a JIEKaPCTBEHHOIO
nperapara 3a OTYETHBIH IepHoj C YYETOM  pacxXoloB, CBS3aHHBIX
C TAMOXXEHHBIM OQOpMIIEHHEM, PACCYMTAHHYIO B COOTBETCTBHH C pasfeioM VI

28091449.doc



43

HACTOSIIIEl  METOAWMKM Ha OCHOBAaHWHM  CBENEHUN, IIPelyCMOTPEHHBIX
npmtoxeHueM Ne 4 k HacTosLeit METOIUKE;

B) MUHUMAJBHYIO OTIYCKHYIO II€HYy HHOCTPAaHHOIO IIPOM3BOIMTEINS
(6e3  yuera TMPOM3BOACTBEHHBIX  IUIOIIANOK) Ha  BOCIPOU3BEICHHBIN
JEKapCTBEHHBIA IIperapar, pacCUMTAHHYI0 B COOTBETCTBHHM C paszenom VII
HAcTOSIIIIE  METOAMKM Ha  OCHOBaHMM  pacyeTra, IpeAyCMOTPEHHOIO
npunoxenueM Ne 3 k HacTosIed METONUKE, C YUETOM PacxoJ0B, CBSI3AHHBIX C
TaMOXEHHBIM OQOpPMIIEHUEM.

12. IlpegnaraemMass K TOCYAapCTBEHHOM perucTpalvy IpeneinbHas
OTIyCKHas 1leHa Ha  BOCIPOM3BENEHHBI  JIEKAapCTBEHHBIN  IIpemapaT
WHOCTPAaHHBIX IPOU3BOAMTENEH, OCYLIECTBISIOMIMUX WIM  IUIAHUPYIOLIUX
OCYILIECTBISATh INEPBUYHYIO M (WIM) BTOPUYHYIO YIIAKOBKY JIEKApCTBEHHOI'O
npenapata B Poccuiickoit @enepaiiny, He MOXET IPEBBIILIATH:

a) OTIYCKHYIO  IIeHy, pacCUMTaHHYyl0 C Yy4eToM TpebGoBaHUi
myHKTOB 26 - 28 IlpaBun u B coorBercTBUM C paszaenoMm VIII Hacrosmein
METOJMKMA Ha OCHOBaHHMM pacyeTa, NpeIyCMOTpeHHOro IpmioxeHueM Ne 6
K HacTOAIlEeH METO/IHKE;

6) cpeHEeB3BEIICHHYIO baKTHIECKYIO OTITYCKHYIO 11(9:0% Ha
BOCIIPOM3BE/ICHHBIN  JIeKapCTBEHHBI IpenapaT 3a OTHYETHBIA IEepHon,
pacCYUTaHHYI0 B COOTBETCTBHH C pasfenoM IV Hacrosmiedl MeTOOuKH Ha
OCHOBaHUHU CBEACHUH, IMPeAyCMOTPEHHBIX INpuioxeHueMm Ne 1 k HacTosmen
METOJUKE;

B) MUHUMAIIBHYIO OTIYCKHYIO IleHy MHOCTPaHHOIO IIPOHU3BOIUTEINS
(6e3 ydeTa TPOUZBOACTBEHHBIX  IUIOMIANOK) Ha  BOCIPOU3BEIECHHBIN
JEKapCTBeHHBIM TIpermapaT B HHOCTPAHHBIX TIOCYNapcTBaX, YKa3aHHBIX B
npunoxkeauy Ne 2 K HacTOsIeH MeTOJMKE, PACCUUTAHHYIO B COOTBETCTBHH C
paznenom  VII  Hacrosilei# ~ METOONMKM Ha  OCHOBaHMHM  pacyeTa,
peayCMOTpeHHOro mnpuioxkeHrneM Ne3 K HacTosdmled METOAMKE, C y4EeTOM
PacxoI0B, CBSA3aHHBIX C TAMOXXEHHBIM 0OPMIICHUEM.

13. Ilpu rocynapcTBEHHOM perucTpalyy npefeabHas OTIyCKHas lieHa Ha
BOCITPOM3BEJIEHHBIN JIeKapCTBEHHBIN mnpernapaT A BCeX HpOU3BOAUTENEH
rocyaapcTB - HieHOB EBpasuicKOro 3KOHOMHMYECKOIO COH3a B paMKax
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS JIGKAPCTBEHHOIO IIpenapara C Y4YeTOM
TpeboBanuit myHkTa 24 IIpaBuia He MOXKET MPEeBHIIATE YPOBEHh MUHUMAJIBHOM
13 IIeH, PaCCUUTAHHBIX C YUeTOM TpeGoBaHuit myHkTa 10 HacTosIell METOIUKH.

[Ipu rocymapcTBeHHOU perucTpalliu IIpeielibHas OTIyCKHas IeHa
Ha BOCIIPOU3BEIEHHBIA JIeKApCTBEHHBIA IIpenapar [Js BCeX HHOCTPaHHBIX
IPOM3BOAMUTENECH, B TOM YHCIE OCYILIECTBISIIONIMX MM ITaHUPYIOIIIX
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OCYILECTBIATh TEPBUYHYIO M (MIM) BTOPHUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
npenapara B Poccuiickoii @enepanyy, B paMKax perHCTPALHOHHOTO
yIOCTOBEPEHHS JIEKApCTBEHHOIO Ipemnapara ¢ y4eToM TpeOoBaHWi IyHKTa 24
IIpaBus1 HE MOXKET IIPEBBIIATE YPOBEHh MUHUMAIIBHONW U3 IIEH, PaCCUHTAHHBIX
¢ yueToM TpeOGoBaHui MyHKTOB 11 U 12 HacTosIIeH METOIMKH.

14. Ilpeutaraemass X TOCyJapCTBEHHOM  perucTpanud —mpefenbHas
OTIIyCKHas LIEHAa Ha BOCIPOU3BEACHHBIN JIEKApCTBEHHBIN Ipemapar s Bcex
NPOU3BOIAUTENIEH JIEKapCTBEHHOro Ipemapara 0e3 yuyera (OpMBI BBIIyCKa
JIEKapCTBEHHOIO Mpernapara, 3a HCKIIOYEHHUEM CIy4aeB, NpPeIyCMOTPEHHBIX
IMyHKTOM 25 IIpaBui, He MOXeT MPEBHIIIATD:

a) B Cclly4ae €Clii B paMKaxX OJIHOTO PErHCTPALIMOHHOTO YIOCTOBEPEHHS
JIEKApCTBEHHOIO IIpernapara 3aperuCTpUPOBaHbl MpeAeibHbIE OTIIYCKHEIE LIEHBI
Ha BOCHPOM3BENCHHBIN JIEKAPCTBEHHBIN NpenapaT ¢ Takoi ke JIeKapCTBEHHOM
dbopMOil U OO3UPOBKOW (KOHIEHTpAIeld, aKTHBHOCTBIO B eIMHHIAX
NEWCTBHA), - TMPEIETIbHYI0 OTIYCKHYIO HEeHYy Ha JIeKapCTBEHHBIA Iperapar,
PacCUMTAHHYIO HCXOIS M3 CpEelHEro apupMeTHYecKOro 3HAYEHHS CTOMMOCTH
OIHOM JIEKapCTBEHHOH (OpMBI JIEKAPCTBEHHBIX I[IPenapaToB, HMEIOLIHX
Ommkafillie CMEXHBbIE KOJM4YECTBAa BO BTOPUYHOH (MOTPeGHUTENLCKOM)
yIIaKOBKE€, Ha OCHOBaHUH CBEICHHH, NMPETyCMOTPEHHBIX NMpPHIIOKeHHeM Ne 5 K
HacCTOSIIEN METOIUKE;

6) B ciIy4ae ecnu He 3aperMCTPHPOBAHBI IPeelbHBIE OTIIYCKHBIE LIEHBI
Ha BOCIPOM3BEIECHHBIM JEKApCTBEHHBIA IIpenapar C TakoW ke AO3MPOBKOM
(KOHIIEHTpalMel, aKTHBHOCTBIO B €IWHHUIAX JeHCTBHS), - IPeAebHYIO
OTIIyCKHYIO LIEHY Ha JIEKapCTBEHHBIH IIperapaT, pacCUUTaHHYIO HCXOAs H3
CpENHEro apH(pMETHYECKOrO 3HAYEHUS CTOUMOCTH EJAWHUIIBI JEHCTBYIOLIETO
BEILIECTBA JIEKAPCTBEHHBIX IIpEliapaToB, HMEIOWIMX OJivbKailme CcMeXHEBIe
IIO3UPOBKH, Ha OCHOBAaHUHU CBEACHUH, NIPEAYCMOTPEHHBIX MpHiioxkeHueM Ne 5 K
HacTosIeN METOIUKE.

15. Ilpu rocynapcTBEHHOH pETUCTpalMH NpPEAeTbHON OTIYCKHOM LEHBI
IPOU3BOJUTENS HAa BOCIIPOU3BENEHHBIN JIEKAapCTBEHHBIM NpenapaT B clydae,
€CIM B paMKax MEXIYHApOJAHOIO HEMaTeHTOBAHHOTO HAaWMMEHOBAaHHUS H
JIeKapCTBEHHOH (POpMBI HE 3aperucTpupoBaHa MpejenbHas OTIyCKHas IieHa Ha
COOTBETCTBYIOIIMA  pedepeHTHbI  JeKapCTBEHHBI  mpemapar W He
3apETUCTPHPOBAHbl  IpEeAENbHBIE OTIYCKHBIE LI€HBl [POU3BOJAMTENIEH Ha
BOCIIPOM3BEICHHBIE JIEKAPCTBEHHBIE IPENapaThl, pacueT LEeHbl OCYUIECTBISETCS
DenepanbHOM aHTUMOHOMNONBHOM Ciyxk00if Ha OCHOBAaHUH MHMHHMMAJIBHOM
OTIyCKHOH LieHBl Npou3BojuTens (0e3 ydeTa MpOM3BOACTBEHHBIX ILIOUIANIOK,
C YyYEeTOM DpacXo/i0B, CBS3aHHBIX C TaMOXXEHHbIM OQOopMIIeHHEM) Ha
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COOTBETCTBYIOILMN pe(EepeHTHBIN JIEKapCTBEHHBIN IpenapaT B MHOCTPAaHHBIX
rocynapcTBax, yKa3aHHBIX B NpuioxkeHMH Ne?2 K HacToflled MeToauke, C
NpUMEHEHHWEM  MOHMWKalomero  koddduuueHta, 3HaYeHUS  KOTOPOTO
ONpEeAeNAI0TCS B COOTBETCTBHHU € pasaenoM VIII HacTosdmed MeTonuKy.

I'V. Pacuet cpenHeB3BeLIEHHON (hakTUUECKOU OTILYCKHO! 1IEHBI TPOU3BOIUTENS
rOCy/apcTB - WIeHOB EBpa3HiiCKOro 5JKOHOMHYECKOIO CO03a ¥ HHOCTPAHHOIO
IIPOU3BOAMTENS, OCYIIECTBISAIOIETO IEPBUYHYIO U (MJIH) BTOPUYHYIO YIIAKOBKY
nexapcTBeHHOro npenapara B Poccuiickoit ®enepanun,

Ha JICKapCTBEHHBIN Ipenapar

16. Pacuer cpenHeB3BelIeHHOM  (AaKTUYECKOHW  OTIYCKHOW  IEHBI
MIPOM3BOJUTENSL TOCYAApCTB - WIEHOB EBpa3HiiCKOT0 3KOHOMHYECKOI'O COHO3a
1 (WJIM) UHOCTPAHHOTO NMPOU3BOINTENIS, OCYLIECTBISIOMErO NIEPBUYHYIO U (HJIH)
BTOPHYHYIO YIIAaKOBKY JIeKapCTBEHHOro mnpemnapata B Poccuiickoit denepaiuu,
Ha KOHKPETHBIA JIEKAPCTBEHHBIN TpenapaTr IpOoU3BOAUTCS 33 OTUETHBIA Mepruo
Ha OCHOBaHHWM CBEJICHUM, MPEeIyCMOTPEHHBIX npriioxeHueM Ne 1 k HacTosIei
METOMIMKE.

