MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 8 okTsi0psa 2018 r. Ne 1207

MOCKBA

O BHeceHMHU M3MEHEHHUIl B IOCTAHOBJICHUSA
IIpaBurtenbcTBa Poccuniickoit @enepauuu
oT 29 oxkTsa0ps 2010 r. Ne 865 u ot 15 cenTsiops 2015 r. Ne 979

IIpaBurenscTBO Poccuiickon denepaiun 1O CTAaHOBJA A€ T !

1. VTBepauth  mpunaraemMble  M3MEHEHHUSA,  KOTOpbIE  BHOCATCA
B mocraHoBiieHue IIpaButensctBa Poccuiickoit ®enepanum oT 29 OKTAOpS
2010 r. Ne 865 "O rocymapCTBEHHOM DPETYJIMPOBAHUM IIEH Ha JIEKAPCTBEHHbBIC
npenaparbl, BKIIOUYCHHbIE B MEPEYCHb KU3HEHHO HEOOXOMAMMBIX M BaXKHEHIITNX
nexkapcTBeHHbIX mpemnapaToB" (CoOpanume 3akoHogarenbcTBa Poccuiickoit
deneparun, 2010, Ne 45, ct. 5851; 2011, Ne 50, ct. 7390; 2012, Ne 37, ct. 5002;
2015, Ne 37, cr.5153; Ne38, cr.5302) m mnocranoBienue IlpaBuTenbcTBa
Poccuiickoit ®Deneparuu ot 15 centsiops 2015r. Ne 979 "O BHeceHuu
u3MeHeHnid B nocraHoBiieHue IIpaBurtenscrBa Poccuiickont ®denepaunn
or 29 oktsabps 2010r. Ne 865 u 00 YTBEpKICHUU METOJUKH pacydera
YCTaHABIMBAEMbIX MPOU3BOIUTEIISIMHU JIEKAPCTBEHHBIX MPETAPATOB MPEACIbHBIX
OTIYCKHBIX  IIEH  Ha  JICKAPCTBEHHBIC  TMpemnapaThl,  BKIIOYCHHBIC
B TIEPEUCHb IKU3HCHHO HEOOXOMMMBIX U BaXKHEUIIUX JIEKAPCTBEHHBIX
penaparoB, MpU HMX TOCYAAPCTBEHHOM PETUCTPAIMU W TepeperucTparuu’
(Cobpanue 3akonomarenbcTBa Poccuiickoit denmepamnmm, 2015, Ne 38, ct. 5302).

2. Hacrosimee mocTaHOBJIGHWE BCTYMaeT B CHIYy CO JHS  €r0
ouHManTbEHOrO OMyOIMKOBAHMS.

IIpencenarens IIpaBurenscTBa
Poccuniickon ®@enepanun J.Mengenes



YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
ot 8 okTs10ps 2018 r. Ne 1207

N3MEHEHMNI,

KOTOpbIe BHOCATCH B HocTaHOBJAeHUs [IpaBureascrBa Poccuiickoi
Denepannu ot 29 oktsa0ps 2010 r. Ne 865 u ot 15 cenTsaopa 2015 r. Ne 979

1.B mnocranoBnennn  IlpaButensctBa  Poccmiickoii ~ depeparuu
ot 29 okTsa6ps 2010 r. Ne 865 "O rocyaapcTBEHHOM pPETyJIMpPOBAHUU IIEH Ha
JIEKapCTBEHHbIE MIPenapaThl, BKIIIOUCHHBIE B MEPEYEHb KU3ZHEHHO HEOOXOIUMBIX
Y BOKHEHUIINX JIEKAPCTBEHHBIX IIpenapaToB':

a) MYHKT 5 U3JIOKUTh B CIEAYIOLIECH pelaKIuu:

"5. MuHucrepctBy  3apaBooxpaHeHusi  Poccuiickoit  Denpepanuu
n @enepanbHOl aHTUMOHOIOJIBHOW CIY)KO€ J1aBaTh MPU HEOOXOJUMOCTH
pPa3bSICHEHUSI 10 TNPUMEHEHHUIO TMpPaBWI, YTBEPXKICHHBIX  HACTOAILIUM
IMOCTAHOBJICHHEM.";

0) [IpaBuna TroCymapCTBEHHOW PpETUCTpAlMK U  TMEPEPerucTparuu
YCTaHABJIMBAEMbIX MPOU3BOJIUTEIISIMU JIEKAPCTBEHHBIX MTPENAPATOB MPEIETbHBIX
OTHYCKHBIX II€H Ha JIEKapCTBEHHbIC MpenapaThl, BKIIOYEHHBIE B IEPECUCHb
KU3HCHHO HEOOXOJUMBIX ¥ BaXKHEUIIUX JICKAPCTBEHHBIX IPENapaTos,
YTBEPXKICHHBIE YKa3aHHBIM I[IOCTAHOBJICHHEM, W3JIOKUTh B CIEIYIOIIEH
pelaKunu:


consultantplus://offline/ref=CB817B4D519F84E28C28FB01554324005FCE194EAF81103E6D5BEF579CE99F7852FB7229972D3CF2o3SCJ
consultantplus://offline/ref=57B67ED161104F44E3518DA65CF375D8B1F6A23CA597F18E55B22C4083k6WBH
consultantplus://offline/ref=86B6DAC9974E60113ED2952742AA720C2729ECA50DF34428459BF67869463A8DB169B060F7B12C7Fy4bCH
consultantplus://offline/ref=43A62D866558266662392971589725EF220A67DD7DC25EA34D95DFC8070A8C226E061F22BE3993422674K

"YTBEPXIEHbI

nocraHoBseHueM [IpaBuTenbcTBa
Poccuiickon denepanunu
ot 29 okts6ps 2010 r. Ne 865
(B peAakiMu MOCTAaHOBJICHUS
[IpaButenbcTBa Poccuiickont denepannun
ot 8 okTs10pst 2018 . Ne 1207)

NPABHUJIA

FocyﬂapCTBeHHOﬁ PEruCTpanum 1 nepeperucrpanum yCraHaBJINBaeMbIX
NMPOM3BOAUTC/IIAMM JICKAPCTBCHHBIX IPpenapaToB MPEACJIbHBIX OTITY CKHBIX
IEH HA JIEKAPCTBCHHLIC NPEMapaThbl, BRKIAIOYCHHLIC B ICPECYCHDL )KU3HCHHO

HCOﬁXO}II/IMLIX U Ba)KHEHIINX JEKApPCTBCHHLIX IIpelapaToB

1. Hactosimuue IlpaBuna ycTaHaBIMBAIOT TMOPSAOK  OCYILIECTBICHHUS
rOCYJapCTBEHHOM PETUCTPALMM W  TNEPEPETUCTPALNH  YCTaHABIMBAEMBIX
MIPOU3BOJIUTEIIIMHU JIEKAPCTBEHHBIX NPENApaToB MPENENIbHBIX OTIIYCKHBIX LIEH
Ha JICKapCTBEHHBIE TIpemapaThl, BKJIIOYEHHBIE B IE€PEYEHb KU3HEHHO
HEOOXOAMMBIX M BaXKHEWIIUX JIEKAPCTBEHHBIX IMPENaparoB, €XKErogHo
yrBepxkaaembli  IlpaButensctBoM  Poccuiickoit ~ @epepaunu  (manee -
JIEKapCTBEHHBIE MPEMAPATHI).

2. TocynapcTBeHHass perucTpanus W TepeperucTpamnus MpeaebHbIX
OTIYCKHBIX I[I€H MPOU3BOJMTENIEW  JIEKAPCTBEHHBIX  IPENApaToB  Ha
JIEKapCTBEHHBIE MPENapaThl OCYIIECTBISIIOTCS B PYOIsX.

3. MuHuctepcTBo 31paBOOXpAHEHUA Poccuiickon Odenepanuu
OCYILECTBIISIET PETUCTPALMIO MPEAEIbHON OTITYCKHOW LIEHBI MPOU3BOAUTENS HA
JEKAPCTBEHHBIM Ipemnapar, €€ IEepeperucTpaluo, BHECEHUE YKa3aHHOU
3apEeTUCTPUPOBAHHON (TTEPEPEruCTPUPOBAHHOMN) MPEIeTbHON OTIMYCKHOW IIEHBI
B TOCYJApPCTBEHHBIN PEECTP NMPEIEIbHBIX OTIYCKHBIX II€H MPOWU3BOAUTEIEH HA
JIEKapCTBEHHbIE MIPeNapaThl, BKIIOUEHHbIE B IEPEYEHb KUZHEHHO HEOOXOIUMbBIX
Y BOXKHEWILIMX JIEKaPCTBEHHBIX MperapaToB (Aajiee - roCcyJ1apCTBEHHBIN peecTp),
BbIJAYy JEpKaTeIl0 WIM BIAJAEIbIy PETUCTPALMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO Mpenapara (yrnoJIHOMOYEHHOMY UM JIUITY) BBIITMCKH U3 TIPUKA3a
MuHucTepceTBa 3apaBooxpanenus Poccuiickon denepauuu 0 rocy1apCTBEHHON
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perucTpaiuu (mepepeructpanun) npeaebHON OTITyCKHOU LEHBI
MIPOU3BOIMTENIS Ha JICKAPCTBEHHBIN Mpernapar.
4. @enepanbHast AHTUMOHOIIOIbHAS ciyx06a OCYUIECTBJISIET

DKOHOMHUYECKUN aHalu3 MPENEIbHOW OTHYCKHOW IIEHbl NPOU3BOJIWUTEINS Ha
JEKApCTBEHHBIA  Mpemapar NOpU €€  TOCYAapCTBEHHOW  PETUCTpaLUU
(mepeperucTpaium).

5. Ins rocyAapCcTBEHHOM perucTpanuu (repeperucTpanuu) mpeneabHon
OTHYCKHOM  II€Hbl  MPOWU3BOAUTENS  HA  JIEKAPCTBEHHBIM  Mpernapar
B MunucrepctBo 3apaBooxpaneHus Poccuiickont denepanuuy nepxareieM Uin
BJIQJICTIBLIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO Iperapara
(YITOJITHOMOYEHHBIM KM JIMIIOM) TMPEACTABISIIOTCA CJICAYIOIIUE JOKYMEHTHI
(B 2 sK3eMIUIsIpax Ha OYMa)KHOM HOCHUTEIIE U B AJICKTPOHHOM BHUJIE):

a) 3adBJICHUE O TOCYJIAPCTBEHHOM PETHCTPALMU YCTAHABIMBAEMBIX
MIPOU3BOJIUTEIISIMU JICKAPCTBEHHBIX MPENapaToB MPEAENIbHBIX OTIIYCKHBIX LIEH
Ha JICKapCTBEHHBIE TIpenapaThl, BKJIIOYEHHBIE B IME€PEYEHb KU3HEHHO
HEOOXOIMMBIX U BaXHEHIIMX JICKAPCTBEHHBIX MPENapaToB, Mo (GopMe COTJIaCHO
npuwioxeHuto Ne 1 (manee - 3asBJI€HUE O TOCY/IapCTBEHHON PETHCTpaIlii) WU
3asBJICHHE O MEPEPEerucTpali  YCTAHABIMBAEMBIX  IPOU3BOJUTEISIMHU
JIEKAQpCTBEHHBIX NpenapaToB MPEAENbHBIX OTIYCKHBIX LIEH Ha JICKAPCTBEHHBIC
npenaparbl, BKIIOUCHHbBIE B MEPEYEHb KU3HEHHO HEOOXOJAMMBIX U Ba)KHEUITUX
JIEKapCTBEHHBIX TpernaparoB, 1o Gopme cormacHo mpuioxeHuto Ne 2 (manee -
3asBJICHHUE O NIEPEPETUCTPALINN);

0) cBelleHUs O JIMIICH3UU Ha TIPOU3BOJICTBO JICKAPCTBEHHBIX CPE/ICTB;

B) CBEJICHUSI O PErUCTPALIMOHHOM yJIOCTOBEPEHHH JIEKAPCTBEHHOTO
npenapara;

') TOKYMEHTBI, TPEJCTABISIEMbIE C YYE€TOM TpeOOBaHUN METOIAUKU
pacueTa YCTaHABIMBAEMBIX MPOU3BOJUTENSAMHU JICKAPCTBEHHBIX MpenapaToB
MpeAeIbHBIX OTHYCKHBIX IIEH Ha JIEKApCTBEHHbIE MpEnaparhl, BKIIOUYCHHBIE B
MePEUYCHb JKU3HEHHO HEOOXOIMMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX MPEMApaTOB,
MpU UX TOCYJAPCTBEHHOW PETUCTpPAllMd U TMEPEPEeTUCTpallid, YTBEPKICHHOU
noctanoBiieHneM IlpaBurenbctBa Poccuiickoit depeparuu oT 15 ceHTIAOps
2015r. Ne 979 "O BHeceHMHM HU3MEHEHHWI B mocTaHOBieHHE [IpaBuTenncTBa
Poccuiickoit @eneparuu ot 29 okTsa6pst 2010 . Ne 865 u 00 yTBepkaeHUH
METOJMKH pacuera yCTAaHABIMBAEMBIX MPOU3BOAUTEISIMUA JIEKAPCTBEHHBIX
MpenapaToB MpeaeTbHbIX OTMYCKHBIX II€H Ha JEKapCTBEHHBbIE Ipenaparhl,
BKJIFOYCHHBIC B TIEPEUYCHb IKU3HEHHO HEOOXOMWMBIX W  BaKHEUIIUX
JIEKapCTBEHHBIX MPENaparoB, IMPU HUX TOCYJAPCTBEHHOW pErucTpauu
U TiepeperucTpanun’ (J1anee - METOIMKa), BKITFOYAIOIIUE B CEOsI:
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cBelieHUs1 00 o0ObeMax M IIeHaX OTIYCKa HaxOJsIerocsi B OOpalieHuu
Ha Ttepputopur Poccuiickorn @Denepanuu  JIEKAPCTBEHHOTO  Iperapara
MIPOU3BOJIUTENIEH TOCYJAPCTB - YIECHOB EBpa3uilcCKOro 3KOHOMHYECKOIO COI03a
Y MHOCTPAHHBIX MPOU3BOAUTENEHN, OCYLIECTBISIIOIINX B TOM YUCJE TEPBUYHYIO
U (WIM) BTOPUYHYIO YIAKOBKY JIEKapCTBEHHOro mpemnapata B Poccuiickoit

denepauuu;

pacyeT mpeiebHON OTIYCKHOM II€Hbl MPOU3BOJUTENS Ha JIEKAPCTBEHHBIN
npenapar, MpeICTaBIIEeMON Ha rocyJapCTBEHHYIO PErucTpalnio
(mepeperucTpanuio);

cBeleHUsT 00 o0bemMax UM II€HaX BBO3a JIEKAPCTBEHHOTO Ipernapara
WHOCTPAHHOTO TPOM3BOJICTBA, HAXOJSIIETOCSs B OOpallleHWH HAa TEPPUTOPUU
Poccuiickon ®@enepanuy;

CBEJICHUS O HaJM4YUU 3apETUCTPUPOBAHHBIX MPEJETbHBIX OTIYCKHBIX LEH
3asBJISIEMOIO JIEKAPCTBEHHOTO IIpenapara;

pacuer MpenesibHOM  OTIIYCKHOW LE€Hbl Ha  BOCHPOU3BEICHHBIN,
OroaHanoroBbIil (OMOMOJO0HKIN) JEKapCTBEHHBIN Mpenapar, MpeacTaBlIgeMon
Ha rOCYZapCTBEHHYIO PETUCTPALINIO;

pacuer mpeaeIbHOW OTHYCKHOM LIEHBl Ha JIEKAPCTBEHHBIA IIpernapar
ITPOU3BOAUTEIIEN TOCYIAPCTB - YICHOB EBpa3niiCKOro 3KOHOMHUYECKOTO COHO3a,
IIPEJICTABIISIEMON HA TOCYAaPCTBEHHYIO PETUCTPALIUIO;

000CHOBaHUE pacyueTa MpeaeIbHOM OTIYCKHOM IEHBI Ha JIEKapCTBEHHBIN
npernapar  NPOU3BOJUTENENM  TOCyHapCcTB -  4WiIEHOB  EBpasuiickoro
DKOHOMHUYECKOTO COK03a, IPEACTABISAEMON Ha ITEPEPErUCTPALUIO;

000CHOBaHUE pacyeTa MpeaeabHOM OTIYCKHOM IIEHbI Ha JIEKapCTBEHHBIN
IpernapaT HMHOCTPAHHBIX IPOU3BOJIUTENEH, OCYLIECTBISIOUIMX B TOM YHCIIE
NEPBUYHYI0 U (MJIM) BTOPUYHYIO YIAKOBKY JIEKAPCTBEHHOrO IIpernapara
B Poccuiickon denepanun, npeacTaBIsieMON Ha IIEPEPETUCTPALUIO;

1) JOKYMEHT, OATBEPKAAOIINNA MOTHOMOYHS YIIOJTHOMOYEHHOTO JIUIIA.

6. CBenenusi, coxaepxammecss B 3asiBICHUM O TOCYJApPCTBEHHOM
pEruCTpallMi M 3asBJICHUM O IMEPEPETUCTPAlMU, JOJLKHBI COOTBETCTBOBATH
CBEJICHUAM, YKa3aHHBIM B PETrMCTPALIMOHHOM YAOCTOBEPEHUHU JIEKAPCTBEHHOIO
npenapara Ha JIeHb [0Ja4i TaKOro 3asBJICHUSI.

/. depxaTeab WIM BIAJAENEl] PETUCTPALMOHHOIO  YAOCTOBEPEHUS
JIEKapCTBEHHOI0 IpenapaTta (yrnoJHOMOYEHHOE UM JIMIIO) BIpaBe MPEACTaBUTH
KOMUIO JIMIIEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB W KOIMIO
PETUCTPALIMOHHOTO  YOOCTOBEPEHUs  JICKAPCTBEHHOIO  mpemnapara 1o
COOCTBEHHOW MHULIATHBE.
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8.B cimywae nmpencraBieHus ~— JepiKaTelieM WM BIAJENbIEM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO npernapara
(YTTOJITHOMOYEHHBIM MM JIMIIOM) 3asBJICHUS O TOCYAAPCTBEHHOU PETUCTPALMH 10
UCTEUEHHUsI 3 JIeT CcO JHA NpUHATAA MUHHCTEPCTBOM 3APABOOXPAHEHHUS
Poccuiickoit ®epepanuu pernieHUss 00 HCKIIOYEHHH M3 TOCYAApCTBEHHOIO
peectpa TpeNenbHOM OTIYCKHOM II€Hbl Ha JIEKAPCTBEHHBINM IIpernapar
3asBJICHHAS NIPEAEIbHAs OTIYCKHAS LIEHA MPOU3BOAUTENS HE MOXKET MPEBBIIIATH
paHee UCKIIIOUEHHYIO MPEEIbHYIO OTIYCKHYIO 1IEHY Mpou3BoAuTeNs (6e3 yueTa
MPOU3BOICTBEHHOM TUIONIAJKU) UCXOJs M3 CTOMMOCTHA OJHOM JIeKapCTBEHHOMN
(GbOopMBI COOTBETCTBYIOIIEH TO3UPOBKHU JIEKAPCTBEHHOTO TIpenapara.