[Tpu pacuete Takoil cpegHeB3BEIIEHHONW (AaKTUYECKOW OTIMYCKHOM IEHBI
YUHTBIBAIOTCS CBeleHHs 00 oObeMaxX U OTIYCKHBIX lleHaX Ha JieKapCTBEHHBIN
nipernapar 3a OTYETHbIH MEepUOJ N0 KKIOMY INPOU3BOAUTENIO B paMKaxX OJIHOTO
PETHCTPAIMOHHOIO yIOCTOBEPEHUS JIEKApCTBEHHOTO Mpernapara.

Pacyer cpenHeB3BemeHHON (DaKTUYECKOW OTMYCKHOH IieHbl Ha
JIEKapCTBEHHBII IpenapaTr OCYILUECTBISETCS C Y4YETOM Bcex (OpM BBIMycKa
(YrmakoBKH, KOMIUIEKTHOCTH) JIEKQpCTBEHHOrO IMpemapara, 3a HCKIIOYEHHEM
CJIy4aeB, IPelyCMOTPEHHBIX NyHKTOM 25 IlpaBui.

17. CpengneB3BelieHHast (pakTUyeckas OTITyCKHAs L€HA MPOM3BOIUTENEH
rocyAapcTB - WIeHOB EBpa3uilckoro 3KOHOMHYECKOro cOr03a Ha JIEKapCTBEHHBIN
npernapar (yKa3bplBaeTcsi MO TOPrOBOMY HAaMMEHOBAaHHUIO, MEXIyHapOIHOMY
HEMATEHTOBAHHOMY HaMMEHOBAaHMIO, JO3MPOBKE (KOHLEHTpAlMH, aKTHBHOCTH
B eIWHUIAX AEWUCTBHs), JIEKAPCTBEHHOH (opMe, KOIMYECTBY JIEKapCTBEHHBIX
¢dbopM B mOTpeOUTENHCKOH yHakoBKe (KOJWYECTBY 103 B YIaKOBKe, 00beEMY)
B paMKaxX perucTpalMOHHOIO YJOCTOBEPEHHs JIEKQpCTBEHHOIO IIpernapara,
OTIYHICHHBIA 32  OTYETHBIM Tmepuosa  (LieHa CpB3BIp OTM,)  (pyOnei),
onpezensercs 1no GopmyJe:

Y (ueHa GaKTUYECKOro OTIIYCKa X KOJMYECTBO OTI)
[leHa CPB3BIIp OTI, =

b

KOJIMYCCTBO 0611166 OTII
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rje:

1eHa (akTHUeckoro OTHycka - (akTHueckas OTIyCKHas LieHa
IIPOU3BOAUTENS I'OCYAAPCTBA - WieHa EBpasmiickoro 3KOHOMUYECKOIO COK03a Ha
OJHY HOTpeOHUTENLCKYIO YIAKOBKY JIEKapCTBEHHOro Ipenapara (yKa3blBaeTcCs
IO TOPrOBOMY HAWMEHOBAHHWIO, MEXIYHAPOAHOMY HENaTeHTOBaHHOMY
HalMEHOBaHUIO, JIO3UPOBKe (KOHIIEHTpalMM, aKTUBHOCTH B eIUMHHUIAX
IeWCTBUS), JIEKapCTBEHHOM (opMe, KOJIMYECTBY JIEKapCTBEHHBIX (opM
B OTPEeOUTENRCKON yIaKoBKe (KOJHUYECTBY 103 B yIIaKOBKe, 00beMy) (pyOneit);

KOJIMYECTBO OTII - KOJUYECTBO YIMaKOBOK JIEKapCTBEHHOTO Iperapara
(yka3beIBaeTcs 13(0) TOProBOMY  HauMEHOBAaHHIO, MeXIyHapOAHOMY
HENaTeHTOBaHHOMY HaWMEHOBAaHHIO, HO3UPOBKE (KOHIIEHTpAIMH, aKTHBHOCTHU
B eIMHULAX JEeHCTBUS), JIEKApCTBEHHOW (opMe, KOJIWYECTBY JIEKapCTBEHHBIX
dbopM B mOTpeOUTENHCKON ymakoBKe (KOJHWYECTBY 03 B YIaKOBKe, 00BEMY)
IPOU3BOAUTENS TOCylapcTBa - wieHa EBpasuiickoro SKOHOMHYECKOTo COI03a,
OTTPY>KEHHOTI'O 32 OTYETHBIN MEepUOL 10 OJHOH LieHe (IITYK);

KOJIMYECTBO ofIIee OTH - 00Inee KOJMIECTBO YIIAKOBOK JIEKAPCTBEHHOI'O
npenapara (yKasbpIBaeTcsl IO TOProBOMY HavMEHOBAHUIO, MeEXIYHapOIHOMY
HEIaTEHTOBAHHOMY HaMMEHOBAHHUIO, I03MPOBKe (KOHLIEHTPAIMH, aKTHBHOCTH B
eAVHUIAX [eWUCTBHS), JIEKapCTBEHHOH ¢opMe, KOJIHUYECTBY JIEKapCTBEHHBIX
dopM B NOTpeOUTEIHCKON YIMaKoBKe (KOMWYECTBY O3 B YIaKOBKe, 0OBEMY)
IIPOU3BOJHUTENEH rOCYy1apCTB - WIEHOB EBpa3uiickoro 3KOHOMHIECKOTO CO03a B
paMKaxX perucTpalOHHOTO YIOCTOBEpEHUs JIEKapCTBEHHOrO Ipernapara,
IIPOM3BEACHHOIO U OTIPYKEHHOT'O 3a OTHETHHIH repuoj (mrTyk). M3 obmiero
KOJIMUYECTBa UCKIIIOYAIOTCS SKCIOPTHEIE ITOCTABKH, MIOCTABKH, OCYIIECTBIEHHbIE
B paMKax pa3lWyHbIX BHUJOB TyMaHHTAapPHOW IIOMOLIM, W TOCTaBKU
JEKapCTBeHHBIX IIpenaparoB B paMKax OlaroTBOPUTENBbHOCTH, a Takxke
TIOCTAaBKY JIEKAPCTBEHHBIX MPENapaToB C OCTATOYHBIM CPOKOM F'OJHOCTH MEHee
5 IMPOLEHTOB.

18. Cpennen3BelleHHas (akTU4decKas OTITyCKHas II€Ha HHOCTPaHHBIX
IIPOU3BOJUTENEH, OCYIIECTRIAIONNX NEPBUYHYIO U (MJIH) BTOPUYHYIO YIIaKOBKY
JIEKapCTBEHHBIX IpenapatoB B Poccuiickoit Penepanuu, Ha TeKapCTBEHHBIH
npenapar (yKasbpIBaeTcsl IO TOPrOBOMY HAMMEHOBAaHUIO, MEXIyHapOIHOMY
HENaTeHTOBaHHOMY HaUMEHOBAHHUIO, JO3UPOBKE (KOHIICHTpAINH, aKTUBHOCTH B
eIUHUIAX NeHUCTBUS), JEeKapCTBEHHOH GopMe, KONMMYECTBY JIEKAPCTBEHHBIX
¢opM B moTpeOUTENBCKON YIIakoBKe (KOIMYECTBY J03 B yIaKkoBKe, 00beMy)
B paMKaxX pEeTUCTPAlMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOr'O IIperapara,
OTIYWIEHHBI 3a OTUeTHBIH nmepuon  (pyOnae#t)  (ueHa CpB3BIp OTI),
onpenenseTcs o GopMyile, IpuBeeHHOHN B TyHKTe 17 HacTosIme METOIUKH.
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V. Pacuet peHTabenbHOCTH AJIs JIEKaPCTBEHHOIO IIpenapaTa Mpon3BOUTENS
rOCyapCTB - 4eHOB EBpa3niickoro 3KOHOMHUYECKOro coto3a mpu
nepeperucTpalyy MpeaeIbHON OTITYCKHOM LIEHBI Ha JIEKAPCTBEHHBIN Npenapar

19. Pacyer pacxomoB, CBS3aHHBIX C pa3pabOTKOW, MPOU3BOACTBOM
U peanu3aliieil NeKapCTBEHHOrO IMpenapara IIPOW3BOAUTEN TOCYAapCTB -
yjieHOB EBpazMUCKOro 5KOHOMHYECKOIO CO03a, IIPEACTaBIsIeMOM Ha
nepeperucTpanuIo IpeaelbHON OTIYCKHOM LIEHbI Ha JIEKapCTBEHHBIN ITpenapar,
OCYIIIECTBJISIETCS] COTJIAaCHO NpHIoXeHno Ne 7.

20. Pacyer peHTabeNbHOCTH JIEKAPCTBEHHOrO Mpenapara 3a OTUYETHBIN
MEPUOJ OCYLIECTBIAECTCS MO KAXKAOMY IPOU3BOIUTENO TOCYAapCTBA - 4iIeHa
EBpa3uiickoro 3KOHOMHYECKOIO COI03a B pPaMKaxX OJHOTO PETUCTPalMOHHOTO
YJIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara.

21. Ilpu nepeperucrpauu NpeaeabHOi OTIYCKHOM LIEHBI TPOU3BOJUTEINS
rocyJapcTBa - 4ieHa EBpa3uiickoro SKOHOMHUYECKOr0 COK03a Ha JIeKapCTBEHHbIH
npernapar, HaxoAuBIIWicA B oOpalleHMM Ha Teppuropuu Poccuiickoi
Qenepanyu, (aKTUUeCKMi ypoBeHb peHTabenbHOcTH mpomykouu (Rgy)
(npoueHTtoB) onpeznensercs no popmyie:

dakTH4eckas MPUOBLIL

Ry x 100%,

ce0ecTONMOCTh

rje:

(dakTuyeckas TNpUOBUIE - NpHOBUIH OT peaiu3aldy IPOU3BOJUTEIIEM
KOHKPETHOTO JIEKapCTBEHHOTI'O IIpernapara 3a OTYETHBIN Nepuo, MpuBeeHHas B
npuwioxeHnn Ne 7 k HacTosie Meroauke (pyOseit);

cebecTOUMOCTh - CyMMa IpSMBIX, OOIIENPOM3BOACTBEHHBIX |
OOIIEeX03AUCTBEHHBIX  PAacXOAOB, IIPUBEJCHHBIX B  mOpwioxeHun Ne 7
K HacTosIlel Meroauke (pyoneit).

22. Ilpn nepeperucTpauyuu [IpeeIbHOU OTITyCKHOMU LI€HBI
MPOU3BOJUTENEH rocynapcTBa - wieHa EBpa3suiicKoro sKOHOMHUYECKOI0 COo3a
Ha JIEKapCTBEHHBIM Mpernapar, He NOCTyNaBIIMi B oOpallleHHe Ha TEPPUTOPUA
Poccuiickoit @enepan B TEUYEHUE OTYETHOrO IMEPHUOJIa, MPOTHO3UPYEMBIN
ypoBeHb peHTabenbHocTH Tnpoaykuun (R;) (mpoueHToB) omnpenensercs
o dopmyie:

IPOrHO3HAs NPHOBLIbL

Rl'l

x100%,
ce0ecTONMOCTD

3870302



48

rue:

IIPOTHO3HAasE NpHOBUIH - NPHUOBLUIE OT peaTu3alldd IPOMU3BOJHTEIEM
KOHKPETHOTO JIeKapCTBEHHOI'O IIperiapaTa 3a ToOf, KOTopas IIpUBEJEHa B
npuioxenud Ne 7 k HacTosIel MeTonuke (pyoneit);

ce0eCTOMMOCTE - CyMMa IIpPSAMBIX, OOIIENPOU3BOJACTBEHHBIX U
00IexX03ICTBEHHBIX  pacxoloB, IPUBENEHHBIX B  nIpuiloxeHnn Ne 7
K HacTosmel MeToauke (pyoiieit).

23. Ilpu nepeperucTpauy npeieIbHON OTIIYCKHON 1IeHbI TPOU3BOAUTENS
rocyaapcrsa - yieHa EBpazuiickoro 3KOHOMHUYECKOro COo3a Ha JIeKapCTBEHHEIN
Iperapar B ClIy4asx, NpelyCMOTpeHHBIX nonamyHkramu "a" - "B" myHkra 32
[IpaBun, ecnu (akTUUecKU# YpOBEeHb PEHTAOETBHOCTH 32 OTYETHBIR IEePHUO.
npeBeICUT 30 IpOLEHTOB, 3asgBiseMas K IepeperucTpauuy IpenelbHas
OTIyCKHasl LIeHa Ha JIEKapCTBEHHBIA NpernapaT NOJIEXHUT CHIDKEHUIO C YIEeTOM
JAaHHOT'O OTpPaHUYEeHUS.

VI. PacueT cpenHeB3BelIeHHON (paKkTUUECKON IIeHbl BBO3a JIEKAPCTBEHHOIO
npenapara UHOCTPaHHOTo Npou3BoauTess B Poccuiickyro denepanuio

24. Pacuer cpenHeB3BelIeHHONW (aKTU4YeCKOH 1LI€HBl BBO32 KOHKPETHOTO
JEKapCTBEHHOr0 Ipernapara WHOCTPAHHOTO IpOM3BOAMTENS B Poccuiickyro
Oenepanuro MPOU3BOAMTCS Ha OCHOBaHMM CBEAEHUM, IpeIyCMOTPEHHBIX
nprtoxenreM Ne 4 k HacTosIne# METOIUKE.

IIpyu  pacuere cpelnHeB3BelIEHHONH  (aKTH4YeCKOM I€Hbl  BBO3a
JEeKapCTBEHHOr'O Tpernapara yYHUTHIBAIOTCS CBeJeHus o0 o0bemMax W O IeHax
BBO32 JIEKAPCTBEHHOr'O0 IIpermapara 32 OTYETHBIM TIepHON MO KaXAOMY
MHOCTPaHHOMY IHpPOM3BOIWTENI0O B paMKax OJHOr0 pPETrUCTPAIMOHHOTO
yI0CTOBEpPEHNUs JIEKapCTBEHHOTO Mpernapara.

Pacuer cpenHeB3BelleHHON (aKTUYECKOU IIeHBI BBO3a JIEKAPCTBEHHOTO
npenapaTta OCyIIeCTBISeTCS C y4eToM (Gopmbl  BeITycka (yOaKOBKH,
KOMIUIGKTHOCTH) JIEKapCTBEHHOI'0 IIpemapara, 3a HCKIIOYEHHEM CIIydaes,
peIyCMOTPEHHBIX ITYHKTOM 25 IIpaBui.

25. CpennensBellleHHas ¢akTuyeckas I[eHa BBO3a JIEKAPCTBEHHOTO
npernapaTta (yKa3bplBaeTcsi MO TOPrOBOMY HAWMEHOBAaHHIO, MEXIYHAPOIHOMY
HENaTeHTOBAHHOMY HaMMEHOBAHUIO, JO3UPOBKe (KOHLUEHTpAIUH, aKTUBHOCTH B
eIVHHIIaX JeHUCTBUA), JEeKapCTBEHHOW (opMe, KOJIHYECTBY JIeKapCTBEHHBIX
¢opM B moTpeOUTENbCKOH ymakoBKe (KOJMYECTBY JI03 B YIaKOBKE, 00BeMY)
UHOCTPaHHBIX  IIPOU3BOAUTEINICH, YKa3aHHBIX B  pEruCTPallMOHHOM
yAOCTOBEPEHUH JIEKAPCTBEHHOIO Npenapara, BBE3eHHOTO 32 OTYETHBIM Nepro
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Ha Teppuropuio Poccuiickoit ®@epepaunu (1eHa CPB3BIP BB,) (pyOuieit),
omnpenaesieTcst o Gopmyne:

> (ueHa GaKkTHYECKOro BBO3a X KOJIMYECTBO BB)
LIEHa CPB3BIIP BB = ,
KOJIMYECTBO 0011Iee BB

rje:

meHa (akTUYecKoro BBo3a - (GaKTH4YecKas IIeHa BBO3a OJHOM
NOTPeOUTENBCKOM  YMAaKOBKM  JIEKQpPCTBEHHOIo Iipemaparta  (yKa3bIBaeTcCs
[0 TOPrOBOMY HAWMEHOBAHHIO, MEXIYHAapOJAHOMY HENaTeHTOBAHHOMY
HAaUMEHOBaHHIO, JO3MPOBKE (KOHLEHTPAllMM, aKTUBHOCTM B E€AWHUIIAX
NeiCTBUS), JIEKapCTBEHHOH (¢opMe, KOJIWYEeCTBY JIEKApCTBEHHBIX (opM
B TOTPpeOUTENBCKOW YyIMakoBKe (KOJIMYECTBY JI03 B YIMAKOBKe, O0BEMY)
HHOCTPAHHOTO pousBoAuTeNs (pyOieit);

KOJMYECTBO BB - KOJMYECTBO YNAKOBOK JIEKAPCTBEHHOTO Ipemapara
MHOCTPAHHOTO MPOU3BOAMTENS (yKa3bIBaeTCsl MO TOProOBOMY HaWMEHOBAHHIO,
MEXTyHapOJIHOMY HEITaTeHTOBAHHOMY HaWMEHOBaHHIO, JI03UPOBKE
(KOHIIEHTpallK, aKTUBHOCTU B €JWHULAX JEWUCTBHS), JieKapcTBeHHOH (opMme,
KOJTMYECTBY JIEKaPCTBEHHBIX (DOPM B MOTPEOUTENHCKOM YITaKOBKe (KOJIHYECTBY
03 B yNaKkoBKe, 0OBEMY), BBE3CHHOTO HHOCTPAHHBIM IIPOU3BOJIUTEIEM
(MMIIOPTEPOM) 32 OTUETHBIN MEPUOJT IO OJIHOH IieHe (IITYK);

KOJIMUECTBO o01iee BB - o0llee KOJIUYECTBO YMAKOBOK JIEKAPCTBEHHOIO
npernapara (yKasplBaeTcsi MO TOProBOMY HaWMEHOBaHMIO, MEKIYHApOIHOMY
HElaTeHTOBAaHHOMY HaWMEHOBaHHIO, JO3UPOBKE (KOHIIEHTpPAUWH, AaKTHBHOCTH
B eIMHUWIAX AEWUCTBUA), JIEKApCTBEHHON (hopMe, KOJUYECTBY JIEKapCTBEHHBIX
dbopM B MOTPeOUTENBCKON YMaKOBKE (KOJHUYECTBY 103 B YINAaKOBKE, 00bEMY)
WHOCTPaHHBIX NPOU3BOJUTENIEH B paMKax PEruCTPallMOHHOIO YIOCTOBEPEHHS
JIEKapCTBEHHOTO MNpenapara, BBE3€HHOI0 32 OTUETHBIN nepruo (ITYyK).

N3 ofiero KonudecTBa HCKIIOUYAIOTCS TIOCTABKH, OCYIIECTBIIEHHELIE B
paMKax pa3IMYHbIX BUJ0OB T'YMaHUTAPHOU MOMOLIH, ¥ TOCTABKH JIEKAPCTBEHHBIX
npernapaTtoB B paMKax OJaroTBOPHUTENBHOCTH, TOCTAaBKH JIEKAPCTBEHHBIX
npenapaToB ¢ OCTaTOYHBIM CPOKOM TOJHOCTH MEHee 5 TMpPOIEHTOB, a TaKXKe
MOCTaBKU JIEKAPCTBEHHBIX IpenapatoB ¢ (akTUYeCKo IIeHOM BBO3a,
NpeBBIIAIOIIEH  3apErMCTPUPOBAHHYIO  NPENEJIbHYIO  OTIYCKHYIO  LICHY
MIPOU3BOIUTEIS.

3870302.doc



50

VII. PacyeT MUHUMAaNBHOM LEHbBI IPOU3BOAUTEIS Ha JIEKApCTBEHHBIN IIpenapar
B MHOCTPaHHBIX FOCY1apCTBaX, YKa3aHHbBIX B MPUIIOKEHUH Ne 2
K HACTOSIIEH METOJUKE

26. Pacuer OTmycKHOU I€HBl NPOM3BOAMUTENS] Ha JIEKApCTBEHHBIN
npemnapar (mo TOPTOBOMY HaMEHOBAaHUIO, MEXIyHapOJIHOMY
HeIlaTeHTOBAaHHOMY HaWMEHOBAaHHUIO, O3UPOBKE (KOHIEHTpALlUH, aKTUBHOCTH
B CIMHHILAX IEHCTBUS), JIEKapCTBEHHOW (opMe, KOJIUYECTBY JIEKapCTBEHHBIX
dopM B HOTpeOHUTENLCKOM YIakoBKe (KOJMYECTBY 103 B YIIAKOBKE, 00BEMY)
IIPOU3BOJUTCS HAa OCHOBAaHWU CBeleHHH 00 YypOBHE MHHUMANBHBIX LEH
JIEKapCTBEHHOI0 Tpenapara (6e3 ydera NPOW3BOJICTBEHHBIX IUIOIIANOK) B
MHOCTPaHHBIX roOCyJapcTBaX, yKa3aHHBIX B NpuiokeHHH Ne 2 K HacTosIleH
METOJMKEe, M Ha OCHOBAaHMM CBEJEHUM, INPEIyCMOTPEHHBIX Tabumuel 1
npuioxxkeHus Ne 3 x HacTosILed METOIUKE.

27.B Tabmmume ! mpunoxenus Ne3 Kk Hacrosmmed  METOIMKeE
MHUHUMAalbHbIE II€HBl [IPOM3BOAUTENS Ha JIEKapCTBEHHBIH IIpemapar B
MHOCTPAHHBIX TOCyJapCTBaX, yKa3aHHBIX B HOpmIokeHWH Ne 2 K HacTosei
MeToAMKe, yKasblBaroTcd B pyOisax. Ilepecuer neHBI B MHOCTPAaHHOHR BAaJlIOTE B
pyOIH OCYIIECTBISIETCSA IO CpPeIHEMY KypCy COOTBETCTBYIOLIEH MHOCTPaHHOM
BaIOTH K pybmo Poccutickoit denepanuu, ycraHoBieHHOMY lleHTpanrbHEIM
6ankoMm Poccuiickoit Penepanun 3a 3 KaneHAAPHBIX MECALA, [IPEAILIECTBYIOLME
Mecslly JaThl IOoJa4M  3asgBI€HMS O TOCYJapCTBEHHON  perucrpaliiu
(mepeperucTpallii) MpeAeNbHONR OTIyCKHOH II€Hbl IPOU3BOAMTENS Ha
JIeKapCTBEHHBIN NpernapaT, KOTOpbIi (Kypc BaIIOTHOIO IepecyeTa) YKa3bIBaeTCsl
B Tabnune 2 npunoxkenus Ne 3 K HacToAIIEH METOIHKE.