9. 3asBneHHas K TOCYAapCTBEHHOM PETUCTPALMK TpeielibHas OTITYCKHAS
[[eHa TPOM3BOJUTENS Ha pedepeHTHBIN JIEKAPCTBEHHBIN MpenapaT HEe MOXET
NPEBBINIATh IIEHY, YKa3aHHyl0 B MOAMyHKTe 5.5.4 mnpunoxkenuss Nol
Kk IlpaBuiiam QopMupoBaHUS TEpEUHEN JIEKAPCTBEHHBIX NPEMapaToB IS
MEIUIMHCKOIO IIPUMEHEHHUSI U MUHHMMAJIBbHOIO aCCOPTUMEHTA JIEKAPCTBEHHBIX
npenaparoB, HEOOXOAUMBIX I OKa3aHUS  MEIUIIMHCKOW  TOMOIIIH,
YTBEPXKACHHBIM MocTtaHoBiIeHUEM [IpaBurenscrBa Poccuiickont Penepanuun
or 28 asrycra 2014r. Ne 871 "OO yrtBepxknenuu IlpaBun dopmupoBanus
IIEPEYHEN JIEKAPCTBEHHBIX IMpenaparoB Jjisl MEIUIUMHCKOIO MNPUMEHEHUs W
MUHHUMAJILHOTO aCCOPTUMEHTA JICKAPCTBEHHBIX MPEnapaToB, HEOOXOIUMBIX IS
OKa3aHUs MEIUIMHCKOUN moMomu".

10. MunuctepcTBO 3apaBooxpanenus: Poccuiickoit denepanvu B TEUCHHE
15 pabounx gHEW co JHSA oOpamieHust Jep)Karens WM - BiaJesblia
PETUCTPALMOHHOTO YIAOCTOBEPEHUS JIEKapCTBEHHOIO npernapara
(YITOJITHOMOYEHHOTO MM JIMIIa)  OCYIIECTBJISIET  MPOBEPKY  TOJHOTHI
MPEACTABICHHBIX B COOTBETCTBMM C TMYHKTOM 5 Hacrosmmx [lpaBun
JIOKYMEHTOB M HANPABJSAET OJWH JK3EMIULIp JIOKYMEHTOB B DenepanbHyro
AHTUMOHOIIOJIPHYIO ~ CIIy’)kOy WJIM TpPUHUMAeT pelieHrne 00 OTKasze B
roCyJapCTBEHHOM perucTpanuu (MmepeperucTpanuu) MpeaeabHOl OTIMYCKHOM
LIEHBI IPOU3BOJIMUTENS HA JICKAPCTBEHHBIN Mpenapar.

11. OcHoBaHusIMH [JIE OTKa3a B TOCYJAPCTBEHHOW pPETHCTpaLlMU
(mepeperucrpaiium) MuHHCTEpCTBOM 3paBOOXPAHECHUS Poccuiickon
denepannu NpeaeabHOM OTIYCKHOM LIEHBI MPOU3BOAMUTENS HA JICKAPCTBEHHBIN
Mpernapar sBJISIIOTCS:

a) OTCYTCTBHUE B JIOKYMEHTaX, YKa3aHHbBIX B MyHKTE 5 HacTosmux [Ipasun,
CBEJICHUI, PETYCMOTPEHHBIX HacTOSIMMU [IpaBriiamu 1 METOAUKOM;

0) MpeBbINICHUE  3asABICHHON IS TOCYJApCTBEHHOW  pPErucTpariiu
IIPEAEIbHON OTIIYCKHOM ILIEHBI NPOWU3BOAUTENSA HA JIEKAPCTBEHHBIM Npemnapar
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HaJl OTIYCKHOW IIEHOM, OMpPEACICHHON C y4eToM TpeOOBaHUM ITYHKTOB 8 U 9
Hacrosamux [IpaBu;

B) HENPEJICTABIICHUE  CBEACHUM,  NPEIyCMOTPEHHBIX  IyHKTOM 12
Hacrosmux [IpaBui.

12. B ciiyyae He0OXOMMOCTH YTOYHEHHUS U (MJIM) TOTIOJTHEHUSI CBEJICHUH,
COZIEpKaIlUXCA B JOKYMEHTAaX, yKa3aHHbIX B MyHKTe 5 Hactosmmx [IpaBui,
Jep KaTenb WK BIAJACIIel] PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara (YmoJHOMOYEHHOE UM JIMII0) MPEACTABISIOT MO  3ampocy
MuHucTepeTBa 3apaBooxpaneHuss Poccuiickon denepanui COOTBETCTBYIOIIYIO
JIOKyMEHTAIBHO 0(OPMIICHHYIO HH(DOPMAITHIO.

Cpok mpencTaBlieHHs OTBETa Ha 3alpocC JAEP)KATENIEM WU BIaAENbLEM
PETUCTPALMOHHOTO YIAOCTOBEPEHUS JIEKapCTBEHHOIO npernapara
(YTIOJTHOMOYEHHBIM UM JIUIIOM) HE MOXET MpeBbImarh 10 pabouux gHEl co qHs
IoJydeHus 3anpoca MunncrepcrBa 3apaBooxpanenus Poccuiickon denepanun.

[Ipu »o>TOoM O0OUIMI CPOK pPACCMOTPEHUs JOKYMEHTOB, YKa3aHHBIX
B myHKTe 5 Hacrosmux [IpaBuwi, MMHUHUCTEPCTBOM  3ApaBOOXPAHEHUS
Poccuiickonn @enepaunu HE MOXKET NPEBBIIATH CPOKU, NPEAYCMOTPEHHBIE
nyHKTOM 10 1 ab3a1ieM BTOPBHIM HACTOSIIIETO MTyHKTA.

IIpu HenmocTyIiuieHWM OT JeprKaTens WA BiaAeIblia PErMCTPALMOHHOTO
YIOCTOBEPEHUSI JIEKAPCTBEHHOTO Tipernapara (yMOJIHOMOYEHHOTO WM JIUIA)
B YCTAQHOBJICHHBIM CPOK 3alpOIICHHOW JIOKYMEHTaJbHO O(POPMIICHHOM
uHdopmaruu  MuHHUCTEpCTBO 3ApaBooxpaHeHusi Poccuiickoit  deneparuu
B TeUYeHHEe 5 paboumx JHEW CO JHSA HCTEYeHHUs OOIIEro Cpoka MPUHUMAET
perieHre 00 OTKa3e B TOCYJAPCTBEHHOM perucTparu (IepeperucTpaiun)
IPEEIIbHON OTIIYCKHOW LIEHbI MPOW3BOJAMTENS HA JIEKAPCTBEHHBIM IIperapar,
O dYeM B TMHUCbMEHHOW (opMe YBEIOMIISIET JepKaTelis WIM BIajeiblla
PETUCTPALIMOHHOTO YAOCTOBEPECHUS JIEKapCTBEHHOTO npernapara
(YITOJITHOMOYEHHOE UM JIULIO).

13. denepanbpHas aHTUMOHOIIONBHAS CITy)0a B TedeHue 15 paboumnx nHen
CO JIHS MOJYYEHHS JOKYMEHTOB, YKa3aHHBIX B IMyHKTe 5 Hactosmmx [IpaBui,
MPOBOJIUT B COOTBETCTBUM € Hacrosmmmu [IpaBmiiamm u  meroaukon
DKOHOMUYECKHW AaHaIU3 NPEAEIbHOW OTIYCKHOW LIEHbl NPOU3BOAMUTENS HA
JIEKapCTBEHHBIN Mpenapar, a TaKkKe NPUHUMAET U HarpaBisieT B MUHHCTEPCTBO
3apaBooxpaneHus Poccumiickoii ®depepauuu pemieHWE O  COTNIACOBAHUU
yKa3aHHOW MPEeeTbHOM OTIYCKHOM IIEHBI WM 00 OTKa3e B €€ COIIACOBAHHH
(C U310)KEHNEM IPUYHH OTKA3a).

14. B cmydae HEOOXOUMOCTH YTOUHEHHS M (VJIH) JOTIOJTHEHUS CBEICHU,
CoAEpKAIMXCd B JOKYMEHTAaxX, YKa3aHHbIX B IYHKTE 5 Hactosmux l[IpaBuin,
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Jep KaTenb WK BIAJACINIEl] PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara  (yHOJIHOMOYEHHOE UM JIMIO), IOpUJINYECKUE  JIULA,
OCYUIIECTBIISIONINE ACATENbHOCTh MPU OOpaIeHUH JIEKapCTBEHHBIX CPEJCTB,
OpraHbl WCIIOJHUTEILHON BJIACTH B MPEAEIaX UX KOMIIETCHIUU MPEICTABISIOT
no 3ampocy ®DenepanbHON aHTUMOHOIMOJIBHOM CITY>)KObI COOTBETCTBYIOIIYIO
JIOKyMEHTAIBHO 0(OPMIICHHYIO HH(DOPMAIIHUIO.

Cpok mpenctraBiaeHUsl JepKATEIEM WIIM BIAJEIbLUEM PETUCTPALOHHOIO
yIOCTOBEPEHUS JIEKAPCTBEHHOrO TMpernapara (YMOJHOMOYEHHBIM UM JIUILIOM),
IOPUUYECKUMHU JIUIIAMH, OCYHIECTBISIOIIMMHU JIESITENIbHOCTh MpU OOpaIieHUH
JIEKapCTBEHHBIX CPEJICTB, OpPraHaMy MCIIOJHUTEIBHON BJACTU B IpeAesax
UX KOMIETEHIIMU) HE MOKET IMPEBBINIATh 25 pabounXx THEH CO JIHS MOJTy4YeHUs
3anpoca denepaibHON AHTUMOHOIIOJIBHOMN CITYKOBI.

[Ipu »TOM OOmMII CpPOK paccMOTpeHusl JTOKyMeHTOB ®DeepaibHON
AHTUMOHOIIOIHHOM CITY>)KOOM HE MOXET MPEBBINIATh CPOK, MPEAYCMOTPEHHBIN
nyHKTOM 13 u ab3a1ieM BTOPbIM HACTOSIIETO MTYHKTA.

[Ipu HenmocTyIuleHUM OT JeprKaTess WM BIaAEIbla PEruCTPAlMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO IMpemnapara (ymoJHOMOYEHHOTO WM JIWIA) B
YCTAaHOBJICHHBIH  CPOK  3alpOIICHHOM  JOKYMEHTAIbHO  O(POPMIICHHOM
undopmaruu dDenepanbHas aHTUMOHOIIONBHAS CIyK0a B TedeHHE S5 pabounx
JTHEN co JHS HCTeYeHHs OOLIero cpoka MPUHHMAET pelIeHHe 00 OTKaze
B COIVIACOBAaHMM TNPEACIBbHOW OTIHYCKHOM I1I€Hbl IMPOU3BOJMTENS  HA
JIEKapCTBEHHBIA  MpenaparT W HampasiasieT €ero B MHHHUCTEpPCTBO
3npaBooxpaHeHus: Poccuiickoit ®enepanuu, KOTOpoe B TEUYCHHE 5 paboumx
JHEN cOo JHSA MOJyYeHHUs ATOr0 pELIEHUs MPUHUMAET pelieHue o0 oTKasze
B TOCYJIApCTBEHHOM PETUCTPALMM WIM MEPEPETUCTPALUA YKA3aHHOM LICHHBI,
O dYeM B TMHUCbMEHHOW (opMe YBEIOMIISCT JepKareisi WA BJajelblia
PErucTpaioOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO npernapara
(YITOJITHOMOYEHHOE UM JIULIO).

Hepxarens WM BIAJeNel]  PETHUCTPAUMOHHOTO  YAOCTOBEPEHUSA
JIEKaQpCTBEHHOI0 TipenapaTta (yrnoJIHOMOYEHHOE UM JIMII0) IMPU PaCCMOTPEHUH
3arpoca @denepasbHON AaHTUMOHOMNOJBHOM CIIy’)XKObI MOTYT HaIllpaBUTh B
MunucrepcTBo 31paBooxpanenus Poccuiickorn denepanuy COOTBETCTBYIOIINE
YTOUHSIOIIHNE JOKYMEHTHI (B 2 »K3eMIUnsipax) B TeueHue 10 paboumx gHEH
co JHs TosrydeHus 3arpoca denepabHON aHTUMOHOIIOIBLHOM CITYKOBI.

MunucrepctBo 3apaBooxpaHenus Poccuiickunt denepannu B TEUEHHE
S pabouux JHEH €O [JHA MOJYyYEHHS COOTBETCTBYIOIIMX YTOUYHSIFOLIUX
JOKYMEHTOB OT JI€pKaTelsd WX BIAJENbla PETUCTPALIMOHHOIO yIOCTOBEPEHUS



JIEKapCTBEHHOTO Tpenapara (ymoJHOMOYEHHOTO UM JIHIAa) HAMpaBiseT OJUH
HK3EMIUISP TaKUX JOKyMEHTOB B DenepanbHy0 aHTUMOHOIIOIBHYIO CITYKOY.

15. MunucrtepcTBO 37paBooxpaneHus: Poccuiickoit denepanyiv B TeUeHUE
5 pabouux gHE# co nHA nosydeHus perieHus denepanbHON aHTUMOHOMOIBHOM
CIIy’KObl O COIJIACOBAaHUM TNPENETHLHON OTIYCKHOW II€Hbl MPOU3BOJUTENS Ha
JIEKapCTBEHHBIN TMpenapar Wid 00 OTKa3e B €€ COINIACOBAHMM MPUHHUMAET
pelieHne 0 TrocyJapCTBEHHOW peructpanuu (mepeperucrpaiun) mnpeaeabHon
OTITYCKHOMW LIE€HBI MTPOU3BOJAMUTENIS HA JIGKAPCTBEHHBIN IpernapaT Wik 00 0TKase
B TOCYJAapCTBEHHOW perucTpainuu (mepeperucTpanuu) yKa3aHHOW OTITYCKHOM
HEHbl B  3aBUCUMOCTM  OT  pelieHusi, npuHaroro  deaepaibHOM
AHTUMOHOIIOJILHOM CITY>KO01.

16. B ciy4yae npuHATHS pEUICHUS O TOCYJAPCTBEHHOM pErucTpaiuu
(mepeperucTpany) MPEAEIbHOM  OTHYCKHOM IIEHBI TMPOU3BOJIUTENS Ha
JIEKapCTBEHHBIM IpenapaT MUHHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit
denepanui BHOCUT COOTBETCTBYIONIUE JAaHHBIE B TOCYJApPCTBEHHBIM pEecTp B
CPOK, MIPEAYCMOTPEHHbIM NYHKTOM 6 IlpaBui BeAeHUS TOCYIApPCTBEHHOIO
peecTpa 3aperucTpUPOBAHHBIX MPEAEIbHBIX OTHYCKHBIX LEH MPOU3BOAUTEICH
Ha JICKapCTBEHHBIE TNIpenapaThl, BKJIIOYEHHbIE B IME€PEYEHb KU3HEHHO
HEOOXOMMMBIX M BAKHEUIIUX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KIECHHBIX
noctaHoBiieHueM IlpaBurenbctBa Poccuiickoit ®eneparun oT 29 OKTAOpS
2010 r. Ne 865 "O rocymapCTBEHHOM PEryJUPOBAHHMM IIEH Ha JIEKApCTBEHHBIC
npenaparsl, BKIIOUCHHbBIE B MEPEYEHb KU3HEHHO HEOOXOJAMMBIX U Ba)KHEUITUX
JIEKapCTBEHHBIX  MpenapartoB", BbIOAET  JEpXKATEN  WIM  BIAACIbIY
PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO npemnapara
(YITOJTHOMOYEHHOMY WM JIMIly) BBIMHCKY W3 MPHUKa3a O TOCYJapCTBEHHOM
perucrpanuu (mepepeructpaiumn) peaeabHON OTITYCKHOM LEHBI
MIPOU3BOJIUTEIIS HA JIEKAPCTBEHHBIN Mpenapar U pa3MelaeT COOTBETCTBYIOLIYIO
uHopMaIMioo Ha CcBoeM oO(UIMAILHOM caiTeé B  HMHPOPMAIMOHHO-
TEJIEKOMMYHHUKAIMOHHOM ceTn "MHTepHeT".

17. denepanbpHas aHTUMOHOIIONBHAS CITY»0a MpU MPOBEPKE JOKYMEHTOB
UCIIOJIB3yEeT MCTOYHUKHA WH(POPMAIMH, COACpKaIUe IEHbl Ha JICKAPCTBEHHBIC
npenapartbl B MHOCTPAHHBIX TOCYNApCTBaX, YKa3aHHBIX B MpHIokeHUU No 2
K METOJIMKE, U COOTBETCTBYIOIINE CIACAYIOMUM TPEOOBAHUSIM:

a) pa3menraemasi HHGOPMAIHS T0KHA OBITh OOIIETIOCTYITHOM;

0) UCTOYHHK uHbOopMaIuu (caiit B UH(POPMAITMOHHO-
TEJICKOMMYHUKAIIMOHHOUN ceTn "MHTepHeT") moimKeH coaepkaTh WH(POpMAInio
00 opraHu3aIi, OTBETCTBEHHOW 3a pa3MEIICHHE CBEACHWM O IIeHaX Ha
JIEKapCTBEHHBIE MTPENapaThl;



B) pazMmeniaemasi uHbopmalus J0HKHA IMO3BOJSATh HIAECHTU(GUIHUPOBATH
HEOOXOJMMbIE  XapAaKTEPUCTHKU JIEKAPCTBEHHBIX IpernapaToB B  LEJAX
COTNOCTABJEHUSA JAaHHBIX O 3asABIIEMOM JIEKAPCTBEHHOM IIpenapare u
JIEKQpCTBEHHOM IIperapare, L€Ha Ha KOTOPBIA COAEPKUTCS B HaWJIEHHOM
MCTOYHUKE UH(POPMALINH;

r) pa3Mmeniaemas “HGOpMaIMs JO0DKHA COJAEPKATh CBEACHHS O LIEHE Ha
JIEKapCTBEHHBIN Mpenapar 1 BAJIIOTE, B KOTOPOW OHA MPEICTABIICHA;

1) ICTOYHUKOM HE MOJKET SIBIIATHCS MH(pOpMalUs, CoaepkKaIiasi [eHbl Ha
JIEKApCTBEHHBIE IIPENapaThl, MOCTABISIEMbIE 3a CYET MEXIYHAPOIHBIX
¢buHaHCOBBIX Oopranuzanuii (HoHI0B) MO pemeHnto BecemupHoil opraHuzanuu
31PaBOOXPAHEHUS B paMmkax ryMaHUTapHOMN MTOMOIIA W
0JIarOTBOPUTEIHLHOCTH.