28.B cimywae ecnm eKapCTBEHHBIM IIpemapar pealusyercad B
MHOCTPaHHBIX IOCYNapCTBaxX, yYKa3aHHBIX B IpuioxeHuun Ne2 K Hacrodlen
METOJIMKe, N10J] APYTUM TOPTOBEIM HaWMEHOBaHUEM, B TaOuule | NpuioxeHus
No3 k HacTosimed METOIMKE YKa3bIBalOTCS COOTBETCTBYIOIIEE TOProOBOE
HaVMEHOBAaHWE M MUHHUMAJIbHBIE LEHB MPOU3BOAWTENS Ha JIEKAPCTBEHHBIM
nperapar.

29.B ciydae rocynapcTBEHHON peructpauuu (mepeperucrpanu) B
Poccuiickoit Penepanyyi mpenenbHOM OTIYCKHOM LEHB Ha JIEKapCTBEHHBIN
npenapar ¢ KOJUYECTBOM JIEKapCTBEHHBIX (OPM B MOTPEOUTENHCKON yIakoBKe
(konuuecTBY /03 B YINakoBKe, 00BEMY), OTCYTCTBYIOIIMM B HHOCTpPaHHBIX
rocyJapcTBax, yKa3aHHBIX B MpUinoxeHUH Ne2 K HAcTOAIEHd METONHKE, B
tabmuue 1| npunoxeHnus Ne3 K Hacrosimieili MeTOOUKE YKa3bIBAIOTCS
MHUHUMAaIbHBIE LEHBl HHOCTPAHHOTO IIPOW3BOAMTENS Ha JIEKApCTBEHHBIE
npenaparsl, uMerolme OauxKanire cCMeXXHbIe KOJIMYecTBa B MOTPeOUTENBCKIX
ymakoBKax (BHE 3aBHCHUMOCTU OT HAJIWMYHUS UX TOCYHapCTBEHHON perucrpanuu
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Ha  Tepputopun  Poccuiickoit =~ @Depepaunuu), KOTOpble  peau3yIOTCs
B MHOCTPAaHHBIX IOCYyNapCTBax, yKa3aHHBIX B NMPUIOXKeHUU Ne 2 K HacTosAluen
METO/MKE.

[Ipy 53TOM MUHHUMaIbHAas L€Ha MPOU3BOAMUTENS Ha JIeKapCTBEHHBIN
npenapar oIpenenseTcsl Kak MHUHHMallbHas HCXOJS M3 pacuera CpeaHero
apu(GMETHYECKOr0 3HAYEHHMsS] CTOMMOCTH OJHOW JIeKapCTBEHHOU (OpMEI
JIEKapCTBEHHBIX MpEenaparoB, UMEIOIIKUX ONrKalllllie CMeXHble KOJIMYeCTBa B
NOTPeOUTENHCKMX YIIAKOBKAX, B KAXIOM U3 MHOCTPAHHBIX rocyapcTB (rpada 6
tTabnuiel 1 npunoxenus Ne 3 K HACTOSIIEH METOIUKE ).

B ciydae rocymapcTBeHHOM — peructpauuu  (Iepeperucrparuiu)
B Poccuiickoit @Pepepanuu NpeAenbHOW OTIyCKHOW ILIEHBI JIEKapCTBEHHOIO
npernapara ¢ JIO3MPOBKOHM, OTCYTCTBYIOLIEM B HMHOCTPAaHHBIX TOCYNapCcTBaXx,
yKa3aHHBIX B TIpwioxeHnd Ne2 K Hacrosdieidl Meroauke, B Tabmuue 1
npuwioxeHus Ne 3 k HacTosIeH METONWKE YKa3bIBalOTCS MHUHUMAJIbHbIE LEHbI
MHOCTPAHHOTO NPOU3BOIUTENSI Ha JIEKapCTBEHHBIE IIpernaparbl, HMEIoIue
OMmKadlie CMEeXHble MJO3UpOBKM (BHE 3aBHCMMOCTH OT HAIMYHUI UX
perucTpauuu Ha Teppuropun Pocculickoit denepanum), KOTOpble peanu3yroTcs
B MHOCTPaHHBIX TOCyJapcTBaX, yKa3aHHBIX B NpuiioxeHHH Ne 2 K HacTosiuel
METOAMKE.

Ilpyu »TOoM 1meHa, mnpeanaraeMas K TIOCYJApCTBEHHOH perucrpaiuu,
ompenensercs Kak  MUHHMaJlbHas  HMCXOOs M3  pacyera  CpeJHEero
apudMETUYECKOro 3HA4YEHUs CTOMMOCTH OJHOW €JIMHHIBI JeHCTBYIOLIETO
BEIleCTBAa JIEKAPCTBEHHBIX IIperiapaToB, HMEIOLIUX OnMKaiime CMeXHbIe
NO3MPOBKH, B KaXJOM M3 HHOCTpPaHHBIX rocynapcts (rpada 7 Ttabnuusl 1
npuiokeHust Ne 3 k HacToseil MeETOJIUKeE).

30.B cimydae ecnd  JIeKapCTBEHHBIM  OpemapaT  HMHOCTPAHHOTO
IIPOU3BOJIUTEINS IIPOU3BOJIUTCS TOJBKO JUIs poAaxu B Poccuiickoit Menepanuu
(He peanu3yeTcs B HHOCTPAHHBIX TOCYNAPCTBAX, YKa3aHHBIX B MPHIIOKEHUH Ne 2
K HacTosiied METOAMKE), IS pacdera OTIYCKHOH LEHBl Ha JIeKapCTBEHHBIN
npenapar MpejcTaBilseTcs HHPoOpMaluus O MHHUMAIBHBIX I[eHaX JpYTrHX
MHOCTPaHHBIX NPOU3BOAMTENIEH Ha JIEKAPCTBEHHBIE IIpenaparhl, COBNAJArOLIKe
M0 MEXIyHapOJAHOMY HENaTeHTOBAaHHOMY HaUMEHOBAHUIO (IIPU €ro OTCYTCTBUHU
MO TPYNIIMPOBOYHOMY WM XUMHYECKOMY), JIEKapCTBEHHOH (popMme, T03UPOBKE
(KOHIIEHTpalM¥, aKTUBHOCTH B €JWHULAX JeicTBHs), oOpallaiomuecs
B TOCyJapcTBe IIPOM3BOAUTEINS JIEKapCTBEHHOIO IIpernapaTa, Ha OCHOBAHUU
IaHHBIX U3 OTKPBITBIX OOINENOCTYIHBIX HCTOYHHUKOB, COOTBETCTBYIOIIMX
TpeOoBaHusM mnyHkTa 17 IlpaBui. Ilpu 3TOM 3asiBIeHHas K rocyJapCTBEHHOU
perucTpanyy LieHa HTHOCTPaHHOTO TIPOU3BOIUTEINS HA JIEKapCTBEeHHBIH npenapar
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HE JIOJDKHa [pPEeBHINIATh MHHUMAJIBHYIO IeHy JApYyTUX HHOCTpPaHHBIX
OpOM3BOAMUTENEH (C y4eTOM pacxXxolloB, CBSI3aHHBIX C TaMOXXEHHBIM
oopMIIEeHHEM), PACCUMTAHHYIO Ha OCHOBaHUM TaOmuusl 1 mpumoxxeHus No 3
K HACTOSILIIe METOIUKE.

VIII. Pacuer npenenbHO OTIMYCKHOM LIEHBI IPOU3BOANTENS
Ha BOCIIPOM3BEICHHBIN JIEKApCTBEHHBI Mpenapar

31. Jlepxatens wiM Biajeliel] PETUCTPAUUOHHOIO  yIOCTOBEPEHHUS
(YnOITHOMOYEHHOE UM JIMLIO) BOCTIPOM3BEIEHHOTO JIEKAPCTBEHHOTO Iperapara B
clly4ae, €ClM IIpejiesibHasi OTIYCKHas [IeHa Ha COOTBETCTBYIOIIMN pedepeHTHBIH
JeKapCTBEHHBIH  TpemapaT  3aperucTpyupoBaHa,  MPEACTaBIseT  JUIA
rOCyJJapCTBEHHOM  pErucTpalil  IpelenbHyl0  OTIYCKHyH0 IieHy Ha
JEKapCTBEHHBIH mpenapar, He mpespimaromyro ueny (L,) (pyOsei),
paccyuTaHHYIO 0 popMyIie:

100- K,
= x ——— L x Kn x Ko,
Hop = Hoe X5 ¢
rae.
L[pe(b - 3apCruCTpUpPOBaHHAA Ha  [Jary nmogavdu 3adBJICHUA 0

rocyIapCTBEHHOM perucTpalyy npeaenbHol OTIYCKHOM LeHBI IepiKaTeleM Wil
BNIAJIEIbLIEM  PETUCTPALMOHHOIO  YJOCTOBEpEHHS  BOCIIPOM3BEICHHOTO
JIeKapCTBEHHOro Ipenapara (WM yHOJHOMOYEHHBIM WM JIMIIOM) TIpe/ieibHas
OTIyCKHAasT  LleHa 32  NOTPeOUTENbCKYyI0  YHAaKOBKY  pedepeHTHOro
JIEKapCTBEHHOTO Tipemnapara (gajgee - IeHa pedepeHTHOTO JIEKapCTBEHHOI'O
nperapara);

K; - noHmwxkaommil ko3¢GULIHEHT, 3HAYEHUS KOTOpOro IpH
rocyJJapCTBEHHON pEerucTpalyy pacCUHUTHIBAIOTCS B COOTBETCTBHH IMyHKTOM 33
Hacrosied MeToguku U nyHkToM 26 IlpaBun (najiee - NOHKKAIONIMIA
Ko3¢duileHT) (IPOLIEHTOB), C OKPYTJICHUEM JI0 COTHIX;

Ko - xosdpduument mnepecuera dacoBku, ompeneiasieMbli  Kak
COOTHOULIEHHE MEXJy KOJHMYECTBOM JIEKAPCTBEHHBIX (QOpPM B yIaKOBKE
BOCIIPOU3BEICHHOIO  JIEKAPCTBEHHOrO  Ipemapata U pedepeHTHOro
JIEKapCTBEHHOT'O Npenapara;

Kn - kosbduumeHt nepecdera AO3UPOBKH, OMNpeNETsIeMBbId Kak
COOTHOILIEHHE MEXAY KOJIMYECTBOM €IMHUI[ aKTUBHOIO BEIECTBA B JO3UPOBKE
BOCIIPOM3BEICHHOrO JIEKapCTBEHHOIO Ipernapara W KOJIWYECTBOM  €QHHHI]
aKTUBHOIO BEIECTBA B JO3UPOBKE peepeHTHOTO JIEKapCTBEHHOT'O Mpernapara.

32.1lera Ha pedepeHTHBbIH JEeKapCTBEHHBIM Mperapar OmnpeaeIsaeTCs
KaK MHWHUMAaJbHas 3aperMcTpUpOBaHHas IIpeleNibHas OTIyCKHas IeHa
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Ha peQepeHTHbI JNeKapCTBEHHBIM IIpenapaT ¢ TakOH K€ JO3UPOBKOM
(KOHIIeHTpaluel, aKTUBHOCTHIO B eIMHHUIAX JEeUCTBHS) U TAKUM Ke
KOJIMYeCTBOM JIEKAPCTBEHHBIX (OPM BO BTOPHYHOH NOTPEOUTEIHCKOM
yIaKOBKe, YTO M BOCIPOU3BEACHHBIN JIEKAPCTBEHHBIM IIpernapar, ¢ Yy4eTOM
Clly4aes, IPeIyCMOTPEHHEBIX ITyHKTOM 25 IIpasui.