18. B cnyuae mnpuHATHS pelieHuss 00 OTKa3e B TOCYJapCTBEHHOM
perucTpauMu WM  [EPEepPerucTpalud  OPEAeIbHOW  OTIYCKHOM  LIEHBI
IIPOM3BOAUTEIIS HA JICKAPCTBEHHBIN ITpernapaT MUHUCTEPCTBO 3APABOOXPAHEHHUS
Poccuiickoit ®enepanyii B CpOK, HE TMpeBbIIIAIONMN S5 pabouux gHEH,
YBEIOMIISICT Jep:KaTess WM BIAJEiIbla PErMCTPALMOHHOTO YJIOCTOBEPEHHUS
JIEKapCTBEHHOTO TpernapaTa (yImoJHOMOYEHHOE UM JIMII0) B MUCbMEHHOU (hopme
O MPUHSATOM PEIIeHUH (C U3T0KEHUEM NMPUINH 0TKa3a).

19. OcHoBanussMH 11 OTKa3za B  comiacoBanun  DenepaiabHOM
AHTUMOHOIIOJIbHOM CITyK00u roCcy1apCTBEHHOM perucTpauuu
(mepeperucTpanuu) MOPEAETbHONM OTHYCKHOM IIEHBI TMPOW3BOJIUTENS HA
JIEKapCTBEHHBIA  NIpernapar, oOTKa3a B TOCYJAapCTBEHHOW  pPEerucrpanuu
(mepeperucTpariyum) MuHHCTEpCTBOM 3paBOOXPAHECHUS Poccuiickon
denepanuu NpeacabHOM OTIYCKHOM LIEHBI MPOU3BOJIUTENS HA JICKAPCTBEHHBIN
Ipernapar ¢ y4eroM peueHus, npuHsaroro denepaipbHOW aHTUMOHOIOJIBHOU
CITyKOOH, SBIISIOTCS:

a) IpeICTaBJIECHUE HEIOCTOBEPHBIX CBEICHUI;

0) mpeAcTaBiICHUE JOKYMEHTOB HE B IMOJHOM OOBheMe M (MJTM) HEMOJHOTA
COZECPIKAIMXCS B HUX CBEJICHUM;

B) HETIPEJICTABIICHUE  CBEJCHUM,  MPEAYCMOTPEHHBIX  MHYHKTOM 14
Hactosamux [Ipasui;

) IPEBBIIICHUE MPEICTABICHHON MJI TOCYJIapCTBEHHON perucTpalnuu
WA TNEPEPETUCTPALMMU  MPEACIBHOM  OTIIYCKHOW II€HBl  IMPOWU3BOJIUTEINS
Ha JICKAPCTBEHHBIM Npenapar HajJ LIEHOW, PACCYUTAHHOM B COOTBETCTBUHU
¢ HactosiuMmu [ IpaBriiamy 1 METOIUKOM.
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20. Pemmenne 00 oOTKa3e B TOCYJApCTBEHHOW pETUCTpAllUU WU
MEPEPETUCTPALIMU  TPENEIbHOM  OTIIYCKHOM LEHbl MNPOWU3BOAUTENS  HA
JIEKapCTBEHHBIN MpernapaT MOKET ObITh 00KaJIOBAHO B Cy/1€0HOM TOPSJIKE.

21. JIns rocyaapCTBEHHOW pErucTpaiuy IMpeaeabHON OTMYCKHON II€HBI
MIPOU3BOJIUTEIIS HA JIEKAPCTBEHHBIN IpENapar, KpOME JOKYMEHTOB, YKa3aHHBIX
B NOyHKTe 5 Hactosmwmx IIpaBui, mpencraBisioTcs sl MPOBEICHUS
PKOHOMHYECKOTO aHanmu3a (Mo BBIOOpY  JiepKaTesis Wid  BJajeliblia
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOT'O npenapara,
YIOJHOMOYEHHOTO MM JIMIa) CBEACHUS Ha OyMa)KHOM HOCHUTEJE C MEPEBOJIOM
Ha PYCCKHM sI3bIK (B 2 9K3eMIUIApax), MOATBEPXKIAIONIUE OTIYCKHBIC I[EHBI
IPOM3BOAUTEISI HA JIEKAPCTBEHHBIA IIPENAapaT B MHOCTPAHHBIX T'OCYJapCTBax,
YKa3aHHBIX B MPUJI0KEHUU Ne 2 K METOUKE.

22. JIns ToCcyAapCTBEHHOW pPEruCTpalliid MPeAesbHOW OTITYCKHOM II€HBI
MIPOU3BOJIMTEINI HA JICKAPCTBEHHBIN MpernapaT, HaXOoMIsIIUics B oOpalieHuu
Ha tepputopun Poccuiickon ®enepanuu, KpoMe JIOKYMEHTOB, YKa3aHHBIX
B myHkTax 5 W 21 nHacrosmux IlpaBui, s mpoBeAEHUS SKOHOMHYECKOIO
aHaiM3a TMPEJCTABISIOTCS CIEAYIONME JTOKYMEHTHI Ha OyMa)KHOM HOCHUTENE
B OJTHOM 3K3EMILISIPE:

a) IPOU3BOAUTEISIMH rOCyZapCTB - YJICHOB EBpasuiickoro
DKOHOMHYECKOIO COK03a, a TaKX€ HWHOCTPAHHBIMU MPOU3BOJAUTEISIMH,
OCYIIECTBIISIIOIINMUA IIEPBUYHYIO u (nin) BTOPUYHYIO YIAKOBKY
JIEKapCTBEHHOrO npenapara B Poccuiickon Penepanuu:

korus opmbl Ne 2-JIEK (mpom) "CBeneHusi o mpou3BOACTBE, OTIPY3Ke
U 1IeHaX Ha JIEKApCTBEHHBIE CpPEACTBA" 3a OTYETHBIN MEpPUOJ, ONPEHCIICHHBIM
B COOTBETCTBUU C MMyHKTOM 23 HacTosuux [IpaBui;

KOIUK TOBAPHBIX HAKJIAJHBIX HA KOHKPETHBIN JIEKAPCTBEHHBIN Mpernapar,
OTTPYKCHHBI 3@ OTYETHBIM [EPHUOJN, OINPEICICHHbBIH B COOTBETCTBUHU
¢ myHKTOM 23 Hacrosmux [IpaBun (mpeacraBieHre BCEX TOBAPHBIX HAKIATHBIX
HEOOXOJMMO, €CIM KOJHMYECTBO OTIPY30K IO JICKAPCTBEHHOMY IMpernapary
HE TpEeBbIIAET 25 MTYK, a MO JIEKApCTBEHHBIM IpernaparaM, MO KOTOPBIM
KOJIMYECTBO OTTPY30K MPEBBIIAET 25 MTYK, NPEACTABISAIOTCS KOMUU TOBAPHBIX
HaKJIQJHBIX C HaAWOOJBIIMM yIETHHOM BECOM B 00BEME peaTu3ariu
KOHKPETHOTO JIEKAPCTBEHHOTO Ipernapara, HoO He MeHee 25 MITYK);

0) MHOCTPAHHBIMU MPOU3BOAUTEIISIMHI - KOTIMM TaAMOXKEHHBIX JEeKJIapaIuit
Ha MOCTaBKY KOHKPETHOIO JIEKQPCTBEHHOT'O MpErapara 3a OTYETHBIA NEPUOJ,
ONpENICNICHHBIA B  COOTBETCTBUU C MyHKTOM 23  Hactosiuux [IpaBun
(mpencTtaBiaeHUE BCEX TAMOXKEHHBIX  JIEKJIapanuid  HeoOXOoauMo, €ecliu
KOJINYECTBO TAaMOXKEHHBIX JECKJIAPAMK 110 JEKAPCTBEHHOMY IIpErapary He
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NpeBbIIAET 25 IITYK, a MO JIEKApCTBEHHBIM IpenaparaM, II0 KOTOPBIM
KOJIMYECTBO TaMOKEHHBIX ACKIApaluid MPEeBbIIACT 25 MTYK, NPEICTaBISIIOTCS
KOIMM TaMOXEHHBIX JEKIapalnuii ¢ HauOOJbIINM YyJIeTbHOM BECOM B 00beMe
peanmn3alryu KOHKPETHOTO JIEKapCTBEHHOT'O IIpernapara, Ho He MeHee 25 MITYK).

23. IIpu rocyaapCTBEHHOW PETHCTpAIlMU MPEAeIbHOM OTIYCKHOW II€HBI
MPOU3BOJIUTENII HA JIEKAPCTBEHHBIM IMpernapar 3a OTYETHBIM IEepuoa
MPUHUMAETCS KAJICHJAPHBIA TOJ, NPEANIECTBYIOIINM JIHIO TIOJAa4Yd B
MuHucrepcTtBO  3ApaBooxpaHeHuss  Poccuiickon — Denepauuu  3asBJICHUSA
O TOCYHApCTBEHHOW pETHCTpAallM¥M, a B Cllydae MPEACTaBICHHUS Ha
rOCYyIapCTBEHHYI0  PETUCTPALMIO0  IPEOEIbHOM  OTHYCKHOM  LEHbl  Ha
JIEKapCTBEHHBIM Mpenapar B roja usnanus akra [IpasurenscrBa Poccuiickon
®denepanu 00 YTBEPKACHUH MEPEUHS )KU3HEHHO HEOOXOIUMBIX U BaKHEHIIIMX
JIEKapCTBEHHBIX IIPEIAapaToB Ha CICAYIOIIUN KAJICHAAPHBIM T'OJ - 33 TEKYIIUH
KaJICHJAapHBIN FO.

24. Tlpu rocy1apCTBEHHON perucTpanuu (IepeperucTpainu) npeaeabHoMu
OTITYCKHOW IIeHbI Ha pedepeHTHBIN JIeKapCTBEHHBIA mpenapar Juisi BCeX
YKa3aHHBIX B PETUCTPALMOHHOM YIAOCTOBEPEHUM JIEKAPCTBEHHOIO IIperapara
ITPOU3BOAUTEIIECH (IpOW3BOACTBEHHBIX IJIOIIAZI0K MIPOU3BOJAUTEIIS,
YYACTBYIOIIMX B MPOLECCE MNPOU3BOACTBA) YCTAHABIMBACTCS  €IUHAS
IpeJesibHasl OTIIYCKHAs 1I€Ha Ha JIEKapCTBEHHBIM IMpernapar sl KaKIou
JIEKapCTBEHHON (OPMBI, TO3UPOBKH (KOHIIEHTPAIIMU, aKTUBHOCTU B €IUHUIAX
JIEUCTBUS) U OOIIETO KOJIMYECTBA BO BTOPUYHOM (MOTPEOUTENTHCKON) yIIaKOBKE
0e3 ydyera (QOpMbI BBIITYCKA, 32 HUCKIIOUYEHHUEM CIIy4aeB, MPEIyCMOTPEHHBIX
MyHKTOM 25 Hacrosmux [IpaBui.

[Ipu rocynmapcTBeHHON perucTpainuu (NMepeperucTpannu) MpeaeabHON
OTITYCKHOW II€Hbl Ha BOCIIPOM3BEIICHHBIN, OHMOAHATIOTOBBIA (OHOMOAOOHBIN)
JIEKApCTBEHHBIN Mpenapar MPOU3BOJAUTENEN rOCyAapcTBa - wieHa EBpa3uiickoro
DKOHOMHYECKOIO  COK3a JUIi BCEX YKAa3aHHbBIX B  PETUCTPALMOHHOM
YAOCTOBEPEHUU JIEKapCTBEHHOIO npemnapara IIPOU3BOAUTEIICH
(IpOU3BOACTBEHHBIX IUIONIAJA0K MPOU3BOJUTENIS, YYACTBYIOIIMX B MpOIECCE
MMPOM3BOACTBA HA TEPPUTOPUM TOCYHApCTB - WIEHOB EBpa3uiickoro
SKOHOMHYECKOTO COI03a) YCTAHABIMBAETCA €IMHAs MPEJeIbHas OTIYCKHAs 1IeHa
Ha JICKAPCTBEHHBIN TIpenapar Ijis KaJI0W JIEKapCTBEHHOW (DOPMBI, TO3UPOBKH
(oObema, Macchl, KOJMYECTBA J03 B TMEPBUYHON YMAKOBKE) H O0OIIEro
KOJIMYECTBA BO BTOPHYHOM (IMOTPEOUTENHCKOM) ymakoBke 0e3 yuera (OpMbI
BBIITYCKA, 3a MCKIIOYEHHWEM CIIydaeB, MPETyCMOTPEHHBIX ITYHKTOM 25
Hactosiux [IpaBu.
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[Ipu rocynapcTBeHHON peructpainuu (NIepeperucTpaluu) MpeaeabHON
OTIYCKHOM IIEHBl Ha BOCIPOMU3BEJCHHBIN, OMOAHANIOTOBbIN (OHOIOOOHBIN)
JIEKapCTBEHHBIN TpenapaT WHOCTPAHHOTO MPOU3BOAMUTENS ISl BCEX YKa3aHHBIX
B PErUCTPAallMOHHOM  YJOCTOBEPEHHM  JIEKAPCTBEHHOIO  Ipemnapara
MIPOU3BOAUTEIICH (MpOM3BOICTBEHHBIX MJIOIIAZ0K IPOU3BOUTETI,
YYacCTBYIOIIMX B MPOIECCE MPOU3BOJCTBA 3a IMpeJeiIaMu rocyJapcTB - YJICHOB
EBpasuiickoro = 3KOHOMHYECKOTO  COI03a W OCYIIECTBISIOMIUX WM
IUTAHUPYIOIIUX OCYHIECTBJIATh TEPBUYHYIO U (WJIM) BTOPUYHYIO YIAKOBKY
JexkapcTBeHHOro nmpenapara B Poccuiickoit ®eneparuu) ycTraHaBIMBaETCS
eMHas MpejesibHas OTIYCKHAs IIeHa Ha JIKApCTBEHHBIN Mperapar I Kaxaou
JIEKapCTBEHHON (OpMBI, TO3UPOBKU (00BEMa, MacChl, KOJMWYECTBAa J03 B
MEPBUYHOM YIIAKOBKE) M OOIIET0 KOJIMYECTBA BO BTOPUYHOM (MTOTPEOUTETHCKOM )
ynakoBke 0e3 ydyera (OpMBI BBIMYCKa, 3a HCKJIIOYECHUEM CIIyYaes,
MPEAYCMOTPEHHBIX MYHKTOM 25 Hactosamux [Ipasui.

25.B ciydae eciam MHUHUMQIbHBIA YpPOBEHb I€H pedepeHTHOrOo
JIEKapCTBEHHOI'O Tpernapara Ha pas3iudHble (POpMBI BBIMYyCKa (IIMPUII-PYYUKH,
KapTpWKU JMOO WHBIE (POPMBI BBITYCKAa, COBMECTUMBIE C YCTPOWCTBAMHU
BBeICHUS  (MMPUMEHEHHWs) WM  SBISIFONIMECS  yCTPOMCTBAMU  BBEICHMUS
(mpuMeHeHwMsI) B MHOCTPAHHBIX TOCY/IapCTBAX, YKa3aHHBIX B Tabnuie 1 pasaena
Il mpunoxenust Ne 3 k Meroauke, paznuyaercss Oosiee yem Ha 10 mpoIEHTOB,
JIOTYCKAaeTCsl YCTAaHABIMBATh MpPENENbHbIE OTIMYCKHBIE IEHbI Ha KXyl W3
Takux (OpM BBIMyCKa JIEKapCTBEHHOro Tmpemnapata. [IpenenbHas oOTIyCKHAS
1eHa Ha peQEepeHTHHIN JIEKApCTBEHHBIA MpernapaT B TakKuX (popMax BBITYCKa
yCTaHABJIMBAETCSA  HA  OCHOBAHWM  MHUHUMAJBHBIX  OTIYCKHBIX  IICH
npousBoauTeNs (0e3 ydeTa MPOU3BOACTBEHHBIX ILIOMIAIOK, YYAaCTBYIOIIMX B
mpollecce MPOU3BOACTBA) HAa COOTBETCTBYIOIIME (OPMBI BBITYCKAa TaKOTrO
JICKapCTBEHHOTO TperapaTta B HMHOCTPAHHBIX TOCYJApCTBaX, YyKa3aHHBIX B
tabmume 1 pasngena |l mpunoxenus Ne 3 kK meTonuke (C y4eTOM pacxojoB,
CBSI3aHHBIX C TAMOKEHHBIM O(POPMIICHUEM).

[Ipu sTOoM MakcuMasbHas pa3HUIA MEXKIY MPEACIbHBIMU OTITYCKHBIMHU
[[EHaMd Ha TakKoW peQEpEeHTHBINH JICKAPCTBEHHBIM MpenapaT B Pa3IMYHBIX
dbopmax BBHIyCKAa, COMOCTABUMBIX II0 JIEKAPCTBEHHOU (opme, T03UPOBKE
(KOHIIEHTpAIMH, AKTUBHOCTH B €IMHUIIAX JIEUCTBUS) U 0OIIEMY KOJUYECTBY BO
BTOPUYHON  (MOTPEOUTENbCKOWM)  yIMakOBKE, HE  MOXET  MPEBHIINIAThH
90 mporeHTOB.

B cnyuae ecnm mpenenpbHas OTIyCKHas IleHa Ha pedepeHTHbIN
JICKapCTBEHHBIN TIpemnapar 3aperuCTPUPOBaHA B COOTBETCTBUU C HACTOSIIIUM
MyHKTOM, pacyeT TNpeNelbHbIX OTIYCKHBIX II€H Ha BOCIPOW3BEICHHEIMH,
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OroaHaoroBhIi (OMOMOI00HBIN) JICKAPCTBEHHBIN MpernapaT OCYIIECTBIISICTCS Ha
KaKAytlo (opMy BBITyCKAa C YY€TOM TPEACIbHBIX OTIYCKHBIX IICH
NPOU3BOJUTENICH Ha COOTBETCTBYIOIIME (OPMBI BBITYCKa pPeGEPEHTHOTO
JICKapCTBEHHOTO TIpernapara.