B ciyuae ecnu He 3aperUCTpUpPOBaHbl IIPEAENBHBIE OTIIYCKHBIE LEHBI Ha
pedepeHTHBI JeKapCTBEHHBIM MpernapaT ¢ TakKUM Ke  KOJIHUYECTBOM
JIeKapCTBEHHBIX ()OPM BO BTOPMYHONW IOTPEOUTENBCKOW YIAKOBKE, YTO H
3as8BISIEMBIA  BOCIPOM3BENCHHBIM  JIEKAapCTBEHHBIM Ipemapar, IieHa Ha
pedepeHTHBIA JIEKApCTBEHHBIA IpenapaTr OIpeleseTcs Kak IpeleibHas
OTIIyCKHas LieHa Ha pedepeHTHHIH JIeKapCTBEHHBIM IpenapaT, pacCYUTaHHas
UCXOAS U3 CpeJHero apu(MeTHYecKOro 3Had4eHUs CTOMMOCTH OJHOM
JIeKapCTBEHHOHW (OpPMBI JIEKapCTBEHHBIX IperiapaToB, MUMEIOUMX Omkaiime
CMEXHBIE KOIMYECTBa BO BTOPUYHOH (TOTpeOUTENBCKOM) yIIaKOBKe.

B ciyuae ecnu He 3aperuCTpHpOBaHBl NPEACIbHBIE OTIIYCKHBIE 1I€HBI Ha
pedepeHTHBI  JIeKapCTBEHHBIA Ipenmapar C TakoOM XKe  JO3UPOBKOM
(KOHUEHTpallreH, AKTUBHOCTBIO B eVHUIax JeicTBH), Kax
BOCIIPOM3BEICHHBIM JIEKapCTBEHHBIH Ipemapar, I[eHa Ha pedepeHTHEHI
JIEKapCTBEHHBIA IIpenapar olpelnenseTcsl Kak IpefenbHas OTIyCKHas LeHa Ha
pedepeHTHBI NeKapCTBEHHBIN IpernapaT, pacCUMTaHHas HCXOMAS M3 CPEIHETO
apu(pMETHUUECKOr0 3HAUYEHUS CTOMMOCTH EIWHHIBI aKTUBHOIO BeIllecTBa
JIEKapCTBEHHBIX NIPENapaToB, UMEIOMMX ONuKailiue CMEXHBIE JO3UPOBKH.

B cnyyae ecnum mpenenpHas OTOyCKHas LieHa IIPOU3BONUTENS Ha
pedepeHTHBI JeKapCTBEHHBIN IpenapaT Oblla NepeperucTpUpOBaHa, TO
YYUTBIBAETCA MOCIEAHAs 3aperuCTpUpOBaHHas MIpeleibHas OTIyCKHas LIeHa Ha
pedepeHTHBIH JIeKapCTBEHHBIN IIpenapar.

33.B cmyyasx, OpM KOTOPBIX B paMKax MEXIYHapOIHOIO
HENaTEeHTOBAHHOTO HAMMEHOBaHUA (IpU €ro OTCYTCTBHHU - I'PYHNIIHPOBOYHOIO
WM XUMHYECKOI0) U JIeKapCTBEHHOU (OpMBI Ha pedepeHTHBIH TeKapCTBEeHHBIN
Ipenapar 3aperuCTpUpPOBaHbl pa3iiMYHbIC INIPEAEIbHBIE OTIYCKHBIE LEHHI,
OPUMEHSETCST  CpelHee  apU(PMeTHYecKoe  3HayeHHe  IOHMKAIOLIEro
ko3¢ ULIMEeHTa, pPACCUUTAHHOE HA  OCHOBAaHWHU  3apETUCTPHPOBAHHBIX
IIpeJeibHBIX OTIYCKHBIX LEH Ha pedepeHTHBIN JIEKapCTBEHHBIN IIpenapar, 3a
UCKIIIOYEHUEM CIIydaeB, IPU KOTOPBIX IOHIKAIOWMH K03(h(ULMEHT paBeH
HYJIIO.

B cnywae ecnim Ha naty momauu B MUHHCTEPCTBO 34paBOOXPaHEHUS
Poccuiickoli @enepanuy 3asBI€HUS O TIOCYJapCTBEHHOH pETrHCTpaluy
NpEedeIbHON  OTIYCKHOM  LeHBl  NPOM3BOIMTENS  TOCYyAAapCTBa - WICHA
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EBpa3zuiickoro 3KOHOMHYECKOTO COI03a Ha JIGKapCTBEHHBIM Ipenapar
He 3aperucTpUpoOBaHa IIpelesibHas OTIYCKHas L€Ha Ha BOCIPOU3BEICHHBIN
JIeKapCTBEHHBIN Mpenapar Npou3BOAUTENS rOCyAapcTBa - 4ieHa EBpa3uiickoro
3KOHOMMYECKOIO CO034, COBIAJAIOIINAN o MEXIyHapOAHOMY
HellaTeHTOBAaHHOMY HaMEHOBaHMIO (IIpU €ro OTCYTCTBUHU - IPYNIIMPOBOYHOMY
WM XUMHYECKOMY), JIeKapCTBeHHOW QopMe W O3UPOBKE, MOHIDKAFOIIHH
kodddurmeHT onpegensercs no GopMmyiaM MOHIKAIINX KO3(h(UIIMEHTOB,
MPUMEHSIEMBIX TP pacueTe NpeeIbHON OTITYCKHOW LIEeHBI IPOU3BOIUTENS Ha
NEepPBBIA BOCIPOU3BEACHHBIN JIEKapCTBEHHBIA Mpemnapar, MpPeACTaBIsIeMON Ha
FOCYAapCTBEHHYIO PETHUCTPALIUIO, COIVIaCHO IpUiIokeHuo Ne 8.

B cimywdae ecnu Ha gary nonadd B MUHHCTEPCTBO 3ApaBOOXpPaHEHUS
Poccuiickoit @Pepepanuu  3asBIEHUS O TOCYJAapCTBEHHOM pPETrHCTpaluU
IpeleIbHON OTIIYCKHOM LIEHBI Ha JIEKapCTBEHHBIM IIpernapaT HMHOCTPAHHOTO
IPOU3BOAMUTENS, B TOM UYHCIE OCYIIECTBIISIONIEr0 NEPBUYHYIO H (M)
BTOPUYHYIO YIIAaKOBKY JIEKapCTBEHHOro Ipemnapara B Pocculickoit denepauny,
HE 3aperucTpUpOBaHa IIpellellbHasi OTIIyCKHas IE€Ha Ha BOCIPOU3BEACHHBIN
JIeKapCTBEHHBIN Ipermnapar, COBIAJAIOIINI 110 MEXTyHapOAHOMY
HENaTeHTOBaHHOMY HaMMEHOBaHMIO (IIpU €ro OTCYTCTBUM - IPYNNMUPOBOTHOMY
WIH XUMHUYECKOMY), JIEKapCTBEHHOH ¢opMe U JI03MpOBKe, IOHWKAIOUTHH
ko3 duiueHT omnpeaensercs 1o GopMmyiaM pacueTra, NperyCMOTPEHHBIM
npriioxeHueM Ne 8 K HacTOSsIIIeH METOHHKE.

B cinyyae ecnu Ha garty nozxadyd B MHHHCTEPCTBO 34paBOOXpPaHEHUS
Poccniickoii @epepanuu  3agBieHUS O TOCYJApCTBEHHON perucrpaluu
NpENeIbHON  OTIIYCKHOM IIEHBl INPOU3BOAUTENS TOCyAapcTBa - 4JeHa
EBpasuiickoro 5KOHOMHYECKOTO COIO3a Ha JIEKapCTBEHHBIM Ipenapar
3aperucTpUpoBaHa IpejeNbHas OTIyCKHAs 1eHa Ha BOCIPOMU3BEICHHBIN
JIEKapCTBEHHBINA Npernapar Opou3BOLUTENS rocylapcTBa - dlieHa EBpa3uiickoro
3KOHOMHUYECKOIO CO1032, COBIAIAIOINUN 1o MEXTyHapOOHOMY
HENaTEeHTOBaHHOMY HAaNMEHOBAHUIO (IIPU €ro OTCYTCTBUU - TPYyIIIHPOBOYHOMY
WIM XUMHAYECKOMY), JIEKapCTBEHHOH ¢GopMe U HO3UPOBKE, TOHIDKAFOIIHI
K03QUIMEeHT ompefensercs M0 (QopMylaM pacdeTa  MOHIKAOIIMX
KO3(QOHUILHEHTOB, IPUMEHSEMEIX IMMpPH pacyeTe NpeHeTbHON OTIYCKHOM IEeHEI
IPOM3BOJAWUTENI  HAa  BOCIPOMU3BEICHHBIA  JIEKAPCTBEHHBIM  IIpemnapar,
MpeACTaBIsIeMON Ha roCyJapCTBEHHYIO PETUCTpaLHIo, COTJIaCHO
npuioxeHuro Ne 9.

B cmydae ecnu Ha pmary mojauyd B MUHUCTEPCTBO 3paBOOXPaHEHWS
Poccuiickoit ®enepanum 3asBI€HUS O TOCYJapCTBEHHOH peTrHCTpalfu
[IpEAEIbHON OTIIyCKHOM LEHBl Ha IJI€KapCTBEHHBIN IIpenapaT HHOCTPaHHOTO
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NPOU3BOJUTENS, B TOM YHCJE€ OCYIIECTBISIOIIEr0 MEpPBUYHYIO H (WIH)
BTOPHYHYIO YIIAKOBKY JIEKapCTBEHHOro npenapara B Poccuiickont ®enepanuu,
3aperUCTpUpPOBaHa IpefieNibHasi OTIYCKHas LeHa Ha BOCIIPOW3BEIEHHBIN
JIeKapCTBEHHBIN npernapar, COBMANAIOLIUNA o MEXIYHAPOIHOMY
HENATEeHTOBAaHHOMY HAaWMEHOBAHHIO (IIpU €ro OTCYTCTBHH - TPYIIIUPOBOYHOMY
WIM XUMUYECKOMY), JIEKapCTBEHHON QopMe H JO3UPOBKE, TOHWKAFOIIMA
KoopduimenT omnpeaensercs no ¢GopMylaM pacdera, NpeXyCMOTPEHHBIM
npuioxeHneMm Ne 9 K HacTosILEeH METOUKE.