26. Jlep>xkaTenb WM BiAJENell  PETHCTPAIMOHHOTO  YIAOCTOBEPEHUS
JICKapCTBEHHOTO Tpenapata (YIMOJIHOMOUYEHHOE MM JIUIIO0) BOCIIPOU3BEACHHOTO,
OnoaHanoroBoro (6MOMOJAO0HOI0) JEKAPCTBEHHOI'O Mperapara MpeCTaBISIOT
JUIS  TOCYJApCTBEHHON pETUCTpallid MPEACTbHYI0 OTIYCKHYIO IIeHy Ha
JICKapCTBEHHBIH npernapar,  pacCYMTAHHYIO 1o MEXTYHAPOTHOMY
HEMaTeHTOBAHHOMY HAUMEHOBAHUIO (TIPU €r0 OTCYTCTBUU MO XUMHUUYECKOMY WIIH
IpyNIUPOBOYHOMY HAaWUMEHOBAHMIO), JIEKAPCTBEHHOUW (opme, HT03UpPOBKE
(KOHIIEHTpAIlMM, AKTUBHOCTH B €JIMHHUIIAX JCUCTBUS) U OOIIEMY KOJIHYECTBY
BO  BTOPUYHOM  (NOTpEeOUTENHCKOM)  YMaKOBKE C  MPUMEHEHHEM
COOTBETCTBYIOIIETO KOA(PUIIMEHTAa IO OTHONICHUIO K 3aperucTpUPOBAHHOU
MpeIeSIbHOM OTITYCKHOM 1I€HE MPOU3BOIUTEINS Ha pepepeHTHBIH JIeKapCTBEHHBIM
npenapar B COOTBETCTBUU C METOJIUKOM.

27. B cnyyae eciau B paMKax OJIHOTO PErMCTPAIIMOHHOTO yIOCTOBEPEHUS
JIEKapCTBEHHOTO npenapara BOCITPOU3BEICHHBIM, OMOaHaOTOBbIN
(OuomomOOHBIN) JIEKAPCTBEHHBIA MperapaT MPOU3BOAUTCS B TOCYNapCTBE -
yiieHe  EBpa3miickoro = SKOHOMHYECKOTO  COI3a W HMHOCTpPaHHBIM
NpPOU3BOAMTENIEM, II€Ha I TaKoro  JIGKApCTBEHHOTO  Ipemapara
PACCUHMTHIBACTCS C COXPAHCHHEM €r0 MPUHAIJICKHOCTH K TOCYAApCTBY - WICHY
EBpa3uiickoro SKOHOMHUYECKOTO COI03a WM HHOCTPAHHOMY TPOU3BOJUTEIIO
C YYETOM COOTBETCTBYIOIIETO MOHIKAIOMIET0 Kod(h(dUIIMEHTa B COOTBETCTBUU
C METOAUKOM.

28. B ciiydae oTCYTCTBUS B paMKaxX MEXIYHAPOJHOTO HEMATEHTOBAHHOTO
HAWUMEHOBAaHUS W JICKAPCTBEHHOW (OpMbI pedepeHTHOTO JIEKapCTBEHHOTO
npernapara Wid B clydae, eclid MpejesibHasi OTITyCKHas IieHa Ha pedepeHTHBIM
JICKapCTBEHHBIN MpernapaT HE 3aperuCTpUpOBaHa, JepiKaTellb WM BIaJesell
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO nmpenapara
(YITOJTHOMOYEHHOE€ WM  JIMII0) BOCIPOU3BEJAECHHOTO WM OHOAHAIOTOBOTO
(buomomo6HOTO) JIEKapCTBEHHOTO mpenapara  MPEACTABISIIOT LTSI
rOCYapCTBEHHOW perucTpanuu (MepeperucTpanuu) MpeaeTbHYI0 OTITYCKHYIO
[IEHy TPOW3BOJAUTENISI Ha JICKAPCTBEHHBIM  Mpemapar, pacCYUTAHHYIO
0 MEXIYHAPOIHOMY HEMAaTEHTOBAaHHOMY HaUMEHOBAHHIO (IIPH €T0 OTCYTCTBHH
M0 XWUMHUYECKOMY WM TPYNIHPOBOYHOMY HAWMEHOBAHMIO), JICKAPCTBEHHOM
dbopme, 03UpPOBKE (KOHIICHTPAIMM, AKTUBHOCTH B €IWHUIAX JCHCTBHUS) U
o0IeMy KOJMYEeCTBY BO BTOPUYHOW (MOTPEOUTENHCKOM) YIIAKOBKE C
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NPUMEHEHUEM  COOTBETCTBYIOLIEro KO3 (dUIIMEHTa 10 OTHOILIEHUIO K
MaKCUMaJbHOM  3apETUCTPUPOBAHHOM  MPEJCIBHOM  OTIHYCKHOW  LIEHE
JEKapCTBEHHOIO0  IMIperapara,  COBIAJAOMIETO MO0  MEXAYHAPOIHOMY
HEMaTeHTOBAaHHOMY HaUMEHOBAHUIO (TIPU €ro OTCYTCTBUU MO XUMUYECKOMY UJTU
IpyNIUPOBOYHOMY HAMMEHOBAHUIO), JIEKAPCTBEHHON (hopMe B COOTBETCTBUU C
pazaenom VI meroaukmu.

29. T'ocynapcTBEeHHass perucTpanus MpeaeabHOM  OTIYCKHON  IIEHBI
HA HMMMYHOOMOJIOTMYECKMI  JIEKQpCTBEHHBIM  mpemnapaT  (BakiHWHYy) B
COOTBETCTBUM C HAIMOHAJIBHBIM KaJCHJIapeM MPOPUIAKTUYECKUX MPUBUBOK,
BKJIIOYCHHBIA B TMEpEeYeHb JKU3HEHHO HEOOXOAMMBIX M  BaKHEUIIUX
JIEKapCTBEHHBIX  NPENapaTroB,  OCYILIECTBISETCA B  COOTBETCTBUM  C
TpeOOBAHUSIMHU, YCTAHOBJICHHBIMU U1  pedEepeHTHBIX  JIEKAPCTBEHHBIX
npenaparoB. llpu 3TOM gepkarenbs WM BIAJENEl] PETUCTPALMOHHOIO
YIOCTOBEPEHUSI JIEKAPCTBEHHOTO Tpernapata (yMOJHOMOYEHHOE UM JIUIIO)
MPEICTABISAIOT Il FOCYAAPCTBEHHOW PETUCTPALUU NPEACIBbHYIO OTITYCKHYIO
LIEHYy Ha JIEKapCTBEHHBIM Mpenapar, HE MNPEBBIIIAIONYI0 MaKCUMAaJIbHYIO
3apPETUCTPUPOBAHHYIO  IIPEIECIBHYK0  OTHYCKHYKO  LE€HY  IIPOU3BOAUTEIIA
Ha JIGKApCTBEHHBIM  Ipernapar, COBMNAJAIOMMN 110  MEXAYHaApOJIHOMY
HEMaTeHTOBAHHOMY HAUMEHOBAHUIO (TIPU €r0 OTCYTCTBUU MO XUMUYECKOMY WIIH
IPyNIUPOBOYHOMY HAaMMEHOBAHHUIO) U JICKAPCTBEHHOUW (popme, OompeIesieHHYIO
B COOTBETCTBUU C METOAUKOM.

30. 3apeructpupoBaHHas npejebHas OTITYCKHAs IIeHa TPOU3BOIUTENS Ha
JICKapCTBEHHBIN TIpemapar MOXKeT ObITh TEPEeperucTpUpoBaHa B  ILEIAX
YBEIIMYEHUSI B Ciy4asX, MPEAyCMOTPEHHBIX MNyHKTamu 32 u 34 HacToOAIUX
[IpaBwi, Ha OCHOBAaHMM 3asiBIICHHS O [MEPEPErucTpallui W JOKYMEHTOB,
IIPEJCTABICHHBIX B MUHUCTEPCTBO 3ApaBooxpaHeHust Poccuiickoni denepaunu
n0 1 oktsiOpsi kaxkmoro roxa (He dame 1 pa3a B KaJICHIApHOM TOIY).
[IpenenbHasi OTHyCKHAs II€HA Ha JICKAPCTBEHHBIM Tpenapar HEe MOXXET OBITh
MEePEPEeTUCTPUPOBAHA B TOM K€ KaJICHIApPHOM TOay, B KOTOPOM OHa ObLIa
3apEerucTpUpOBaHa.

31. 3asgBieHHas K TEPEpPEeruCcCTpallMi TpeAeNibHAasl OTIyCKHas IeHa
BOCITPOU3BEJICHHOTO, OMOaHANOTOBOTO  (OMOMOJOOHOT0)  JIEKAPCTBEHHOTO
mpemapara  TOClie  TMEepeperucTpalud  HE  MOXKET  OBITh  BHIINIE
3apPETUCTPUPOBAHHON  NPEAEIBbHOM  OTIYCKHOM  LEHBl  ITPOU3BOIAUTEIIA
Ha peEepEeHTHBIN JICKAaPCTBEHHBIM IMpenapar, ONpEaeICeHHON B COOTBETCTBHUU
C METOJIUKOM.

32. 3apeructpupoBaHHas npeaenbHas OTIyCKHAs 1[eHa Ha
JIEKapCTBEHHBIA  Mpenapar  MOPOU3BOAMTENEHM  TOCYHApCTB -  YJICHOB
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EBpa3uiickoro SKOHOMHUYECKOTO COI03a MOXKET OBbITh IepeperucTpupoBaHa
B COOTBETCTBUU C METOIUKOM:

a) sl JICKAPCTBEHHBIX IMPENaparoB HUKHETO [IEHOBOTO CEermMeHTa
no 50 py6usieir (BKIIOYUTENBHO) - B CIydyae H3MEHEHHUS II€H Ha ChIpbe
U MaTepuabl, a TAKKe B Clydyae U3MEHEHHUS HAKJIaJHBIX PAacXO0B, HO HE BBIIIIE
YpOBHS (paKTUUECKOW WHOIALMM B MNPEIUIECCTBYIONIEM KaJE€HIApHOM TOIy C
y4€TOM MPOTHO3UPYEMOIr0 YPOBHSI MHQIIALNH, YCTAHOBJICHHOTO Ha TEKYIIH
roji (denepanbHbIM 3aKOHOM O (eZepaibHOM OI0/KETE HAa COOTBETCTBYIOIIMIA
(bYHaHCOBBIN TOJ U IJIAHOBBIN MEPUO;

0) U1l JIEKapCTBEHHBIX MpenapaTroB IEHOBOro cerMenta ot 50 pyOnei
no 500 pyOneit (BKIIOYMTEIBHO) - B Ciy4yae YBEJIMYEHHSI I1IEH Ha ChIPhE
Y MaTepHalbl, UCIOJIb3yEMbIE TIPU TPOU3BOJICTBE KOHKPETHOTO JIEKAPCTBEHHOIO
mpenapara, KOTOpblE B PaBHOM  CTENEHUW  BIMSIOT HAa  YPOBEHb
3apETUCTPUPOBAHHBIX IIEH HAa BCE JIEKAPCTBEHHBIE NpenapaThl, OTHECEHHBIC
K OJHOMY MEYHApOJHOMY HEMAaTE€HTOBAHHOMY HAaUMEHOBAHUIO U UMEIOIIUE
OJIMHAKOBBIA MyTh BBEICHUs (KOJEOAHMS BATIOTHBIX KYpPCOB, (popc-MaKopHbIE
O00CTOSITEILCTBA, BO3HUKIIKME Y TIOCTABIIMKOB CBHIPbS M MaTepUalioB),
HO HE BbIIIE YpOBHS (akTUdecko MHQISIMU B MPEAIICCTBYIOIIEM
KaJICHJAPHOM TOJy C YYE€TOM TMPOTHO3UPYEMOTO YPOBHS  HHQISAINUH,
YCTAaHOBJICHHOTO Ha TEeKyIMi roja (deaepaibHbIM 3aKOHOM O (enepaibHOM
Oro/KEeTe Ha COOTBETCTBYIOIIMM (PMHAHCOBBIN T'0J1 U TIJIAHOBBIN MEPUOT;

B) /U JIEKAPCTBEHHBIX MPEnapaTtoB IEHOBOro cermeHta oT 50 pyOneit
no 500 pyOusieil (BKIIOUMTENIBHO) - B Clly4ae HW3MEHEHUS II€H Ha ChIPhE
U MaTepuabl, a TAKKE B CIydyae U3MEHEHHUS HAKJIaJHBIX PAcXO0B, HO HE BHIIIIE
MPOTHO3UPYEMOTO YPOBHSI HMHQIISIINKN, YCTAHOBJICHHOTO Ha TEKYIIUH o
dbenepaabHbBIM 3aKOHOM O (eaepallbHOM OIKETEe Ha COOTBETCTBYIOIIUN
(bWHAHCOBBIN TOJ ¥ TIAHOBBIN MEPUO;

T) IS IEKAPCTBEHHBIX MpenapaToB 0€3 OrpaHUYCHHUs T10 IIEHE - B Clydae
€CJIM CpEAHEB3BEIICHHAs (aKTUYeCKas OTIMYCKHAas IleHAa Ha JIEKapCTBEHHBIN
npenapar 3a Nepuo/i, UCTEKIINUNA CO JTHSI IPUHSATHUS PEIICHUS O TOCYJapCTBEHHOM
peructpanuu (MOCAeAHEN MepeperucTpanuu) MpeaeabHON OTMYCKHOW IIEHBI
0 JOHSA ~ TOJayd  3asABJIEHHUA O  TEpPEperucTparuu, Oblia  HUXKE
3aperuCTPUPOBAHHOMN Ha ATOT MEPHO/I IIEHBI HEe 00Jiee YeM Ha MPOTHO3UPYEMbIN
ypOBEeHb MHQISAIUHU, YCTAHOBICHHBIN HA TEKYIIU TOJ (eaepalibHbIM 3aKOHOM
0 ¢enepanbHOM OIOPKETE Ha COOTBETCTBYIOLIUI (DUHAHCOBBIN TOJ U TUIAHOBBIN
MEPUO/, HO HE BBIIIEC BEJIMUUHBI, PACCYUTAHHON B COOTBETCTBUU C METOJUKOM.

33. IIpu mepeperucTpanuu MpeAeIbHBIX OTITYCKHBIX IIEH MPOU3BOIUTEICH
rOCyJ1apCTB - WiIEHOB EBpa3zuilcKOro 3KOHOMHYECKOI'O COK03a JOKYMEHTHI Ha
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WHOCTPAHHOM SI3bIKE MPEACTABIISIIOTCA Ha OyMa)XHOM HOCHUTEJIE C 3aBEPEHHBIM B
YCTaHOBJIIEHHOM IOPSJIKE IEPEBOAOM Ha PYCCKUU SA3BIK.

JlaHHbIe B OTHOLIEHUHU BCEX (DAKTUYECKUX IIEH B BaJOTE TOCYAapCTBa -
wieHa EBpa3suiicKOTO0 3KOHOMHUYECKOTO COK03a MPEACTABISIOTCS C yYETOM
nepecuera Ha pyoOJid MO Kypcy, ycTaHOBJIEHHOMY LleHTpanbHbIM OaHKOM
Poccuiickoit denepanuu Ha AeHb, KOTJa MPOU3BOAUTENEM Obljla OCYIIECTBIICHA
dakTryeckas peaiusalusi JEKapCTBEHHBIX IMpenapaToB OpPraHU3allid OINTOBOM
TOPTOBJIM JIEKAPCTBEHHBIMU CpEJCTBaMU, U (WJIM) amnTeuHOM OpraHu3aluy,
U (WIM) WHIMBUAYAIbHOMY MPEANPUHUMATENI0, UMEIOIKUM JIUIEH3UI0 Ha
dbapManeBTUYECKYIO JIeITeIbHOCTb.

34. 3apeructpupoBaHHas npeaenbHas OTIIyCKHAs 1IEHA Ha
JIEKApCTBEHHBIN MpenaparT MHOCTPAHHOTO MPOU3BOAMUTEINS, OCYIIECTBIISIIOLIETO
B TOM YHCIE TEPBUYHYIO U (UJIM) BTOPUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npenapara B Poccuiickoit ®enepanu, MOXKET OBITh MEpPEPETUCTPUPOBAHA
B COOTBETCTBUU C METOJUKOM, €CIH POCT Kypca HAIMOHAJIbHOW BaJIFOTHI
rocyJapcTBa - MPOU3BOAMUTENA K pyOmt0 €O JIHA TPUHSATUS — PEIICHUS
O TOCYAApCTBEHHOW peructpanuu (MocjaeaHe MmepeperucTpauu) npeaeibHon
OTIYCKHOM LIEHBI POU3BOAUTEINS HA JIEKAPCTBEHHBIN IMpemnapar 1o JeHb N0J1aun
3asBJICHUSI O TIEPEPETUCTPALMM MPEBBIIMIAET MPOTHO3UPYEMBII  YPOBEHb
UHOIAUMYA, YCTAHOBJICHHBIA Ha TEKymHMAd T0A (deaepalibHbIM 3aKOHOM
o deneparbHOM OIO/KETE Ha COOTBETCTBYIOIMINM (DMHAHCOBBIN IO/l M TIJIAHOBBIN
IIEPUO/I.

[lepeperucTpauusi npeaebHOM OTHYCKHOW IIEHBI HA JIEKAPCTBECHHBIN
npenapaT WHOCTPAHHOTO MPOM3BOJUTENS, OCYLIECTBIAIONIETO B TOM YHCIIE
NEepPBUYHYIO U (WJIM) BTOPUYHYIO YIAKOBKY JIEKAPCTBEHHOTO TMperapara B
Poccuiickon ®@enepannu, OCyLIECTBISAETCS C YYETOM MMPOTHO3UPYEMOTO YPOBHS
UHOIAIUYA, YCTAaHOBIEHHOTO Ha TEeKymMid roa (QenepanbHbIM 3aKOHOM
o deneparbHOM OFO/KETE Ha COOTBETCTBYIOIMNM (DMHAHCOBBIN TOJl M TIJIAHOBBIN
MEepUOJ, HO HE BBIIIE BEIMYMHBI YBEIUUYCHUS, PACCUUTAHHON B COOTBETCTBUM C
METOJIMKOW, C YYETOM MHUHHUMAJIbHOW OTIYCKHOM LIEHbl ITPOU3BOAUTEIIA
(6e3 ydeTa HaMMEHOBAHHS TMPOW3BOJCTBEHHBIX ILJIOMIAJOK, YYACTBYIOIIMX B
MpoIlecCe MPOU3BOACTBA) HA TAKOW JIEKAPCTBEHHBIN Mpenapar B MHOCTPAHHBIX
rocyfapcTBax, ykazaHHbIx B Tabmuie | pasgena ll npunoxenus Ne 3
K METOJIUKE.