34.B cinydae ecinu UpelenbHas OTIYCKHas IieHa Ha pedepeHTHHIN
JIEKapCTBEHHBIN MpemnapaT B paMKax MeXIyHapoJIHOTO HENaTeHTOBAHHOTO
HAaMMEHOBaHUS W JIEKapCTBEHHOW ()OpPMBI HE 3aperHCTPUPOBAHA HIIM €CIH B
paMKax MeXyHapOJHOrO HeNMaTeHTOBAaHHOTO HAaMMEHOBAHUS U JIEKapCTBEHHON
(dbopMbl pedepeHTHBIN JeKapCTBEHHBIH Mpenapar OTCyTCTBYET, Aep)KaTellb WU
BJaJiefiel] PEeTUCTPALlMOHHOTO YJOCTOBEpeHHs (YMOJHOMOYEHHOE MM JIUIIO)
BOCIIDOM3BEICHHOTO  JIEKAPCTBEHHOI'O  Mpenapara  HOpeAcTaBiseT  AJid
roCyJapCTBEHHOW  peTUCTpallMM  TpelelbHYI0  OTIYCKHYIO I[IeHy Ha
NIEKapCTBEHHBIM MpemapaT, He mnpepblmatoinyo wLeHy (Ll,,) (pyGnei),
paccUrTaHHYIO 110 hopMmyIie:

100-K
unp_HMX 100 HXK(bXKﬂa
rae:
Iy -  3aperucTpupoBaHHasi  TpejielibHasE  OTHYCKHas  IleHa

Ha TOTPeOUTENBCKYIO YNAaKOBKY JIEKapCTBEHHOTO Iperapara, COBIAJAIOLIEro
0 MEXIyHApOAHOMY HETaTeHTOBAaHHOMY HaMMEHOBaHHUIO (IIPH €ro OTCYTCTBHH
O TpPYNIHPOBOYHOMY MM XHMHYECKOMY) U JIEKapCTBEHHOH ¢opme,
oIpejieNieHHas B COOTBETCTBUHU C IYHKTOM 35 HacTosiueil MeToawku (maiee -
MaKcHuMallbHas 1eHa) (pyonen);

K, - noumxkaiomuii kod3$QGUIHMEHT, 3Ha4YeHHs KOTOPOro IpH
rOCYJapCTBEHHOH PETUCTPAIIMHA PACCYUTHIBAIOTCSA B COOTBETCTBHUH IyHKTOM 36
HacTosel MeToauku u myHkroM 28 [IpaBuit (poLEHTOB), ¢ OKPYTJIEHHEM [0
COTBIX.

s pacuera  MpeneNnbHOW — OTHYCKHOM  IEHBl  IPOM3BOIUTEIS
Ha HMMMYHOOMONOTMYEeCKUH  JIeKapcTBEeHHBIH  mpemapar  (BakiuMHYy) B
COOTBETCTBHU C HAIIMOHAJBHBIM KaJleHIapeM MNpOoQUIaKTUYeCKUX IIPHBUBOK
NOHIKAOMUH Ko DULHEHT HE PUMEHSETCS.
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B cnoydae ecim B paMKax MEXIYHApOAHOTO HENaTeHTOBAaHHOTO
HAaMMEHOBaHUS W JIEKapCTBEHHOUW (OpMBI IMIpenenbHas OTIyCKHas IIeHa
Ha pedepeHTHBI JIeKapCTBEHHBIM IIperapaT He 3aperucTpupoBaHa U
3apeTUCTPUpPOBaHa IpefeNbHas OTIYCKHas LeHa [POU3BOAMTENS  Ha
BOCITPOM3BEIEHHBIN JIEKapCTBEHHBIN Mpenapart ¢ yueroM TpeboBaHuil myHkra 15
HacTOsMIeM METOOWKM, JJsi pacyera NpedeNibHbIX OTIOYCKHBIX IEH
MpPOW3BOAUTENIEH HAa  BOCIPOMU3BEIEHHBIE  JIEKAPCTBEHHBIE  MpenapaThl
TTOHIDKAFOIINHN KOOPOHUIIUEHT HE TIPUMEHSETCS;

K¢ (emuHuI) - COOTHOIIEHHE MEXTY KOJMYECTBOM JIEKAPCTBEHHBIX (HOpM
BO BTOPUYHOW YIAaKOBKE BOCIPOU3BEACHHOrO JIEKAPCTBEHHOrO Mpenapara U
KadeCTBOM JIEKapCTBEHHOIO Mperapara, COBMNAJAIOIIET0 MO0 MEXAYHAPOIHOMY
HENaTeHTOBAaHHOMY HauMeHOBAHUIO (npu ero OTCYTCTBHUH o
TPYTIITUPOBOYHOMY MJIM XUMHYECKOMY) U JIEKapCTBEHHOH (opMe;

Kn - cooTHolIeHHe MEXy KOJMYECTBOM €IMHUI] aKTUBHOT'O BEIlECTBa B
JO3UPOBKE BOCIPOU3BEJICHHOI0 JIEKAPCTBEHHOTO TMpenapara U KOJNMYECTBOM
eMHUL] aKTUBHOIO BeIeCTBA B JIO3UPOBKE JIEKAPCTBEHHOIO IIpemapara,
COBHAJAIONIEr0 IO MEXAYHapOOHOMY HENaTeHTOBAaHHOMY HaMMEHOBAHHIO
(npy  ero  OTCYTCTBMM IO TPYNNUPOBOYHOMY WIM  XHUMHUYECKOMY)
U JIeKapCTBEHHOU Qopme.

35. MakcumanpHas 1eHa omnpenenseTcs Kak MaKcHUMaJlbHas
3aperucTpUpOBaHHas IpeleibHass OTIyCKHas IeHa Ha JIEKapCTBEHHBIH
npenapaTr, COBHNAJAIOIMA 1O  MEXAyHapOJAHOMY  HENaTeHTOBAaHHOMY
HaMeHOBaHMIO (IIpM €ro OTCYTCTBHH 1O  TPYNIHPOBOYHOMY  HIIM
XUMUYECKOMY),  JIeKapCTBEeHHOW  Qopme, M03UpOBKEe  (KOHIICHTPAIIMH,
AKTUBHOCTH B €QUHHUIAX [JCHCTBUSI) M 1O KOJWYECTBY BO BTOPHYHOHU
NMOTPEeOUTENbCKOM  YNMAaKOBKE €  BOCIPOM3BENCHHBIM  JIEKAPCTBEHHBIM
MpenapaToM.

B cnywae ecnu mpenenbHas OTIIyCKHas L[i€HA MPOU3BOAUTENSA Ha
JIeKapCTBEHHBIM TpemapaT OblUla MEpeperucTpupoBaHa, IPH OMpeNeieHUH
MaKCHMallbHOM  LEHBl  YYWTBIBAETCA  MOCTHEOHAS  3aperucTpupOBaHHAs
IIpeneNbHas OTIYCKHAs [leHa Ha JISKapCTBEHHBIN npenapar.

B cinydae eciv He 3aperucTpMpoOBaHa IIpellefibHasi OTIYCKHas IeHa
Ha JieKapCTBEHHBIN npenapar, COBIIQJAIOIIHH o KOJIMYECTBY
JIeKapCTBEHHBIX  (OPM  BO  BTOPHUYHOH  MOTPEOMTENBCKOM  yHaKOBKe
c 3asiBJIEHHBIM BOCIIPOM3BEIEHHBIM JIEKapCTBEHHBIM npenapaTom,
MakcuMallbHas [€Ha OIpeaenseTcss KakK 3aperdcTpUpOBaHHasi MpelesibHast
OTIyCKHas IeHa Ha JIeKapCTBEHHBIN npenapar, COBITaJArOLIA
10 MEXIYHApOAHOMY HeaTeHTOBAHHOMY HaMMEHOBAHMIO (IIPH €r0 OTCYTCTBHUH
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10 TPYNIHUPOBOYHOMY HJIM XHMHYECKOMY), JIEKapCTBEHHOHM (hopMe, T03UPOBKE
(KOHIICHTpallMK, AKTUBHOCTH B eJUHMIAX JAeWCTBHSA) C MaKCHUMalbHOU
CTOMMOCTBIO JIEKapCTBEHHOU (DOPMBI JIEKapCTBEHHBIX IIpeNapaToB, MMEIOLIUX
Onuxaiiie CMeXXHBIE KOJMUYeCTBa BO BTOPHYHBIX  (IIOTPEOHUTENBCKUX)
yIaKOBKax.

B ciygae ecnmm He 3aperucTpHpOBaHBI NpeAETbHBIE OTIIYCKHBIE LICHEI
Ha JICKApCTBEHHBIH IIpemapaT C TaKOM Jke J03UpOBKOM (KOHLEHTpaluew,
aKTUBHOCTBIO B €JUHUIAX NEWCTBUSI), YTO U 3asBJICHHBIA BOCIPOU3BEICHHBIN
JEKapCTBeHHBIH  TIpermapar, MaKCHMajbHas IleHa OIpefjensercss  Kak
3apeTUCTPUPOBaHHAs TNpeneipHas OTIMyckHas IleHa Ha JIeKapCTBEHHBIN
npenapar, COBHNAjalOlMi TIO0  MEXIyHapOJHOMY  HEMaTeHTOBaHHOMY
HAaMEHOBaHUIO (IIpH €ro OTCYTCTBHM 1O TIpPYHIHUPOBOYHOMY  HIH
XUMUYECKOMY ), IEKapCTBEHHOU hopMe ¢ MAaKCUMAIbHOU CTOMMOCTBIO €IMHUIIBI
AKTMBHOTO BEIIECTBA JIEKapCTBEHHEBIX IIPENapaToB, HMMEIOMNX Onrbkaiinme
CMEXKHBIE TO3UPOBKH.

36. Ilonmxarormmii ko3hUIMEeHT Uil pacdera HMpenelbHBIX OTITYCKHBIX
IIEH Ha BOCIpPOU3BEJCHHBIC JIeKapCTBEHHBIE Iperaparbl OIpenensercd B
COOTBETCTBHUM C MaKCUMAIBHOH II€HOH M pPacCUUTHIBAETCS B COOTBETCTBUU
C IIYHKTOM 33 HacTOAILIENH METOIUKH.

IX. Pacuer npenensHOR OTIyCKHON LIEHBI IPOU3BOAUTENEH
rocyapcTB - WieHOB EBpa3sniickoro 3kOHOMHUYECKOI0 COr3a
Ha JIEKapCTBEHHBIN Npernapar IpU €€ IepeperucTpanuu

37.1lpenensHast OTIyCKHas 1ieHa Ha JIEKapCTBEHHBIH IIpenapar
IpH ee IepepervcTpalyyl YCTAHABIMBACTCS IS KaXHOTO IIPOM3BOIUTEINLT
B paMKaX pPETHCTPallMOHHOIO YIOCTOBEPEHMS JIEKapCTBEHHOIO Ipernapara
B COOTBETCTBHMU C TpeOoBaHUAMH IIyHKTOB 24 u 25 IlpaBun U He MOXET
NpEeBBIIIaTh MUHUMANBHYIO IIEHY, PACCUUTAHHYIO B COOTBETCTBUU C HACTOSLIEH
METOJUKOMH.

38. Ilepeperucrpaiys NOpeaeNbHOW OTITyCKHOM IL€HBI IPOU3BOIUTEINS
rocyJapcTB - WIeHOB EBpa3suiickoro 3KOHOMHYECKOTO COX03a Ha JIEKapCTBEHHBIN
B" myHKTa 32

n,n "

npenapar B Clydasx, IIPeAyCMOTPEHHBIX IOAIYHKTaMH "a
[IpaBui, oCyIECTBISAETCS UCKOS:

a) U3 pacyeTa, INPeIyCMOTpEeHHOro mpmioxkeHueM Ne7 k HacTosmen
METOIHKE;

6) 13 00OCHOBaHMsS pacueTra IMpeAeNbHOW OTIYCKHOM IIeHBl Ha
JIEKapCTBEHHBIH IIpernapaT MPOU3BOIUTENS rOCYIapcTB - wieHoB EBpazuiickoro
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HPKOHOMHUYECKOTO CO03a, IpeIcTaBlseMON Ha IepeperncTpaluio, COINACHO
npuiioxenuro Ne 10.

39. IlpenenpHas OTIycKHas LleHA IIPOU3BOAUTENS [OCYAApCTB - YWIEHOB
EBpa3niickoro 3»KOHOMHYECKOTO CO03a Ha JIEKApCTBEHHEI  Ipernapar
IIpU ee TepeperucTpaiuyd B CIydasx, YKa3aHHbIX B MOANyHKTax 'a" u "B"
myHKkTa 32 [IpaBu, NOMJIEXKUT YBENTHICHHUIO:

a) Ha BEJIMUMHY YIOPOXKaHUS CBIPhS X MaTepHAIIOB;

6) Ha BeIMYMHY U3MEHEHUS HaKJIaJHbIX PACXOJ0B.

40. TlpenenbHas OTIyCKHas LieHa ITPOM3BOJUTENSA IOCYNApCTB - YIEHOB
EBpa3niickoro 3KOHOMHHYECKOTO COIO3a Ha JIEKapCTBEHHBIM IIpenapar IpU ee
nepeperucTpalyy B cioydyae, yKasaHHOM B noanyHkre "6" myskra 32 Ilpasui,
MIOJJIEKUT YBEJIMYECHHUIO B YaCTH 1LIEH Ha CHIphe M MaTepHallbl, UCIIOIb3YEMBIE
Ipu IIPOU3BOJICTBE KOHKPETHOTO JIEKapCTBEHHOIO npenapara,
IPOTIOPIIUOHATEHO BEIWYUHE YIOPOXKAaHUSI CTOMMOCTH CHIpbS U MaTEpHAJIOB
B CTPYKType 3aTpaT Ha MpPOU3BOACTBO M pealM3alHI0 JIEKAPCTBEHHOIO
mpernapara, KOTOpoe B paBHOM CTENEeHH BIWSET Ha 3aperHCTPUPOBAaHHEBIE I€HEI
Ha BCE JIEKapCTBEHHBIE IIpernaparhl, OTHECEHHbBIE K OJHOMY MEXIyHapOIHOMY
HENaTeHTOBAaHHOMY HaUMEHOBaHUIO U UMEIOIUE OANHAKOBBIN IIyTh BBECHHS.

4]. BenuyuHa yBeNIWHEeHHS 3apErUCTPUPOBAaHHON NIPEAEIBHON OTITYCKHOM
IIEeHbl Ha JIeKapCTBEHHBIN MpernapaT MNPOMU3BOAUTENS TOCYHapCTB - YIEHOB
EBpasuiickoro »KOHOMHYECKOTO COI03a IMPU €€ IIepeperucTpalyuu B Ciydasx,
yKa3aHHBIX B moAnyHkrax "a" u "0" myHkrta 32 IlpaBui, He NOJDKHA NPEBHIIATH
YpOBeHb (akTH4ecKoX WHQIAIUN IpelIecTBYIOMEro KaleHJapHOoro roja
C y4eTOM I[IPOTHO3UMPYEMOro YypOBHA HHOIAKMMA  TeKyllero roja,
YCTaHOBJIEHHOTO (elepalbHBIM 3aKOHOM O QeaepalbHOM OlomkeTe Ha
COOTBETCTBYIOIINI (PUHAHCOBBIA T'oj W IaHoBEI nepuon (M) (mpoueHTOB),
onpenensieMblit o hopmyre:

"= WITLI x (100 + ylcicz)]zeﬁb AL, ) 100%,

rje:

UIIL[ - wuHAEGKC NOTpeOUTENbCKUX LIEH Ha TOBapbl M YCIYTH
Ipe/IIeCTBYIOIIEro KaJIeHAapHOTO roJa (IPOLEHTOB);

YPOBE€Hb HHQIALMH, - TPOTHOZUPYEMBIH YPOBEHb MHMISLUUU TEKYIIETro
roja, yCTaHOBIEHHBIH (QenepatpbHBIM 3aKOHOM O deaepalbHoM OloIKeTe
Ha COOTBETCTBYIOLIUH (PMHAHCOBBIH I'OJ] ¥ IJIAHOBBIX IIepro (IIPOLIEHTOB).
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42.1Ipn pacdere npenenbHOM OTIIYCKHOM ILEHBl Ha JIEKAapPCTBEHHEBIM

mperiapaT  [pH €€  TepeperucTpalud B ClIy4asx,  yKa3aHHBIX
B noxmyHkTax "a" -"B" mynkrta 32 IlpaBun, He yYUTBIBAaeTCA YBEIWYEHUE
HaKJIaTHbIX pacxooB pu HU3MEHEeHUH cniocoba OTHECEHUS

OOIIEeNPOU3BOJCTBEHHEIX M OOIIEX03IHCTBEHHBIX PACXOJ0B Ha ce0EeCTOUMOCTh
JIEKapCTBEHHOT'O IIperapara, a Takke MPpU U3MEHEHUHM 3HAYEHUN IoKasaTelel,
WCIIOJIb3YeMBIX B COOTBETCTBUM C YYETHONW HOJUTUKOH IPOU3BOIUTENA
rocyzapcrBa - 4jeHa EBpa3uiickoro 3KOHOMHYECKOI'O COK03a I OTHECEHMSA
001I1eNTPOU3BOICTBEHHBIX U 00INEX03HCTBEHHBIX PacXoJ0B Ha ce0eCTOMMOCTh
JIEKapCTBEHHOTO IIpenapara.

43. Ilepepeructpatuss IpeaesbHOM OTIIYCKHOM LEHBl IIPOU3BOAUTEINEH
roCyJapcCTB - 4JieHOB EBpa3suiicKOro 3KOHOMHUYECKOI0 COX03a Ha JIEKapCTBEHHBIN
mpenapar B ciydae, NpeIyCMOTPEHHOM MOAmyHKToM '"r" myHkTa 32 IlpaBwmi,
OCYIIECTBIISIETCS HAa OCHOBAaHUM CBEJCHMH, IPeLyCMOTPEHHBIX IPUAIIOXKECHUEM
Ne 1 k HacTosiIIel METOAMKE.

44. IIpenenbHas OTHyCKHAas lieHA MPOU3BOAUTENIEH IOCYIapCTB - YIEHOB
EBpa3uiickoro 3kOHOMUYECKOr0 COX03a Ha JIEKapCTBEHHBIN Npernapar [OJICKUT
[IEpEepErUCTPallMM B Cliydae, yKa3aHHOM B noamynkrte '"r" myHkTa 32 IlpaBun,
eclH cpeIHeB3BellleHHAs (aKTHUecKas OTITYCKHAas II€Ha Ha JIeKapCTBEHHBIH
IpenapaT 3a MEpUoJd, HCTEKIIMA CO JHS TOCYJapCTBEHHOHN perucTpaluu
(mocnemHell mepeperucTpaliy) IOpenenbHONR OTIYCKHOM IIeHBI, ObLIa HHXe
3apeTrUCTPUPOBAHHON Ha 3TOT MEpUO/ lieHbl He Oosee 4yeM Ha MPOTHO3UPYEMBIi
YPOBEeHb WHQIIALMY, YCTAHOBJIEHHBIH Ha TeKyIIWH roj dbenepalbHBIM 3aKOHOM
0 ¢enepasbHOM 0I0/KETE HA COOTBETCTBYIOIIHH QUHAHCOBBIA I'OJl U ITAHOBBIN
IepUoL.

45. BenuuuHa yBeIUYCHUS 3aperUCTPUPOBAHHON MpeAeIbHON OTIYCKHOM
LIEHB! [IPOU3BOJUTENEH rocyapCTB - WIEHOB EBpasuiiCKOro 3KOHOMHUYECKOIO
COI03a Ha JIEKapCTBEHHBIM IpenapaT MpU €€ IIepeperucrpaiyy B ciydae,

L1 4}

yKazaHHOM B noanyHkre 'r" myHkrta 32 IlpaBun (VY,) (upoueHTOB),

onpeeseTcs o opmyie:

[€Ha 3apeT — L€Ha CPB3B OTII;

V.=V %xHU, - x 100%,

IIeHa 3aper

rue:

VY, - IPOrHO3UPYEMBINA ypOBEeHb MHQJISIINK, YCTAHOBICHHBIA Ha TeKyILIUH
roa ¢enepaibHbIM 3aKOHOM O denepanbHOM OIOIKETe Ha COOTBETCTBYIOLIUMA
(GbUHAHCOBBIN I'OJ U IJIaHOBLIN MTepUo/T (TIPOLIEHTOB);
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U, - koapPULMEeHT LeHOBOM IpyNIibl, ONpeeNsieMblid B COOTBETCTBUU CO
3HAYeHHsAMH Kod((uureHTa IIeHOBOH TIpYIIIbl, NPUMEHSEMOrO NPH pacyeTe
IpeneabHbIX OTIYCKHBIX LI€H MPOW3BOAMTENEH Ha JIEKapCTBEHHbIE Mpenaparsbl,
IpeACTaBIsIEMBIX Ha NepEPEerucTpaltio, CoriacHo npuioxeruto Ne 11.

IleHoBass rpynma ompenensercs MCXOAs U3 3aperuCTPUpPOBaHHOU
npenenbHOM OTIMYCKHOM IleHBl Ha JIeKapCTBEHHBIA mpenapaT 3a Tepuof,
UCTEKIIMIA  CO  [OHA  TOCYJAapCTBEHHOWM  peructpauuu  (mocneaHeu
NepeperucTpalum);

LieHa 3aper - 3apericTpUpOBaHHas MpejelbHAas OTHYCKHas IleHa Ha
JIeKapCTBEHHBIA IIpernapar 3a IIepPUOA, HUCTEKIIUMH cO JHSA [OCYJapCTBEHHOU
perucTpanuu (ocjaeaHe nepepeructpauun) (pyonei);

IIEHa CPB3B OTIl; - CpeAHEB3BellleHHas (akTUyecKas OTIIyCKHas IlieHa
IPOU3BOOUTENS rocyfapctBa - wieHa EBpa3suiicKOro 3KOHOMHUYECKOTO COH3a
Ha JIEKapCTBEHHBIM Ipenapar, OTIYIIEHHbId 3a OTYETHBIA TNepHoj,
paccuMTaHHas B COOTBETCTBUHM C pazfienoM [V HacTosiel MeTonuky (pyoieit).

46. Ilpepnaraemasi Kk mepeperucTpauuu npeneibHas OTIYCKHas IeHa
Ha BOCIIPOU3BEIEHHBIM JIEKAPCTBEHHBIM IMpenapaT HE MOXET IPeBbILIATh
OTIIyCKHYIO LIEHY, PacCUUTaHHYIO B COOTBETCTBHM C HACTOSAIIEH METONUKOH C
yuetoM TpeboBanul ryHkra 31 [lpasui.

X. Pacuer npenebHON OTIYCKHOM LUEHBl HHOCTPAHHBIX [IPOU3BOIUTENEH,
B TOM YKCJI€ OCYLUECTBISIONINX MEPBUYHYIO U (WM ) BTOPHYHYIO
yIIaKOBKY JIEKapCTBeHHOro npemnapara B Poccuiickoil ®enepanuu,

Ha JIEKApCTBEHHBIN Npenapar Mpu €€ MepeperucTpanum

47.IlpenenpHas OTIyCKHas L€EHa Ha JIEKapCTBEHHBIM mpenapar
WHOCTPaHHBIX TPOU3BOAUTEINEH IPH €€ NepeperucTpalil yCTaHABIMBAETCS TSt
KOKAOTO IPOMU3BOAMUTENS] B pPaMKax pErucTpaldoOHHOIO YIOCTOBEPEHUS
JIeKapCTBEHHOIO Mpenapara B COOTBETCTBUU C TpeOOBAaHUSIMU MYyHKTOB 24 u 25
[IpaBun ¥ He MOXET IMpeBHIIATL MUHHUMAJIbHYIO LEHY, PAacCUYMTAHHYIO B
COOTBETCTBHUU C HACTOSIIEH METOAUKOM.