35. Jlyia mepeperucTpanuu mpeaebHON OTIYCKHOM IIEHBI MPOU3BOIUTEISI
Ha JIGKapCTBEHHBI Mpenapar, KpoMe JTOKYMEHTOB, YKa3aHHBIX B IYHKTE O
HacTtosamux [lpaBui, TpeACTaBISAIOTCA  CIAEAYIOIIME  JOKYMEHTHlI IS
HKOHOMHYECKOTO aHaJIn3a Ha OyMaXKHOM HOCUTENE (B 2 DK3EMIUIIpax):


consultantplus://offline/ref=43A62D866558266662392971589725EF210365D47BC25EA34D95DFC8070A8C226E061F22BE3990452672K
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a) MPOM3BOJUTEISIMU U3  TOCyJapcTB - wieHoB  EBpaswuiickoro
SKOHOMHMYECKOTO COK03a MPU MEPEPETUCTPALMU B CIIydasix, MPEIyCMOTPEHHBIX
noanyHkramu "a" u "B" mynkra 32 Hactosiux [IpaBui:

pacyeT BEJIUYMHBI YIOPOXKAHUA CTOMMOCTH CbIpbS M MAaTEpPHATOB B
CTPYKTYpE€ 3aTpaT Ha IPOU3BOJCTBO U PEATU3AIMIO JIEKAPCTBEHHOIO MPENApaTa;

KOIUKM KOHTPAKTOB, MOATBEPKAAIOIINX YBEINYEHUE CTOMMOCTH ChIPbSl U
MaTepUalioB, CO CPOKaMH JEHUCTBUS, 3aBEPUIAIOLIIMMHUCS HE pPaHEE YEM uepes
3 Mecsa co AHS TOJayu 3asBJICHHUS O TEPEPEerucTpalvi, a TaKXKe KOIUU
cnenuuKaMii 1 BCEeX MNPUIOKEHHM K KOHTpPAKTaM, KOTOpBIE SIBISIOTCA
UX HEOTHEMJIEMOM YacThIO;

JIOKyMEHTAJIbHOE TOATBEPKJEHUE (AKTUUECKUX 3aTpaT Ha ChIphe U
MaTepualibl Ha JEHb NPUHATHS PELICHHUS O TOCYJApCTBEHHOW perucrpauuu
(mocnegHel — mepeperucTpanydyd) — OpenelbHOM  OTIYCKHOM — IIeHBl  Ha
JIEKapCTBEHHBIN MIpenapar;

pacueT BEIMYMHBI H3MEHEHMS HAaKIAJIHBIX pacXxoJOB B CIlydae
YBEIMYECHHUS Tapu(poB HaA DJICKTPUYECKYI0 DSHEPIHI0, TEIUIOCHAOKEHHE,
BOJIOCHAOKEHHWE W 1IIeH Ha TOIUIMBO, a TaKXEe pacueT yBEJIMYCHUS
aMOPTHU3ALIMOHHBIX OTYUCJIEHUWA MO OCHOBHBIM CPEACTBAM, HCIOJIb3YEMbBIM
HEMOCPEACTBEHHO JIJIsl TPOU3BO/ICTBA JIEKAPCTBEHHBIX MPEMAPATOB;

JOKYMEHTAJIBHOE TMOATBEPKICHUE YBEIWYEHUSI HAKJIAIHBIX PaCXOJIOB,
a TaKXe€ KONUU JIOKYMEHTOB, MOJTBEPKIAIONIMX BBOJ COOTBETCTBYIOIIMX
OCHOBHBIX CPEJICTB B IKCILTyaTalHIO;

pacdyeT YpOBHS PEHTA0ETHbHOCTHM Ha KOHKPETHBIM JIEKapCTBEHHBIN
npenapaTr B COOTBETCTBUU C METOAUKOM;

0) MPOU3BOAUTEIISIMH u3 rOCYJapCTB - YJIEHOB EBpasuiickoro
HDKOHOMMUYECKOTO COK3a IPU NEPEPETUCTPALMU B CIIydasx, IPEIyCMOTPEHHBIX
noamyHkToM "0" myHkTta 32 Hactosumx [Ipasu:

pacyueT BEJIHWYMHBI YIOPOXKAHUS CTOMMOCTU ChIpbSi W MATEpHUAJIOB B
CTPYKTYypE€ 3aTpaT Ha IPOU3BOJICTBO U PEATU3AIUIO JIEKAPCTBEHHOIO MPENapara;

KOMHUMU KOHTPAKTOB, MOATBEPAKAAIONIUX YBEIUUYEHHE CTOUMMOCTH CHIPhS U
MaTEepUaJIOB, CO CPOKAMM IEHCTBHSA, 3aBEPLIAIOLIMMUCI HE PaHEe 4eM uepes
3 Mecsma co AHS TOJa4yu 3asBJICHUS O TIEPEPEerucTpaliiy, a TakKe KOIMUHU
cnenuuKanuii ¥ BCEX MPWIOKEHUN K KOHTPAKTaM, KOTOPBIC SIBISIOTCS HX
HEOThEMJIEMOM YaCThIO;

JOKYMEHTAJIbHOE TMOATBEpXKACHUE (AKTUYECKUX 3aTpaT Ha ChIPbE
M Marepuaibl HAa JIeHb [PUHATUS  PEIIEHUS O TOCYJapCTBEHHOM
peructpanuu (MocjaeAHeN MepeperucTpanuu) MpeaeabHON OTMYCKHOW IIEHBI
Ha JIEKAPCTBEHHBIN IIpenapar;
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pacyeT YpOBHS PEHTAOETbHOCTM Ha KOHKPETHBIM JIeKapCTBEHHBIN
npenapaTr B COOTBETCTBUU C METOAUKOM;

B) IPOU3BOAUTEISIMU roCyJlapCTB - YJICHOB EBpa3suiickoro
SKOHOMHYECKOTO COK03a MPU MEPEPETUCTPALUU B CIIydasix, MPEIyCMOTPEHHBIX
noAnyHkToM "1 myHkTa 32 Hactosmux [IpaBui, - KOMUKA TOBAPHBIX HAKJIAHBIX
Ha KOHKPETHBIN JIEKAPCTBEHHBIN IIpenapar, OTTPY>KEHHBIN B aJIpec MOKyIaTelen
B COOTBETCTBYIOLIMK OTYETHBIM NEPUOI, ONPEACICHHBII B COOTBETCTBHH C
nyHKkTOM 37 Hactosimux [IpaBun (mpeactaBieHUE BCEX TOBAPHBIX HAKIIAJIHBIX
HEO0OXOMMO, €CITM KOJMYECTBO OTTPY30K IO JIEKAPCTBEHHOMY Ipemnapary He
NpeBbIIAET 25 IITYK, a MO JIEKApCTBEHHBIM Mpemnaparam, IO KOTOPbIM
KOJIMYECTBO OTTPY30K MPEBBINIACT 25 MITYK, HEOOXOAUMO MPEICTaBUTh KOIHH
TOBapHBIX HAKIIAJHBIX C HAUOOJBIIUM YJEIHHOM BECOM B 00bEME pealu3aiiu
KOHKPETHOTO JICKapCTBEHHOTO Npernapara, HO He MeHee 25 MITYyK);

I') THOCTPAHHBIMU TTPOU3BOJUTEISAMH, OCYLIECTBISIIOIIMUMHA TEPBUYHYIO
U (WIM) BTOPUYHYIO YIAKOBKY JIEKapCTBEHHOro rmpemnapata B Poccuiickoii
denepanuu, aepKaTeNIeM WU BIIAJICIBLEM PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOro  mpemapara  (YINOJHOMOYEHHBIM WM JIMIIOM)  TIpH
MEepPEPEruCcTpallui B CIydasX, MNPEAyCMOTPEHHBIX HYHKTOM 34 HacCTOSIINX
[IpaBu:

KOIMK TOBAPHBIX HAKJIAJIHBIX HA KOHKPETHBIN JIEKAPCTBEHHBIN Mpenapar,
3a COOTBETCTBYIOLIWKM OTYETHBIA NEPUOM, OIPEICICHHBIN B COOTBETCTBUU C
nyHKkToM 37 Hactosimux [lpaBun (mpenctaBieHUE BCEX TOBAPHBIX HAKIIAIHBIX
HEOOXOJMMO, €CIM KOJIMYECTBO OTIPY30K IO JIEKAPCTBEHHOMY Ipenapary He
NpeBbIIAeT 25 IITYK, a MO JIEKAPCTBEHHBIM IpemnaparaMm, IO KOTOPbIM
KOJIMYECTBO OTTPY30K IMPEBBIMIACT 25 MITYK, HEOOXOIUMO MPEACTABUTH KOIHH
TOBapHBIX HAKIJIAJHBIX C HAUOOJBIIUM YJEIHHOM BECOM B 00bEME peau3aiiu
KOHKPETHOTO JIEKAPCTBEHHOTO IMpernapara, HoO He MeHee 25 MITYK);

cBefieHUsl (MO BBIOOPY JepKaTenss WM BIAJeiblla PETHCTPAIMOHHOTO
YAOCTOBEPEHUSI JIEKAPCTBEHHOI'O IMpemnapara (ymoJHOMOYEHHOTO UM JIMIA),
MOATBEPAKAAIOIINE OTIYCKHBIE II€Hbl MPOU3BOJUTENSI HA JIEKAPCTBEHHBIM
npenapaT B MHOCTPAHHBIX TOCYJapCTBax, YKa3aHHbIX B NpWIOKEeHHH Ne 2 K
MeTouKe (Ha OyMa)kHOM HOCHUTEJIE C TIEPEBOJOM Ha PYCCKUH SI3bIK);

1) THOCTPAHHBIMU TPOU3BOJUTEISIMUA MPU MEPEPETUCTPAllMU B CIydasX,
IIPENYCMOTPEHHBIX MYHKTOM 34 Hactosmux [IpaBuit:

KOMMUM  TAMOXKEHHBIX  JEKJIapaluid Ha  IOCTaBKy  KOHKPETHOIO
JIEKapCTBEHHOIO0 Mpernapara 3a COOTBETCTBYIOIIMKA OTYETHBIM  MEPHUO/I,
ONpENENECHHbIA B COOTBETCTBUM C NOyHKTOM 37 Hacrosumx IlpaBun
(mpencraBneHuE  BCEX  TAMOXEHHBIX  JIEKJIapaluid  HEOO0XOAUMMO,  €Clid
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KOJIMYECTBO TAMOXCHHBIX JICKJIapalii 10 JICKapCTBEHHOMY TIpenapary
HE TIPEeBBIIAET 25 IMTYK, a MO JICKAPCTBEHHBIM IMpemnaparaM, MO0 KOTOPHIM
KOJIMYECTBO TAMOXCHHBIX JICKJIapalfii TpeBhIIaeT 25 IMTyK, HEOOXOAMMO
NIPEJICTAaBUTh KOTIMH TaMO>KCHHBIX JeKIapaliuii ¢ HanOOJIBIIUM YIETHHOM BECOM
B 00beMe pealin3ali KOHKPETHOTO JICKApCTBEHHOTO TIperapara, HO He MEHee
25 mTyK);

cBefcHUs (MO BBIOOPY JAepiKaTelsi WU BIaJeNiblla PEerrCcTPAI[HOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO TipermapaTa (yIMOJTHOMOYEHHOTO WM JIHIA),
MOJITBEP)KIAIONTNE OTIMYCKHBIE IICHBI TMPOW3BOAUTEIS Ha JIEKaApCTBEHHBIN
npenapar B HMHOCTPaHHBIX TOCYJapCTBaX, YKa3aHHBIX B MpuiiokeHUH Ne 2
K MeTouKe (Ha OyMa)KHOM HOCHUTEJIE C TIEPEBOJIOM Ha PYCCKHI SI3bIK).

36.IIpu  mepeperucTpanuu  MOpPeAEIbHBIX  OTHYCKHBIX IIEH  Ha

JEKapCTBEHHbIE  Mpenaparbl  MPOU3BOJUTENEH  TOCYAapCTB -  YJIEHOB
EBpa3uiickoro SKOHOMHYECKOI'O COK3a B CiIy4yasX, MPEeIyCMOTPEHHBIX
noanyHkramu "a" - "B" mynkra 32 Hactosmmx [IpaBui, mpenenbHbIl YpOBEHb

PEHTa0EIbHOCTH HE MOXKET MpeBbIIaTh 30 MpOIEHTOB.

37. Ilpu nepeperucTpaivu npeieaIbHON OTITYCKHON IIEHbI IPOU3BOIUTENS
Ha JICKAPCTBECHHBIM IIpernapar B KA4e€CTBE OTYETHOI'O IEPUOJa MPUHUMAECTCS
MEPUOJI, HCTEKIIMM CO JHS TPUHATUS PEIIEHUS O TOCYIapCTBEHHOU
peructpanuu (ocjaeaHed nepeperucTpanun) npeaeabHON OTIYCKHOW LIEHbI Ha
JIeHb Mojadun B MuHucTepcTBO 3apaBooxpaHeHust Poccuiickon ®enepauun
3as1BJICHUS O IEPEPETUCTPALIUH.

38. Ha ocHoBanuu 3asiBIEHUS O TMEPEPErHCTPaAllUU, TMPECTaBICHHOTO
JIep)KaTeJeM WM BIIAQJEIBIEM  PETUCTPALMOHHOIO  yJAOCTOBEPEHUS
JIEKaQpCTBEHHOTO Mpernapara (YnoJHOMOYEHHOTO MM JIMIA) B LEISAX CHUKEHUS
LIEHbl Ha JIEKApCTBEHHBIM Ipernapar, MUHUCTEPCTBO 3paBOOXPAHEHUS
Poccuiickonn ®enepanuu paccMaTpUBAET BONPOC O MPUHATUUA PELICHUSA
O CHIDKCHUU  3apETUCTPUPOBAHHOW  NPEAEIBHOW  OTIYCKHOM  IIEHBI
MIPOU3BOJIUTEIISA HA JIEKAPCTBEHHBIN Mpenapar. 3asiBICHUE O EPEPETUCTPaLiU B
[EeIsX CHIDKCHHS I[eHbl Ha JICKapCTBEHHBIM Tpemapar MOXET OBITh
MPEJICTABIEHO COBMECTHO C 3asBJICHHEM O BHECEHUU U3MEHECHUHN B PEECTPOBYIO
3allUCh O TOCYJAPCTBEHHOM PETUCTPAlUMU MPEIEIIbHOM OTIYCKHOM IE€HBI
MPOU3BOJIUTEINISI HA JIEKAPCTBEHHBIM IMpernapar B COOTBETCTBUU ITYHKTOM /
[IpaBun BeaeHHS TOCYHAPCTBEHHOIO peecTpa IMPENeNIbHBIX OTHYCKHBIX LEH
MMPOU3BOAUTEIIEN HA JIEKAPCTBEHHBIE MpPENapaThbl, BKIIOYEHHBIE B MEPEUYECHb
KU3HCHHO HEOOXOJUMBIX ¥ BaXKHEUIIUX JICKAPCTBEHHBIX IPEMapaTos,
YTBEPKACHHBIX MocTaHoBIIeHUEM lIpaButensctBa Poccuiickon @Penepannun
or 29 oktsi0pst 2010 r. Ne 865 "O rocymapCTBEHHOM pEryJlMpOBAaHUU IIEH
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Ha JIGKapCTBEHHBIE TNIpenapaThl, BKJIIOYEHHBIE B IE€PEYEHb IKU3HEHHO
HEOOXOIMMBIX U BaXKHEHIINX JIEKaPCTBEHHBIX Mpenaparos'.

39. 'ocynapcTBeHHast perucTpauus W TEpeperucTpanus MpeaeabHbIX
OTHYCKHBIX  ILIEH NPOU3BOJAUTENECH Ha  JIEKQPCTBEHHBIE  IpPENapaThl
OCYUIECTBJISIETCSl OECIUIATHO.

40. denepanbHas aHTUMOHOINOJIBHAS CiIy)K0a B MHCBMEHHOM (opme
YBEIIOMJISIET JIE€pKaTelid WM BIAJEIblla PETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO npemnapara 0 HE0OXO0IUMOCTH VU3MEHEHHUS
3apETUCTPUPOBAHHONM TMPEIEIbHON OTIYCKHOW II€Hbl MPOWU3BOAUTENS Ha
JIEKapCTBEHHBIA IIpErapar, €cjlM I0CJ€ TOCYAAapPCTBEHHOM pPErucTpaluu
(mepepeructpanyu) MOPENETbHONM OTHYCKHOM IIEHBI TMPOU3BOJIUTENS HA
JIEKapCTBEHHBIN IIpernapaT yCTAHOBJIEHO, YTO JIEP)KATEIEM WIIA BIAJEIbLEM
PErUCTPaLlOHHOIO YIAOCTOBEPEHUS JIEKapCTBEHHOIO npernapara
(YTIOJITHOMOYEHHBIM MM JIUIIOM) OBLIW MPEACTABICHBI HEIOCTOBEPHBIE CBEJICHUS,
MOBJIMSBIIME HA pPE3yJIbTaT paHee MPUHATOrO PELIEHUS O COrJIaCOBAaHUU
IPEIEIIbHON OTIIYCKHOM LIEHBI IMPOM3BOJUTEINSI HA JIEKAPCTBEHHBIM ITperapar
U (1K) He ObUIM MPEJICTABJICHBI CBEACHMS, MOBIHUSIBIINE HAa PE3YyJIbTaT TaKOTO
pEeIIeHws, C MPEJOCTaBICHUEM 00OOCHOBAHMSI TAKOTO BHIBOJIA.

Hepxarenb WM BIAjgeNel]  PETMCTPALMOHHOTO  YAOCTOBEPECHUS
JIEKapCTBEHHOTO  Tpemapara  (ymOJHOMOYEHHOE€ UM  JIMIO)  HPUBOAST
3apETUCTPUPOBAHHYIO NPEACIBHYIO OTIIYCKHYIO LIEHY B COOTBETCTBHUE C LICHOW,
pPacCUMTAaHHOW B COOTBETCTBMM C HacTosmuMmu [IpaBuiiamu M MeTOOUKOM,
c yderoM wuHpOpMaIMK, YyKa3aHHOW B yBemomieHuu DenepanbHOU
AHTUMOHOIIONBHOM  CIYXKOBI, WM  TMPEJCTaBISIOT  MOTHBHUPOBAHHOE
JOKYMEHTAJIBHOE MTOATBEPKICHUE pacueTa YKa3aHHOU LIEHBI.

@denepanbHas ~ AHTHUMOHOIOJIBHAS ~ CIy)K0a  OTMEHSIET  pelieHue
O COIJIACOBAaHMM NPEAEIbHOW OTHYCKHOM I1EHbl IPOU3BOJUTENS  HA
JIEKapCTBEHHBIA Mpenapar B CIy4ae HENPUBEACHUA JEp)KaTejIeM WU
BJIAJICJIBIIEM PETUCTPALMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIperapara
(YIIOJTHOMOYEHHBIM UM JIUIIOM) 3apPErUCTPUPOBAHHON MpPEAETbHON OTHYCKHOM
LIEHbl B COOTBETCTBUE C HacTosAmMMHU l[IpaBunamMu M METOOUMKOM C Yy4E€TOM
nHdopmaruu, ykazaHHoi B yBemomieHun DenepanbHOW aHTUMOHOIIOJILHOM
CIyObl, WM HENpPEICTABICHUS MOTHBHUPOBAHHOTO  JOKYMEHTAJIBHOTO
MOATBEPKACHUS pacyeTa YKa3aHHOM LIEHbl B TEUYEHUE OJHOTIO MECAa CO JHA
nosyueHus: ypenomienus OenepanbHON aHTUMOHOTIONBHOM CITYKO00i1.

41. MuHucrepcTBO 3ApaBooxpanenus Poccuiickoin @enepanny OTMEHSET
peneHne 0 roCy1apCTBEHHON PETUCTPALMU WIIH MIEPEPErUCTPALMU IPEACIBHON
OTIYCKHOM LIEHBI MPOU3BOJIUTENS HA JIEKAPCTBEHHBIN Mpenapar B ciiydyae, €Clid
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MOCJIe€ TPUHATHUS TAaKOTO pEHICHUS YCTAHOBJEHO, YTO JiepiKaTelieM WM
BJIAJICJIBIIEM PETUCTPALMOHHOIO YAOCTOBEPEHUS! JIEKapCTBEHHOTO Ipernapara
(YITOJITHOMOYEHHBIM MM JIUIIOM) OBLIW MPEACTABICHBI HEIOCTOBEPHBIE CBEJICHUS,
MOBJIMSABUINE HA PE3yJIbTaT MPUHATOTO MUHUCTEPCTBOM pEUIEHUs, a TakKe B
ciydae, ecnu DefepanbHas aHTUMOHOMOJNBHASA CITy:K0a OTMEHWIA pElIeHUE O
COrJIaCOBaHUM  MPEACIbHOW  OTIYCKHOM  IIEHbl  MPOU3BOJAUTENS  HA
JIEKapCTBEHHBIN TMpenapar Ha ocHoBaHuM TyHKTa 40 Hactosmux [lpaBun, u
UCKJTIOYaeT B yKa3aHHBIX ciIyJasix 3apEerucTPUPOBAHHYIO
(mepeperucTpupoBaHHYI0) MPEEIbHYI0 OTIYCKHYIO IIEHY IMPOU3BOAMTEINS Ha
JIEKapCTBEHHBIN Mpenapar U3 rocy1apCTBEHHOIO peecTpa.
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[MTPMJIOXKEHHME Ne 1

K [IpaBunam rocy1apCTBEHHOM pErUCTPALUN
Y IIEPEPETUCTPALIMN YCTAHABIMBAEMBIX
IIPOU3BOJMUTEISIMU JIEKAPCTBEHHBIX IPENIapaToB
IIPENEIIBHBIX OTIYCKHBIX LIEH
HAa JICKapCTBEHHBIE MPENapaThl, BKIFOYCHHbBIC
B IIEPEUYECHb )KU3HEHHO HEOOXOAUMBIX
Y BKHEHIINX JIEKAPCTBEHHBIX MPENapaToB

(bopma)
3ASIBJIEHMUE

0 FocyﬂapCTBeHHOﬁ perucrpanvum yCraHaBJINBAa€MbIX IIPOU3BOAUTEC/IAMMU JICKAPCTBCHHBIX
npenaparos nNpeacJbHbIX OTITYCKHBIX HHEH HAa JIECKAPCTBECHHLIC NIPpENlapaTbl, BKIIIOYCHHLIC B ICPECYCHD
KU3HCHHO H€06X0)]l/IMI)IX U Ba)KHeHIIUX JEKAPCTBCHHLIX IpeEmaparoB

3agaBUTED

(HanMeHOBaHHE; OYTOBBIN a/ipec, aipec AIEKTPOHHOH MOYTHI)

I[epn(aTenb HJIN BJIAACJICH pErUCTPAIMOHHOTO YAOCTOBCPCHM: JICKAPCTBCHHOI'O ITpC€IIapara

(HanMeHOBaHHeE; aAPEC INEKTPOHHOHN ITOYTHI)

CBeneHMsl O perucTpaluy Jep)KaTesiss WM BJaJeliblia PErMCTPAlMOHHOTO YIOCTOBEPEHMs JIEKApPCTBEHHOI'O IMpenapara B KayecTBe
HaJIOTOIJIaTeNbIIMKA, CBEJICHUSI O PETUCTPAIIUU TPOU3BOIUTENS JIEKAPCTBEHHOTO TMpernapara Jyisi MEJUIIMHCKOTO TPUMEHEHUSI B Ka4eCTBE
HaJIOTOIJIaTeNbIMKA B CTpaHe peructparuu (s pOCCUMCKUX IOPUIUYECKUX JIUIl - UACHTU(UKAIMOHHBIA HOMEp HaJIOTOIIaTebIINKa
(MHH), nns MHOCTpaHHBIX IOPUIUYECKUX JIUI[ - CTpaHa PErHCTpallii, HAUMEHOBAHHE PETUCTPUPYIOLIETO OpraHa, perucTpalMOHHbBIN
HOMEp, KOJI HAJIOTOoIjIaTebIIMKA B CTPaHE PETUCTPALIMU (MHKOPIIOPAIIUHN) HUJIH €T0 aHAaJIOT)

CBeneHns 0 pErucTpaly TPOU3BOIUTENS JEKAPCTBEHHOIO Mpenapara il MEIUIMHCKOrO MPUMEHEHNS B KAYE€CTBE HAJIOTOIUIATENbIINKA
B CTpaHe perucrpauuu (i POCCUUCKHUX IOPUIUYECKUX JHI - WACHTU(PUKALMOHHBIA Homep Hanororuarensiuka (MHH), nus

1207 - n3m.III1 865 u 979
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HHOCTPAHHBIX HOPHANYCCKUX JIMI[ - CTpaHa PErucTpanyvi, HAUMCHOBAHHC PCTUCTPHUPYIOIICIO OpraHa, peFHCTpaHHOHHBIﬁ HOMCDP, KOJ

HaJIOTOIJIATENbIIMKA B CTPAHE perucTpaiuu (MHKOPIIOpaIyy) Wik €ro aHajor)

Ne
- Cranust mponu3BOJICTBA [IpousBoaguTens (HAMMEHOBaHKE) Anpec Crpana
[Ipenenbhas .
ITpuxooii
OTITyCKHAs IIeHa
MexnyHapoaHoe KO/, Kon
Homep JlekapctBenHast | OOriee KOJTHMYECTBO MIPOU3BOUTEIS .
HEMaTEeHTOBaHHOE, . HAaHECEHHBI HA | 10 aHATOMO- Kon
No perucrpa- Toprosoe ¢dopmMa, BO BTOPUYHOM 3a MOTpeOUTENb-
WM TPYHIIMPOBOYHOE, N o BTOpHUHYyIO | TepaneBTuuecko- | TH BOJ]
/o IUOHHOTO HalMEHOBaHUE JIO3UPOBKA, (MOTpeOUTENBCKON) | CKYIO YIaKOBKY .
WA XUMHYECKOe o (motpebuTemns- XUMHUYECKON EADC
YIIOCTOBEPEHHS * KOMIUIEKTHOCTD YIIaKOBKE 0e3 Hayora Ha
HanMEHOBaHHE CKYI0) Kiaccuduranmum
JI00aBIEHHYIO
. YITaKOBKY
CTOUMOCTH (pyOIeit)
1 2 4 5 6 7 8 9 10
YoIHOMOUYEHHOE
JIUIIO
(p.mo0.) (TOIKHOCTD) (ToamHCh)
KoHnrakTHbIE AJnpec 2JIEKTPOHHOM
TenedOHBI MOYThI

B ciyyae OTCYyTCTBUS MEXIYHAapOJHOIO HENMATCHTOBAHHOI'O HAMMEHOBAHMUSA B PETMCTPALlMOHHOM YAOCTOBEPEHUU JIEKAPCTBEHHOI'O Ipernapara yKa3bIBaeTCs
HAaMMEHOBAaHME JIEKAPCTBEHHOTO Mperapara, MpeayCMOTPEHHOIO MEepeYHeM >KM3HEHHO HEOOXOAMMBIX M BaKHEHMIIMX JIEKapCTBEHHBIX IMPENapaToB, €>KErojHo
yrBepxkaaeMbIM IIpaBurensctBoM Pocculickoit denepanuu.

1207 - n3m.III1 865 u 979
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" B ciydasix, MpexycMOTPEHHBIX TYHKTOM 25 TIpaBHiI rOCY1apCTBEHHON PErMCTPAIIH 1 IePEPErHCTPAlliy YCTAHABIMBAEMBIX IPOM3BOIHTEIAMH JTEKAPCTBEHHBIX
IIPEnapaToB NpPeebHbIX OTIYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE Mpernaparbl, BKIOYEHHbIE B MEPEYEHb )KU3HEHHO HEOOXOOUMBIX M BaXKHEHUIIMX JIEKapCTBEHHBIX
MperapaToB, YTBepKIeHHBIX noctaHoBieHreM [IpaBurensctBa Poccuiickoit deneparmu ot 29 oktsiops 2010 r. Ne 865 "O rocyaapcTBEHHOM pETyJIMPOBaHUH IIEH
Ha JIEKapCTBEHHbIE MpernapaThl, BKIIOUEHHbIE B II€PEUCHb KU3HEHHO HEOOXOIUMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB', HOMOIHUTENBHO YKa3bIBaeTCs
(opma BbIITyCKa JIGKAPCTBEHHOTO IpEerapara, ¢ y4eToM KOTOPOW PAacCUUTHIBACTCS IMpeieibHasl OTIYCKHAs I[eHa IPOU3BOIUTENS 32 MOTPEOUTEIBCKYIO YIIaKOBKY
JICKapCTBEHHOT O Tpemnapara.".

1207 - n3m.III1 865 u 979
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[MTPMJIOXKEHHUE Ne 2

K [IpaBunam rocy1apCTBEHHOU pErUCTpaLun
Y IIEPEPETUCTPALIMN YCTAHABIMBAEMBIX
IIPOU3BOMUTEIISIMU JIEKAPCTBEHHBIX IPENapaToB
IIPENEIIBHBIX OTIYCKHBIX LIEH
HAa JICKapCTBEHHBIE MPENapaThl, BKIFOYCHHbBIC
B IIEPEUYECHb )KU3HEHHO HEOOXOAUMBIX
Y BAKHEHMIINX JICKAPCTBEHHBIX IIPENIapaToB

(dopma)
3ASIBJIEHMUE

0 MepeperucTpauy yCTAHABJIUBAEMbIX IPOU3BOANTEISIMH JT€KAPCTBEHHBIX
NpenaparoB NpeaebHbIX OTIIYCKHBIX IIeH HA JIEKAPCTBEHHbIE NMPenaparhbl, BKIKYEHHbIE B llepeYeHb
’KM3HEHHO He00XO0AUMbIX U BAKHEHIIINX JIEKAPCTBEHHbIX MPeNapaTon
3agBUTEIID

(HanMeHOBaHHeE; OYTOBBIN ajipec, aipec AIEKTPOHHOH MOYTHI)

I[epn(aTenb W BJIAACJICH pErUCTPAIMOHHOTO YAOCTOBCPCHUA JICKAPCTBCHHOTO IIpCIiapara

(HanMeHOBaHUE; apEC FIEKTPOHHOHN ITOYTHI)

CBeneHMsl O pervcTpaluy JepiKaTesiss WM BJaJeliblia PErruCTPAalMOHHOTO YIOCTOBEPEHHMS JIEKAPCTBEHHOIO IpernapaTta B KadecTBe
HaJIOTOIJIATENbIIMKA, CBEJICHUSI O PETUCTPAIlUU TTPOU3BOIUTENIS JIEKAPCTBEHHOIO Mpenapara Jijii MEIUIIMHCKOTO MPUMEHEHHUS B KaueCTBE
HaJIOTOIJIaTeNbIIMKA B CTpaHE perucTparuu (JJisi pOCCUUCKUX IOPUIWYECKUX JIUIl - UICHTU(MUKAIMOHHBIA HOMEp HaJororiaTeabIIuKa
(MHH), nnst vHOCTpaHHBIX IOPUIUYECKUX JIUIl - CTpaHa PErHCTpPallMi, HAMMEHOBAHHE PETUCTPUPYIOIIETO OpraHa, PerucTpaliMOHHbBIN
HOMEp, KOJI HAJIOTOoIjIaTebIIMKA B CTPaHE PETUCTPALIMU (MHKOPIIOPAIIUHN) HUJIH €T0 aHAaJIOT)

CBenieHus1 0 perucTpalyMy NpOU3BOAUTENS JIEKAPCTBEHHOIO TIpenapara Jyisi MEAUIMHCKOTO MMPUMEHEHUS B KAUECTBE HAJOTOIUIATENbIIMKA B
CTpaHe perucTpainuu (s pOCCUUCKUX FOPUANYECKUX JUIL - UACHTU(DUKAIIMOHHBIA HOMep HajoromiaTenbiuka (MHH), nins uHOCTpaHHBIX
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IOPUIANYCCKUX JIMI - CTpaHa pCruCTpanmu, HAMMCHOBAHHUEC PCTUCTPUPYIOIICTO OpraHa, peFHCTpaHHOHHBIﬁ HOMCP, KO HaJIOIOIUIATCIIbIIINKA

B CTpPaHE pEerucTpanuy (MHKOPIIOPALMH) UK €r0 aHaJor)

Ne
- Cranust mponu3BOJICTBA [IpousBoaguTens (HAMMEHOBaHKE) Anpec Crpana
[Ipenenbhas .
ITpuxooii
OTITyCKHAs IIeHa
MexnyHapoaHoe KO/, Kon
Homep JlekapctBenHast | OOriee KOJTHMYECTBO MIPOU3BOUTEIS .
HEMaTEeHTOBaHHOE, . HAaHECEHHBI HA | 10 aHATOMO- Kon
No perucrpa- Toprosoe ¢dopmMa, BO BTOPUYHOM 3a MOTpeOUTENb-
WM TPYHIIMPOBOYHOE, N o BTOpHUHYyIO | TepaneBTuuecko- | TH BOJ]
/o IUOHHOTO HalMEHOBaHUE JIO3UPOBKA, (MOTpeOUTENBCKON) | CKYIO YIaKOBKY .
WA XUMHYECKOe o (motpebuTemns- XUMHUYECKON EADC
YIIOCTOBEPEHHS * KOMIUIEKTHOCTD YIIaKOBKE 0e3 Hayora Ha
HanMEHOBaHHE CKYI0) Kiaccuduranmum
JI00aBIEHHYIO
. YITaKOBKY
CTOUMOCTH (pyOIeit)
1 2 3 4 5 6 7 8 9 10
YoIHOMOYEHHOE
JIUIIO
(p.mo0.) (TOIKHOCTD) (ToamHCh)
KoHnrakTHbIE AJnpec 2JIEKTPOHHOM
TenedOHBI MOYThI

*
B cJI1ydya€ OTCYTCTBUA MCKAYHAPOJHOI'O HCIIATCHTOBAHHOI'O HAMMCHOBAHUSA B PETUCTPAIIMOHHOM YAOCTOBCPCHHH JICKAPCTBCHHOI'O IpeIiapaTra YKa3bIBacTCs
HaAaUMCHOBAHUC JICKAPCTBCHHOI'O IIpfriapara, MpeAyCMOTPCHHOI'0 MCPEYHEM KHU3HCHHO HGO6XOI[I/IMBIX U BaXKHEMIIIHX JICKAPCTBCHHBIX IIPCIIapaTOB, CKETOAHO

yrBepxkaaembIM [IpaButensctBom Poccniickoit denepanun.
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" B ciaydasix, MpexycMOTPEHHBIX TYHKTOM 25 TIpaBHII TOCY1apCTBEHHOM PErHCTPAIIHH I MepPEePeriCTPAliy YCTAHABIHBAEMBIX IPOM3BOIUTEISMH JTEKaPCTBEHHBIX
[IPENapaToB NpPeJeNbHbIX OTIYCKHBIX IIEH Ha JIEKAPCTBEHHBIE Mpernaparhbl, BKIIOYEHHbIE B ME€PEYEHb )KU3HEHHO HEOOXOIUMBIX M BAXKHEHMIIMX JICKApCTBEHHBIX
MpernapaToB, YTBepKIeHHBIX noctaHoBieHreM [IpaBurensctBa Poccuiickoit @epepannu ot 29 oktsiops 2010 r. Ne 865 "O rocyaapcTBEHHOM pETyJIMpOBaHUM IIEH
Ha JICKapCTBEHHbIE IIPENapaThl, BKIOUYEHHBIC B IEPEUYECHb )KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIIMX JIEKAPCTBEHHBIX MpenaparoB”, JONOJHUTEIbHO YKa3bIBaeTCs
¢opma BbIITyCKa JIEKAPCTBEHHOTO Mperapara, ¢ y4eTOM KOTOPOH PacCUMTHIBACTCS IMpeJesibHasl OTIYCKHAs IIeHa MPOU3BOIUTENS 32 MOTPEOUTEIBCKYIO YIIAKOBKY
JICKapCTBEHHOT O Tpemnapara.".