48. Ilepepeructpanys nOpeneNbHOW OTIYCKHOM IL€Hbl HMHOCTPAHHBIX
NPOU3BOAUTEIIEH HA JIEKaPCTBEHHBIM MpenapaT OCyIIEeCTBISIETCS HA OCHOBAHUU:

a) CBEIeHUH, MpelyCMOTpeHHBIX npuiiokenneM Ned k Hacrosmiei
METOJMKE;

6) obocHOBaHUSI  pacyeTa  TpeAeNbHOM  OTIYCKHOW  UeHBl  Ha
JIEKapCTBEHHBIM TIIpenapar HWHOCTPAHHBIX HPOU3BOJUTENIEH, B TOM 4YHCIE
OCYIIECTBISIOLIUX NEPBUYHYIO U (WJIM) BTOPUUHYIO YIIAKOBKY JIEKapCTBEHHOTO
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npenapata B Poccuiickoi denepannu, npeacraBiseMoil Ha NepeperucTpaluio,
COTJIACHO MpUJIOKeHUIO Ne 12.

49. llepepernctpanusi npenenbHOW OTIYCKHOW 1IeHbl UMHOCTPAHHBIX
MIPOU3BOIUTENEH, OCYIIECTBIAOMNX NEPBUYHYIO U (HUJIH) BTOPHUHYIO YIAKOBKY
NeKapcTBEHHOro Impemnapata B Poccuiickoil ®enepauuu, Ha JEKapCTBEHHBIN
npemnapaT OCYLIECTBISIETCS HA OCHOBAHUH:

a) CBeJIeHUH, MpeTyCMOTPEHHBIX IpuioxeHuemM Nel x HacTosei
METOIUKE;

0) 000ocHOBaHUs pacuera, NpedyCMOTPEeHHOro mpwioxeHneM Ne 12
K HACTOSLIEH METOIUKE.

50. IlpenenbHas OTIyCKHasl LieHAa MHOCTPAHHBIX MPOU3BOJMUTENEH, B TOM
4yClie OCYHIECTBJISIOINUX IEPBUYHYIO U (WJIKM) BTOPHUYHYIO  YIAaKOBKY
JNeKapcTBEHHOTo npenapara B Poccuiickot ®Depepaunu, Ha JeKapCTBEHHBIN
npenapar IpU €€ NepeperucTpaluy MOMJIEKHUT YBEIIMUEHUIO IpU cOOJII0AeHUN
CIEAYIOUINX YCIOBUIM:

a)ecid  pocT  Kypca  HalMOHAIBHOW  BalIOTBI  rocyAapcTBa -
IPOU3BOAUTENS JIEKAPCTBEHHOTO Ipenapara K pyOito co JIHS rocyJapCTBEHHOM
peructpauuu (mocjieqHedl nepeperucrpalu) MNpeaesbHOW OTIMYCKHOW IIeHBI
IPOU3BOAUTENS. HA JIEKapCTBEHHBIM IIpernaparT IO OTHOLICHHIO K Kypcy
HAallUOHAJIBHOM BaJIOTHl JO JaThl MOJA4Yd [JOKYMEHTOB Ha €€ OHYepeIHYIO
NEePEPETUCTPALMIO IIPEBBIIIAET IIPOTHOZUPYEMBINA yPOBEHD UHQIISILIUU TEKYIIETO
rofa, yCTaHOBIIEHHBIA (elepanbHBIM 3aKOHOM O (eepaabHOM OIoIKeTe Ha
COOTBETCTBYIOLIMI (PUHAHCOBBIN IO/ U IUTAHOBBIH MEPHOT;

0) ecnii cpelnHeB3BellleHHas (hakTHUecKas LEHa BBO3a JIEKAPCTBEHHOIO
npenapara (sl JE€KapCTBEHHOI'O IpenapaTa MHOCTPaHHOTO IMPOU3BOIUTEIS,
OCYHIECTBIISIFOIIETO MEPBUUHYIO U (WUIM) BTOPHUYHYIO YIAKOBKy B Poccuiickoii
Qenepanyy, NPUMEHSETCS CPEAHEB3BEIICHHAs LieHAa OTIyCKa) 3a OTYETHBIN
nepuo OblIa HIKE 3aperHCTPUPOBAHHON Ha 3TOT MEPHOJ LIEHbI He Oojiee yeM
Ha TPOTHO3UPYEMBIM YpPOBEHb HHQIISALINM, YCTAHOBICHHBIH Ha TEKYIIUH Ion
denepanbHBIM 3aKOHOM O (enepanbHOM OrOmKeTe Ha COOTBETCTBYIOIIUH
(bYHAHCOBBII IoJ1 ¥ IIAHOBBIM NEPUOT;

B) €CNIM IpelieNibHas OTIYCKHAs LieHa WHOCTPAHHOTO IPOM3BOJUTENS Ha
JEKapCTBEHHBIA Ipenapar Ipd €€ [epeperucrpaluv He MpeBbIIAcT
MUHUMAJIBHYIO  OTIYCKHYIO IL€Hy WHOCTPaHHOrO NPOM3BOAMUTENS  Ha
JEKApCTBEHHBIH IIpenapar B HHOCTPAHHBIX TIOCYyJapcTBaX, YyKa3aHHBIX B
nprioxeHud Ne 2 K HacTosIIed METOJUKE, OMPEJEIEHHYI0 B COOTBETCTBHH C
pazzenom VII HaCTOsILIEH METOAUKHU Ha OCHOBaHUH pacuera,
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NpelyCMOTPEHHOTO mpuioxeHueM Ne 3 K HacToslleil MeTOOUKe, C Y4eTOM
pPacxoioB, CBI3aHHBIX C TAMOXXEHHBIM O(hOpMIICHHEM.

51. IlpennaraemMass K TepeperucTpaldd TpefenbHas OTIYCKHas IleHa
Ha BOCIPOW3BEJACHHBIN JIEKAPCTBEHHBIM @perapar HE MOXET MpPeBhIATh
OTIYCKHYIO LIEHY, PACCYUTAHHYIO B COOTBETCTBHH C HACTOSIIEH METOJUKOHN C
ydetoMm TpeboBanuil myHkrta 31 IlpaBui.

52. Benv4rHa yBeJIWYECHNS 3apETUCTPUPOBAHHOM NpENeIbHON OTIYCKHOM
IeHhl HMHOCTPAaHHOTO  TNPOM3BOJAWTENSE HAa  JIEKAPCTBEHHBIH  Mpemnapar
npu ee mnepeperucrpanuu (Yu) (IPOLEHTOB) C OKPYIJIEHHEM JO COTBIX
orpenenseTcs no Gpopmye:

[I€Ha 3aper — HeHa CpB3B BB

V,=Y,%xH, - x 100%,

1I€Ha 3aper

rae:

VY. - IPOrHO3UpPYEMBI YpOBeHb HHQIISIIIMU, YCTAHOBJICHHBIN HA TEKYIIUN
roa ¢enepalbHBIM 3aKOHOM O defepanbHOM OIOMKeTe Ha COOTBETCTBYIOIIMIA
(HUHAHCOBBIN o/l U IJIAHOBBIN Nepuo/ (ITPOLIEHTOB);

U, - ko3 PuIeHT ueHoBO# rPyIIIbl, ONpe/iesisieMblid B COOTBETCTBUH CO
3HAYCHUSIMH  KO3(G(UIMEHTOB  IIEHOBOW TIPYyNNbBl, NPedyCMOTPEHHBIMU
npuioxenneM Ne 11 k HacTosield MeToOAMKeE.

LlenoBas rpynma omnpenensercs HCXOOs M3 3aperuCTpPUPOBAHHOU
[pefebHOY OTIIyCKHOM LIeHbl Ha JIEKAapPCTBEHHBIM Ipernapar 3a IEpUOL,
UCTEKIIMH  cO  OHA  TOCyAapCTBEHHOW  perucrpauuu  (mocnenneit
TIepeperucTpaLiim);

LleHa 3aper - 3aperucTpUpOBaHHasl IpefenbHas OTIyCKHas I[eHa Ha
JEKapCTBEHHBIM IIperapar 3a IepUof, MCTEKIIMH CO JHS TOCydapCTBEHHOU
peructpanuy (nociueaHel nepepeructpauun) (pyonei);

IeHa CPB3B BB, - CpEIHEB3BeIleHHas (akThdeckas IeHa BBO3a
JIeKapCTBEHHOIO0 Ipernapara WHOCTPaHHOTO NPOW3BOAMTENS, BBE3EHHOIO 3a
OTYETHBIN NEpPUOJl, paCCYNTaHHAsi B COOTBETCTBHM C pa3zienom VI Hactosinei
METOIUKH (pyOiiei).

53. BesinynHa yBeJIMUEHHUS 3apETMCTPUPOBAHHOM NpeNebHONM OTIYCKHOH
LIEeHbl MHOCTPAHHBIX MPOU3BOAMUTENEH, OCYUIECTBISIOMIMNX NEPBUYHYIO U (HIIH)
BTOPHUYHYIO YIaKkoBKY B Poccuiickoit denepanuy, Ha IEKapCTBEHHbIN NpenapaT
NpU ee NEepeperucTpaluu ompenesnseTcs no GopmyJse, MPUBEIEHHON B IIyHKTE
45 HacTosEN METOIUKMU.
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54.B cny4dae ecnd 3a OTYETHBIM MEpUOJ JICKAPCTBEHHBIM Mpemnapar
B paMKax OJHOIO PErUCTPALlMOHHOIO yIOCTOBEPEHHUS BBO3WIICS Ha TEPPHUTOPUIO
Pocculickoii ®enepauuy HWHOCTPAHHBIM MPOU3BOAUTENEM (MMIIOPTEPOM) U
OTTpyKaJIcsi MHOCTPAaHHBIM IIPOM3BOAUTENEM, OCYIIECTBISBIIMM MEPBUYHYIO
¥ (W1M) BTOPUYHYIO YIAKOBKY JIEKapCTBEHHOro npemnapaTta B Poccuiickoi
@®enepanuy, pacdeT IpeAcsbHOM OTIYCKHOM LEHBI NPOU3BOAMTENS MpPHU
HepeperucTpanyy OCylEeCTBISETCs ¢ IPUMEHEeHNeM 001Iel cpeqHEeB3BENICHHOMN
LICHBI BBO3a M OTILyCKa JIEKAPCTBEHHOTO IIpenapara.

OO1mas cpelHEeB3BelIEHHas LieHAa BBO3a U OTIIyCKa JIEKAPCTBEHHOTO
npernapara IpUMeHseTCsl BMECTO CPeHEB3BEIICHHON (haKTHIEeCKOM IIeHbI BBO3a
JeKapCcTBEHHOro mpenapara (UeHa CpB3BIOP BB,) U CpPEIHEB3BEIICHHOW
(baxTHIeCcKOil OTIyCKHOM IIEHBI JIEKapCTBEHHOTO Npenapara (1ieHa CpB3BIpP OTII;)
OpU TMepeperucTpaluuy MOpeAeIbHOM OTIYCKHOM LEeHBl NPOU3BOJAUTENS Ha
JIEKapCTBEHHBIN IIpenapar B ClIy4asX, IpelyCMOTPEHHBIX MyHKTOM 34 [lpaBu,
JUTSL pacyeTOB B COOTBETCTBUM C MOJAMYHKTOM "0" myHkTa 50, myHKkTaMu 52 u 53
HACTOSAILEH METOAUKH.
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