1207 - n3m.III1 865 u 979
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B) [IpaBuia BegeHUs TOCYIApCTBEHHOTO PEECTpa MPEAEIbHBIX OTITYCKHBIX
[IEH MPOU3BOJIUTENICH Ha JIEKAPCTBEHHbIE MPEMapaThl, BKIOYCHHbIE B IEPEUCHD
KU3HEHHO HEOOXOJUMBIX M BaXKHEUIIUX JICKAPCTBEHHBIX IpENapaTos,
YTBEP)KJICHHbIE YKa3aHHBIM TIOCTAHOBJICHUEM, H3JIOKUTh B  CIEAYIONIEH
peaaKiuu:

"VTBEPXIEHbI

nocra”HoBjeHueM [IpaBurenbcTBa
Poccuiickon denepanunu
ot 29 okts0pst 2010 r. Ne 865
(B peaKkiuy mNOCTAaHOBJICHUS
[IpaButenbcTBa Poccuiickont denepannun
otT 8 okTs10ps 2018 1. Ne 1207)

NPABHUJIA

Be/IeHHUS TOCY/IapPCTBEHHOI0 peecTpa npeiebHbIX OTILYCKHbIX
LleH NPOU3BOINTE el Ha JIeKAPCTBEHHbIE Npenaparsl,
BKJIIOYEHHbIE B NlepeYeHb KU3HEHHO He00X0AUMBbIX
U Ba)KHEHIINX JIEKAPCTBEHHbIX NPENnapaTos

1. Hacrosimue IIpaBuna YCTaHaBIIMBAIOT IOPAIOK BEJICHUS
rOCYJapCTBEHHOTO peecTpa MPENEIbHBIX OTIYCKHBIX ILIEH IPOU3BOJMUTENEH
Ha JIEKapCTBEHHBIE Ipenaparsl, BKJIIOUYEHHBIE B IepeyYEHb
KU3HEHHO HEOOXOAMMBIX M  BaXXHEHIIMX JIEKapCTBEHHBIX IpenapaToB
(manee - peectp).

2. Peectp sBuseTcs  QeaepanbHOl  MHPOPMALMOHHON  CHUCTEMOH,
COIEpKalllel CBEACHUA O TOCYAApPCTBEHHOW PErucTpauuy MpeaeiabHbIX
OTIHYCKHBIX LIEH NMPOU3BOAUTENIEH Ha JIEKAPCTBEHHBIE Mpenaparsl, BKIOUYCHHbBIC
B II€PEUYCHb IKU3HEHHO HEOOXOJMMBIX U BaXKHEUIIUX JIEKAPCTBEHHBIX
npenaparoB (Aajiee - JiekapCTBEHHbIE ITpenaparhl).

3. Peectp Bemercss MuHHCTEpCTBOM 31paBooXpaHeHusi Poccuiickoi
@enepauuy B JJEKTPOHHOM BHJIE C IPUMEHEHMEM AaBTOMATH3UPOBAHHOU
CUCTEMBI ITyTEM BHECEHHMSI B PEECTP PEECTPOBBIX 3AMUCEM.

4. BeneHue peecTtpa OCYILIECTBISIETCSI B COOTBETCTBUM C €IMHBIMU
OpPraHU3allMOHHBIMH, METONOJOTMYECKUMH M  IIPOrPaMMHO-TEXHUYECKUMHU
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MpUHIIUIIAMHU, 00€CTIEYNBAIOIIMMHU COBMECTUMOCTh UM B3aUMOJCHCTBUE peecTpa
C UHBIMU (peiepatbHBIMU UHPOPMALIMOHHBIMU CUCTEMAaMU U CETSIMU.

5. PeectpoBas 3alucCh 0 roCyJapCTBEHHOU perucrpauuu
(mepeperucTpandi) MOpPeNETbHOM  OTHYCKHOM IIEHBI TMPOU3BOJIUTENS HA
JIEKapCTBEHHBIN Mpemnapar (J1ajnee - peecTpoBasi 3aluch) CONEPKUT CIETYIOIINE
CBEJICHHUSL:

a) HAMMEHOBaHWE JIep)KaTesi WM BIAJeiblla PErMCTPALMOHHOTO
YAOCTOBEPEHUSI JICKAPCTBEHHOI'O IIpErnapara, HAUMEHOBAHHWE IPOU3BOIUTEIIS
JIEKQpCTBEHHOI'O IIpernapara, CBEICHHUS O PpErucTpaluy JepKaTens WIH
BJIaJICJIbIIa PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpernapara B
Ka4eCTBE HAJIOIOIUIATEINIbIINKA, CBEACHUS O PETUCTPALUUUA ITPOU3BOAUTEIIA
JIEKapCTBEHHOI'0 Iperapara JUisi MEIUIMHCKOIO NPUMEHEHUs B KadyeCTBE
HaJIOTOIJIATENbIIMKA B CTPAHE PETHCTPALMHU (IJIs1 POCCHMCKUX HOPUIUYECKHUX
aull - uACHTU(UKAIMOHHBIM Homep Hajoromiarensimuka (MHH), mus
VHOCTPAHHBIX IOPUAMYECKUX JIML - CTPpaHa pPErucTpalnud, HauMEHOBAHUE
PETUCTPUPYIOLIETO OpraHa, PErUCTPALMOHHBIN HOMEP, KOJ HaJOTOILIATEbIIMKA
B CTpaHE PErucTpainuu (MHKOPIIOpAIMU) WM €ro aHalior), MECTO HaXOXJICHUS
ITPOM3BOACTBEHHBIX IUIOMIAJIOK, YYacCTBYIOIIMX B MPOLECCE ITPOU3BOACTBA
JIEKapCTBEHHOIO MPENapara, ¢ yKa3aHUeM CTaIhuU IPoLEecca MPOU3BOJICTBA;

0) HAaUMEHOBaHKWE  JICKAPCTBEHHOTO  Tpemapara  (MEXIyHapOJIHOE
HEMAaTEHTOBAaHHOE, WJIM TIPYNIUPOBOYHOE, WIH XUMHUYECKOE U TOProBOE
HAMMEHOBAHHUA), a B CIy4ae OTCYTCTBHUSI MEXKIYHAPOJIHOTO HEMATEHTOBAHHOTO
HAaVMMEHOBAHUS - HAMMEHOBAHUE, B COOTBETCTBUU C KOTOPBIM JIEKAPCTBEHHBIN
mpernapar BKJIIOYEH B TEpEeUeHb JKU3HEHHO HEOOXOJMMBIX M BaKHEHIIUX
JIEKapCTBEHHBIX ITPEIApPATOB;

B) HOMED PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOIO
Ipernapara;

) JIeKapcTBeHHass (GopMa C YyKa3aHWEM JO3UPOBKH JIEKaPCTBEHHOTO
mpernapara M ero KOJIMYeCTBa BO BTOPHYHON (MOTPEOMTEIHCKOM) yMaKOBKeE,
a TaK€ KOMIIJIEKTHOCTb;

1) 3apEerucTpUpOBaHHas Mpe/elibHasi OTIYCKHAs LIeHa MPOU3BOJUTENS HA
JICKapCTBEHHBIN Tpenapar B pyoIIsix;

€) 1aTa U HOMep IpuKa3za MuHuctepcTBa 3/paBooxpaneHus Poccuiickoi
denepanuu 0 TOCYJAPCTBEHHOM peructpanuu (MepeperucTpalunn) npeneabHon
OTIYCKHOM LEHBI POU3BOIUTEINS HA JICKAPCTBEHHBIN MPENapar;

) IITPUXOBOM KOJI, HAHECEHHBIM HA BTOPUYHYIO (TOTPEOUTEITHCKYIO)
YIIAKOBKY JIEKAPCTBEHHOTO MpEnapara;

1207 - u3m.IIIT 865 u 979



30

3) KOJ JIEKapCTBEHHOIO Ipemapara IO aHaTOMO-TEepareBTHYECKO-
XUMHUYECKOW KilacCu(pUKaAIUM, PEKOMEHJI0BaHHOW BceMupHON opranuzanuein
31paBOOXPAHEHUA.

6. BHecenne B peecTp pEECTpPOBOM 3alUCH  OCYHIIECTBISIETCS Ha
OCHOBAaHWH CBEJCHUW, TMOJYYEHHBIX MPU TOCYAAPCTBEHHOM pErucTpanuu
(mepeperucTpanvi) MOpPeNEIbHOM  OTHYCKHOM IIEHBI TMPOU3BOJIUTENS HA
JIEKapCTBEHHBIN Npernapar, B TeueHue 1 padbodero AHs co AHS:

OPUHATHS PELIEHUS O TOCYAApPCTBEHHOW PETUCTPALMHU MPEIEIbHON
OTIYCKHOM LIEHBI ITPOU3BOIUTEIIA HA JICKAPCTBEHHBIN MPEapar;

IIPUHATUSA PELICHHUS O NEPEPErucTpaluy MPEAEIbHOW OTIYCKHOM LIEHBI
IIPOM3BOJAUTEIIS HA JIEKAPCTBEHHBIM IIpenapar.

I[Ipy  rOCYmapCTBEHHOM  NEPEPEruMCTpallid  pPEecTpoBas  3aIluCh
O TOCYJapCTBEHHOW PETUCTPALUU 3apETUCTPUPOBAHHON NPEAECIBHON OTILYCKHOMN
LICHbl [POU3BOJMUTENS HA JIEKAPCTBECHHBIM IIperapar AOIMOJHIETCI HOMEPOM U
JaTOW  pElIEHUs O MEepeperucrpaluyd MOPEeAeIbHOW  OTIYCKHOM  LIEHBI
IPOM3BOJAUTEIIS HA JIEKAPCTBEHHBIM IIpenapar.

I[Ipy npuHsTHM  MMUHUCTEPCTBOM  31paBooXpaHeHus Pocculickon
Qenepalli  PeUICHUST O TEPEPETUCTPALMU TMPEACIbHON OTIIYCKHOM II€HBI
MIPOU3BOIMTENISA HAa JIEKAPCTBEHHBIN MperapaT COOTBETCTBYOIIAs HH(POPMAIIHS
BHOCUTCS B PEECTPOBYKO 3alMCh C YKa3aHMEM HOMEpAa W JaThl PELICHUs
O IEPEPErUCTPALIIH.

/. BHeceHne N3MEHEHUI B PEECTPOBYIO 3aITUCh OCYIIECTBISIETCS B YACTH:

U3MEHEHUS HalMEHOBaHUsA JIEKapCTBEHHOIO npernapara
(MEXIyHApOJHOTO  HEMAaTeHTOBAHHOTO, WM  TPYNIUPOBOYHOTO,  WIIU
XUMHUYECKOTO U TOPrOBOT0 HAMMEHOBAHU);

HAIMCaHUs JIEKAPCTBEHHON (hOPMBI;

HANMCaHUs JO3UPOBKH JIEKAPCTBEHHOTO PEIapara;

W3MEHEHUSI  KOJA  JIEKQPCTBEHHOI'O  Ipemapara IO  aHaTOMO-
TeparneBTUYECKO-XUMHUECKON KiTacCUu(PUKaInu;

M3MEHEHUS JepKaTeIs 7M1 BJIaJIEJIbIIA PETUCTPALTMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOIO IIperapara, €ro OpraHu3alMOHHO-IIPaBOBOM
bopmpr;

W3MEHEHUSI TPOU3BOJUTENS, €r0 OpPraHU3aAIMOHHO-TIPABOBOM (HOPMBI,
azgpeca MPOU3BOAUTENIS JICKAPCTBEHHOIO MpPEnapara Mpyu yCIOBUM COXPaHEHUS
€ro NMPUHAICKHOCTH K TOCYIAPCTBY - WieHY EBpa3zuilcCKOro 3KOHOMHUYECKOTO
COI03a WJIK THOCTPAHHOMY NPOU3BOJAUTEIIO;

W3MEHEHUS HaNMEHOBAHUU MIPOU3BOJACTBEHHBIX TUTOMIAIOK,
YYaCTBYIOIIMX B MPOLECCEe NPOU3BOACTBA JIEKAPCTBEHHOI'O IIperapara, Hux
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MECTOHAXOXKACHUSI IIPU YCIOBHUM COXPAHEHHUS WX [MPUHAIJIEKHOCTH K
rocyJapcTBy - wieHy EBpa3suiickoro 53KOHOMHYECKOIO COK3a WIH
MHOCTPAaHHOMY IIPOU3BOJUTEIIIO;

U3MEHEHUSI HOMEpPA PETUCTPALMOHHOTO YJIOCTOBEPEHUS JEKAPCTBEHHOTO
npernapara;

U3MEHEHHSI  IITPUXOBOrO  KOJA, HAHECEHHOT0 HA  BTOPUYHYIO
(MOTpeOUTENBCKYI0) YIIAKOBKY JIEKAPCTBEHHOTO Mperapara;

U3MEHEHHS] KOMIUIEKTHOCTH JIEKapCTBEHHOro mpemnapara (Ipu YCIOBUU
OTCYTCTBUSI M3MEHEHHUS €ro KOJIMYECTBa BO BTOPUYHOM (TIOTPEOUTENHCKON)
yIaKOBKe);

U3MEHEHHs (OPMBI BBIMTYCKa JIGKAPCTBEHHOTO IMperapaTa, COoCTaBUMOMN
10 JIEKapCTBEHHOU (opMe, JO3UPOBKE (KOHIIEHTPAIIMH, AKTUBHOCTH B €IMHUIAX
JIEUCTBUS) U OOIIEMY KOJIMYECTBY BO BTOPUYHOU (TIOTPEOUTENHCKOM) yITaKOBKE
(32 UCKIIOYEHHWEM CJIy4yaeB, MPEAYCMOTPEHHbIX MyHKTOM 25  IlpaBuin
rOCYJapCTBEHHOM PETUCTpPAllMd W MEPEPErUCTPallMM  yCTaHABIMBAEMBIX
MPOU3BOJIUTEIISIMU JICKAPCTBEHHBIX MPENapaToB MPEAENIbHBIX OTIIYCKHBIX LIEH
Ha JICKapCTBEHHBIE TIpenapaThl, BKJIIOYEHHBIE B IE€PEYEHb KU3HEHHO
HEOOXOMMMBIX M BAKHEUIIUX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KIECHHBIX
noctaHoBiienneM IlpaBurenbctBa Poccuiickoit ®enepanuu oT 29 OKTAOps
2010 r. Ne 865 "O rocynapCTBEHHOM PETYJIMPOBAHUM II€H Ha JIEKAPCTBEHHBIC
npenaparsl, BKIIOUCHHbBIE B MEPEYEHb KU3HEHHO HEOOXOJAMMBIX U Ba)KHEUITUX
JIEKapCTBEHHBIX MpenapaToB").

BHeceHne ykazaHHbIX UW3MEHEHUW OCYLIECTBIISIETCSI HAa OCHOBAaHUU
3asBIICHUS JIepXKaTelsl WU BIAAeiblla PETHCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpenapara (yrnoJIHOMOUYEHHOTO UM JIMIA), IPEACTABISIEMOTO Ha
OymaxxHoM Hocutesne (B 1 ak3eMIuisipe) W B DJIEKTPOHHOM Buje 1o ¢dopme
COIVIACHO TPUJIOKEHHI0, MUHUCTEPCTBOM 3[paBOOXpaHeHuss Poccuiickou
®denepanuu 6e3 cornacoBanus ¢ DeaepabHON aHTUMOHOTOJIBHON CITY)KO0H ¢
COXPAaHEHHEM TIOCIEAHEW 3apEeruCTPUPOBAHHONW LEHBI HA JIEKAPCTBEHHBIN
npenapar.

MunucrepctBo  3apaBooxpaHeHuss  Poccuiickon = ®epepauuu 10
pe3yabTaTaM BHECEHHUsSI U3MEHEHHUI B PEECTPOBYIO 3allUCh BBIJAET AECPIKATEIIO
WJIU BJIQJICIIbIy PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO TMpernapara
(YITOJITHOMOYEHHOMY MM JIMILY) BBITUCKY U3 PEECTpA.

JlommyckaeTcsi BHECEHHWE W3MEHEHHM B peecTp Oe3 CcOorjacoBaHUs C
®denepaqbHON  AHTUMOHOIONBHOM CIyX’OO0H C COXpaHEHHEM IMOCIeIHeH
3apEruCTPUPOBAHHON 1I€Hbl Ha JIEKAPCTBEHHBIM Npenapar WHOCTPAHHOIO
IIPOU3BOJICTBA NPHU BHECEHHMM H3MEHEHUS B PEECTPOBYIO 3alUCh B YACTH
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M3MEHEHHUS MPOU3BOJUTEINS JIEKAPCTBEHHOTO Mpenapara rocyJapcTBa - 4J€Ha
EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a.

COOTBETCTBYIOIINE HW3MEHEHHUS BHOCATCS B PEECTPOBYIO 3aIHCh C
YKa3aHHEM HOMEpPA U 1aThl BHECEHUSI N3MEHEHU .

8. [Ipn BHeceHMM W3MEHEHHIl B PEEeCTPOBYIO 3aMKCh B COOTBETCTBUM C
nyHKTOM 7 Hacrosamux [lpaBun B ciydae, e€cid B paMKax OJHOIO
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKQpCTBEHHOTO npernapara
3apETUCTPUPOBAHO HECKOJBKO MPEAECIbHBIX OTIYCKHBIX ILIEH MPOU3BOIMTEIEH
Ha ATOT JICKAPCTBEHHBIM MpernapaT ¢ TaKUMU Ke JIEKapCTBEHHOW (opMoii,
JO3UPOBKOM M KOJUYECTBOM BO BTOPUYHOM (MOTPEOMTENBCKON) YIaKOBKE,
TO IOCIHEAHAA  3aperuCTPUpOBAHHAs ILI€HA  OIpPEAEIseTcs C  y4EeTOM
KOMIUIEKTHOCTH JIEKApCTBEHHOI'O Mpernapara, GopMbl BbIITYCKa JIEKAPCTBEHHOTO
mpenapara M CTPaHBI-IIPOM3BOJMTENSA  JIEKAPCTBEHHOIO  Ipenapara
(MpOU3BOICTBEHHBIX IUIOLIAAO0K, YYAaCTBYIOLUIMX B IPOLECCE IPOU3BOICTBA
JIEKapCTBEHHOT'O Mpernapara).

9. CBeneHust O TOCYJIAapCTBEHHOM pErucTpauuu (MepeperucTpalun)
IIPEAECIbHON OTIIYCKHOM LIEHBI IPOU3BOAMUTENS Ha JIEKAPCTBEHHBIN IIperapar
IIOJUIEKAT UCKITIOUEHUIO U3 PEECTPA B CIIydae:

a) IPEACTaBICHUS Jep>KaTelleM WM BIAJIEIbLUEM PETHCTPALMOHHOIO
YIIOCTOBEPEHUS] JIEKapCTBEHHOIo IpenapaTta (YMOJHOMOYEHHOIO MM JIMIA)
3asdBJICHUS 00 MCKIIIOUEHUU CBEJICHUM M3 peecTpa B CBSI3U C OTCYTCTBHEM
JIEKapCTBEHHOTO Tpemapara B oOpamieHud Ha Tepputopun Poccuiickoit
denepanuu;

0) UCKITIOYEHMs] JIEKapCTBEHHOI'0 Ipenapara M3 TOCyAapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEACTB Il MEIUIIMHCKOTO IPUMEHEHHUS;

B) UCKJIIOUEHHUSI JIEKApCTBEHHOI'O TMpenapara W3 NepeyHs KU3HEHHO
HEOOXOJMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaTos;

I) HICTEYEHUsI CpPOKa TOJHOCTH 3apEerUCTPUpPOBAHHOrO B Poccuiickoii
denepanuu JEKapCTBEHHOTO IIpenapara, CpOK IEUCTBHsS PErMCTPALOHHOIO
YAOCTOBEPEHUSA KOTOPOT'O UCTEK;

1) OTMEHBl ~ PEIIEHHs] O  TOCYJapCTBEHHOW  pEerucrpanuuud Wi
NIEPEPETUCTPALIUM  TIPENEIbHOM  OTIIYCKHOM LEHBl NPOU3BOAUTENS  HA
JIEKapCTBEHHBIN Mpenapar.

10. YnonHomo4yeHHOE JULO JepKaTens WU BJIaJIETIbLIA
PErUCTPAaMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOI'O IIpernapara MpeaCTaBIsIeT
JTOKYMEHT, ITIOATBEPKAAIOIIMNMN €r0 ITOJTHOMOYHS.

11. Ilpy npuHATMM MUHUCTEPCTBOM 3ApaBOOXpaHeHUs] Poccuiickoii
@enepanu  pemieHuss 00 HCKIIOYEHUM CBEIACHHM O TroCyIapCTBEHHOM
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perucTpanvy NpeiesibHOW OTIMYCKHOM LIEHbI IPOU3BOAUTENS HA JIEKAPCTBEHHBIN
mpenapar COOTBETCTBYIOIIAsl 3aluCh NPOU3BOAUTCA B PEECTPE B TEUCHHE
1 paGodero AHS CO JHS MPUHSTHS TAKOTO PEHICHUS C YKa3aHHMEM OCHOBAHHS U
JaThl €T0 MIPUHATHSL.

12. Peectp nyOnukyercss Ha odUIMAIBHOM caiite MUHHCTEpCTBA
3APaBOOXPAHEHHUS Poccuiickon denepannun B nH(OpMaIIMOHHO-
TEeJIEKOMMYHUKAITMOHHON ceT "HHTepHeT" W OOHOBISAETCS €XKEIHEBHO
C COXpaHEHHEM Ha CalTe BCEX MPEIBIAYIINX PEAAKIINI peecTpa.

13. adopmaiiust o 3aperucTpupOBaHHBIX MPEIEIbHBIX OTIYCKHBIX IIEHaX
MPOU3BOJIUTENIC Ha JIEKAPCTBEHHBIE IIPEMapaThl Pa3MEIIAeTCs B alTEYHBIX
OpraHu3alusX B JOCTYITHOM JIJISl BCEX 3aMHTEPECOBAHHBIX JIHIl (hOPME C YUETOM
IPYNIHPOBKA MO MEXKAYHAPOAHBIM HEMATEHTOBAHHBIM HAWMEHOBAHUSM
JIEKapCTBEHHBIX MPEMApaATOB.

14. CBenenus, cofepkamydecs B pPeecTpe, SBISIOTCS OTKPBITHIMU U
OOIIEAOCTYTHBIMH U MPEJCTABISIOTCS 3aUHTEPECOBAHHBIM JIMI[aM OECIIaTHO TI0
UX MHCHbMEHHBIM 3alpOCaM B BUJE BBINHCOK M3 pEecTpa B TEUECHHE 5 THEU CO
JIHS TIOCTYIUJIEHUS 3aIpoca.
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[NPUJIOXKEHUE

K [IpaBunam BeieHUsI TOCYIapCTBEHHOTO
peecTpa 3aperuCTPUPOBAHHBIX MPEIECIIbHBIX
OTIYCKHBIX IIEH TPOU3BOIUTEIECH Ha
JIEKapCTBEHHBIE MTPENAPaThl, BKIIFOUEHHBIE B
NepeveHb KU3HEHHO HEOOXOAUMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX IIPENApaToB

(hopma)

3AABJUEHMUE

0 BHECEHMHU M3MECHEHHH B PeeCTPOBYIO 3ANUCh 0 IOCYIAPCTBEHHOM PerucTpauuy npeaeabLHou
OTIIyCKHOM LEHbI NPOU3BOAUTEJIS HA JIEKAPCTBEHHBIH Npenapar, BKIYEHHBIN B IepeYeHb
KM3HEHHO HE00XO0AUMBbIX U BAKHEHIIMX JEKAPCTBEHHBIX NPenapaToB

3asBUTEND

(HaI/IMeHOBaHI/Ie; IIOYTOBBIM aapec, aapec 3J'IeKTpOHHOI>i HO‘ITBI)

Jlep>kaTenb WK BiaJeliel] peruCTPalMOHHOTO YIOCTOBEPEHHU JIEKAPCTBEHHOIO Mpenapara

(HaMMeHOBaHME; aJpec IEKTPOHHOH MOYTHI)
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CBeneHMsl O perucTpalyy Jep>KaTellsdl WM BJaJeNiblia PErMCTPAlMOHHOTO YIOCTOBEPEHHMs JIEKAPCTBEHHOIO IIpernapaTra B KadecTBE
HAJIOTOIUIATENbIINKA B CTpaHe peructpanuu (A7 pOCCHUICKUX IOPUAMYECKHUX JIMI - HACHTU(UKALIUOHHBIA HOMEp HAJOTOIUIATENbIIUKA
(MHH), nns MHOCTpaHHBIX IOPUAMYECKUX JIMI[ - CTpaHa PErUCTPallMd, HAUMEHOBAaHHWE DPETMCTPUPYIOLIETO0 OpraHa, perucTparOHHBINA

HOMED, KOJ HAJIOTOIUIATENbIINKA B CTPaHE PErUCTPALMH (MHKOPIIOPALIMH) WU €r0 aHaJIoT)

CBCI[GHH}I O perTUucCTpaluv IIPOU3BOIUTCILA JICKAPCTBCHHOI'O IIpCIIapara Jisi MCAUIMHCKOI'O IIPUMCHCHHA B Ka4CCTBC HAJIOTOILIATCIIBIIIUKA B

CTpaHE perucTpauu (s pOCCUIUCKUX IOPUIUIECKUX JUI] - UISHTU(DUKATMOHHBIA HOMep Hajororuiarenbiuka (MHH), nns nunoctpanHbix
FOPUIMYECKUX JIUI] - CTPaHa PErUCTpallii, HAUMEHOBAHUE PETUCTPUPYIOLIETO OpraHa, PErUCTPALMOHHBIN HOMED, KO HAJIOr OIUIaTEIbIIUKa

B CTpaHE pEerucTpaiy (MHKOPIIOPAIMH ) WU €T0 aHaJIoT)

No
i Cranus npou3BOACTBA [IponsBoaurens (HANMEHOBaHHUE) Anpec Crpana
IIpenenbHas N
MexnayHapoHoe IITpuxoBoii KoLz,
Howmep JlekapctBeHHast |OO1Iee KOJIMYECTBO|  OTIYCKHas LieHa N
HENaTeHTOBAaHHOE, N HAHECEHHBIN Kon
Ne perucrpa- Toprosoe ¢dopma, BO BTOPUYHON MIPOU3BOJUTEIS Kon
WJIU TPYIIIUPOBOYHOE, . Ha BTOPUYHYIO TH BOJ
/o LIUOHHOTO HaVMEHOBaHUE JI0O3UPOBKA, (MOTpeOUTENBCKO) | 3a MOTPEOUTETHCKYIO ATX
WU XUMUYECKOE wox wox (mOTpeOUTENLCKYIO) EADC
YIOCTOBEPEHMUSI * KOMIUIEKTHOCTD yIaKOBKe YIaKOBKY
HaUMEHOBaHWE N YIaKOBKY
6e3 HJIC (pyOmneit)
1 2 3 4 5 6 7 8 9 10
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YOJIHOMOYEHHOE JIUIIO

(¢p.m.o0.) (TOIKHOCTD) (oamuch)

KounrtakTHbIe TeaehOHBI AJpec 3NeKTPOHHON MOYTHI

"B ciydae OTCYTCTBHS MEXKIYHAPOIHOTO HENATEHTOBAHHOTO HANMEHOBAHMS B PETMCTPAIIMOHHOM YIOCTOBEPEHHH JICKAPCTBEHHOrO MPENApaTa YKa3hIBACTCS
HalMEHOBAaHME JIEKAPCTBEHHOTO Iperapara, MpeyCMOTPEHHOT0 NepeYyHeM KU3HEHHO HEOOXOAUMBIX M BaKHEHIIMX JIGKAPCTBEHHBIX MIPETapaToB.

" B ciydasix, MpeLycMOTPEHHBIX TYHKTOM 25 IIpaBHII rOCY1apCTBEHHOM PErHCTPAIHE H [IEPEPErHCTPALINN YCTAHABIHBAEMBIX TIPOHM3BO IHTEISIMHU JIEKAPCTBEHHBIX
IIPEenapaToB MpPeeNbHbIX OTIYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE Mpernaparbl, BKIOYEHHbIE B MEPEYeHb )KU3HEHHO HEOOXOOUMBIX M BAXKHEWIIMX JIEKapCTBEHHBIX
MperapaToB, YTBEpKIeHHBIX octaHoBieHreM [IpaBurensctBa Poccuiickoit @enepannu ot 29 oktsiops 2010 r. Ne 865 "O rocyaapCTBEHHOM pETyJIMPOBaHUH IIEH
Ha JICKapCTBEHHbIE IPENapaThl, BKIIOUYEHHBIC B NIEPEUCHDb )KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIIMX JIEKAPCTBEHHBIX MpenaparoB”, ONOJHUTEIbHO YKa3bIBaeTCs
¢dopma BBIITyCKa JIEKAPCTBEHHOTO TMperapara, ¢ y4eTOM KOTOPOW PacCUMTHIBACTCS IMpeesbHas OTIYCKHAs [eHa MPOU3BOAUTEINS 32 OTPEOUTEIBCKYIO YITAKOBKY
JIGKapCTBEHHOT O Tpemnapara.".
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2.B  mocranonenun  IlpaButenbctBa  Poccuiickoit ~ Deneparuu
ot 15 centsiopsa 2015 . Ne 979 "O BHeceHMM M3MEHEHHMI B IMOCTAaHOBJICHUE
[IpaButensctBa Poccuiickoit @Pepepanuu oT 29 okTsaopss 2010 1. Ne 865
U 00 YTBEpXKICHUU METOJUKH pacyeTa yCTAHABIMBAEMBIX MPOU3BOAUTEIISIMU
JIEKApCTBEHHBIX NpPEnapaToB MPEAEIbHBIX OTIYCKHBIX LIEH Ha JICKAPCTBEHHBIC
npenaparsl, BKIIOUEHHbIE B NMEPEYEHb KU3HEHHO HEOOXOJAMMBIX U BayKHEUIIUX
JIEKApCTBEHHBIX IMIpEnapaToB, IPU UX TOCYJAPCTBEHHOW pETUCTpalUM U
nepeperucTpanuu'

a) JIOTOJIHUTB IyHKTOM 1! CIIeIyromero coaepanust:

"1, MunucrepcTBy 3apaBooxpaHeHus Poccuiickon @enepauuu U
®denepaabHON  AHTUMOHOIMOJBHOM CIyK0€ JaBarhb MpPU HEOOXOJAUMOCTU
pa3bsICHEHHs] [0 MPUMEHEHHIO METOAMKH pacyeTa YCTaHABIMBAEMbBIX
MIPOU3BOJIUTEIISIMU JICKAPCTBEHHBIX MPENapaToB MPEAENIbHBIX OTIIYCKHBIX LIEH
Ha JICKapCTBEHHBIE INIpenapaThl, BKJIIOYEHHBIE B I[E€PEYCHb IKU3HEHHO
HEOOXOJMMBIX W BAXKHEWIIUX JICKAPCTBEHHBIX IpernapaToB, NpH HX
rOCYJapCTBEHHOM  pEerucTpauud ¢  [EpEeperucTpaluy,  YTBEPKICHHOU
HACTOSAIIUM MOCTAaHOBJICHUEM.";

0) METONKY pacuera YCTaHABIIMBAEMbIX MIPOU3BOIUTEIISIMU
JIEKapCTBEHHBIX MpenapaToB MPEAECbHBIX OTIYCKHBIX II€H Ha JEKAPCTBEHHBIE
npenaparsl, BKIIOUCHHbBIE B MEPEYEHb KU3HEHHO HEOOXOJAMMBIX U Ba)KHEUITUX
JIEKAQpCTBEHHBIX MIpenapaToB, NP UX TOCYJAPCTBEHHOW pETUCTpAlUd H
MEePEPErUCTPaIUU, YTBEPXKICHHYIO YKa3aHHbIM IIOCTAHOBJIEHUEM, H3JIOKUTh
B CJIEAYIOIIEN pEOAKIIU:
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"YTBEPXXIEHA

nocraHoBjeHueM [IpaBurenbcTBa
Poccuiickon denepanmnu
ot 15 cents0ps 2015 r. Ne 979
(B peIaKIMK MOCTAaHOBJICHUS
IIpaButenbcTBa Poccuiickont denepannun
ot 8 okTsa0pst 2018 r. Ne 1207)

METOJIUKA

pacyera yCTAHABJIMBAEMbIX MPOU3BOIUTEIAMHU JIEKAPCTBEHHBIX
NpenaparoB NpeaejbHbIX OTIIYCKHBIX IleH HA JIEKAPCTBEHHbIE NPenaparhl,
BKJIIOYEHHBIE B NlepeYeHb JKM3HEHHO HE00OX0AMMbIX U BaKHEHIINX
JIEKAPCTBEHHBIX MPENapaToB, IPHU UX rOCyIapCTBEHHOM
perucTpanuy U nepeperucTpanuu

[. O01me MoN0XKeHUs

1. HacTosimiasi MeTo/iMKa yCTaHABIMBAET MOPSIOK pacueTa MpeiebHBIX
OTHYCKHBIX II€H IPOU3BOJUTENICH JIEKApCTBEHHBIX IIpenapaToB (paiee -
MIPOU3BOJIMTENIM) Ha JIEKAPCTBEHHBIC TNPEMapaThl, BKIIOUYCHHbIE B MEPEUYCHD
KU3HEHHO HEOOXOIMMBIX M BAXKHEWIINX JIEKAPCTBEHHBIX MpEmaparoB (ajiee -
JIEKapCTBEHHbIEC TMpEnaparbl), NpPU UX TOCYJAPCTBEHHOW pETUCTpalMU U
MEPEPETUCTPALUH.

[1. Pacuet npenensHO# OTITYCKHOM I1eHbI Ha pedepeHTHBIM
JIEKapCTBEHHBIN Mpenapar MpU €€ roCyJapCTBEHHON pETUCTPalun

2. IlpenenpHast oTHmyckHasi IeHa Ha pedEepeHTHBIA JIEKApPCTBECHHBIN
mpernapar yCTaHABIMBACTCS JUIA  KAKIOTO TMPOU3BOJIUTENS B paMKax
PETUCTPAIIMOHHOTO yJAOCTOBEpPEHUST pehepEeHTHOTO JIEKapCTBEHHOTO Mpernapara
B COOTBETCTBHH C TpeOoBaHUSMU TYHKTOB 24 u 25 [IpaBui rocyaapcTBEHHOM
perHCTpallid ®W TEPEPErHCTPAllUd  YCTAHABIMBAEMBIX IPOU3BOAUTEIISIMU
JIEKapCTBEHHBIX TMPENapaToB MPENETbHBIX OTIMYCKHBIX IIEH Ha JIEKAPCTBCHHBIE
npenaparsl, BKIIOUYCHHBIE B MEPEYCHb KU3HEHHO HEOOXOJAMMBIX U BaKHEUITUX
JIEKapCTBEHHBIX MPENapaToB, YTBEPKACHHBIX MocTaHOBIeHHeM [IpaBurenbcTBa
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Poccuiickoit deneparuu ot 29 oktsiopss 2010 r. Ne 865 "O rocygapcTBeHHOM
pPEryJIMPOBAHUM LIEH HA JIEKAPCTBEHHBIE MPENApPAThl, BKIOUYCHHBIE B TIEPEUCHD
KU3HEHHO HEOOXOAMMBIX U BaXXKHEWIIUX JIEKAPCTBEHHBIX IpernaparoB”
(manee - [lpaBuna), Ha OCHOBAHMM JAHHBIX, PACCUUTAHHBIX B COOTBETCTBHUH C
HaCTOSIIIE METOIUKOM.

3. [IpegyaraemMass K  TroCyIapCTBEHHOM  perucTpaluyd npeaeinbHas
OTHYCKHas I1I€Ha MPOU3BOJUTENICH TOCYJapCTB - YIEHOB EBpa3niicKoro
HKOHOMHYECKOTO COI03a Ha peepeHTHBIN JIeKapCTBEHHBIA MpenapaT HE MOXKET
MIPEBBIIIATD:

a) CpeHEB3BEUICHHYIO (PAaKTUYECKYIO0 OTIYCKHYIO IIEHY Ha pe(epeHTHbIN
JIEKApCTBEHHBIA  MpemnapaT 3a  OTYETHBIM  MNEPHOJl,  PACCUUTAHHYIO
B COOTBETCTBHUH ¢ pazzesnoM IV HacTosield METOIMKN Ha OCHOBAaHUM CBEICHUIA
00 00beMax W OTIYCKHBIX II€HaX HaXOMAIIUXCs B oOpamieHuu B Poccuiickoii
denepanuu J€KapCTBEHHBIX MTPENAPaTOB MPOU3BOAUTENEH TOCYJaPCTB - YWICHOB
EBpa3uiickoro »KOHOMHYECKOIO COK3a M HMHOCTPAHHBIX ITPOM3BOJUTEIIEH,
OCYIIECTBIISIONUX TEPBUYHYIO U (UJIM) BTOPUYHYIO YIAKOBKY JIEKAPCTBEHHOIO
npenapara B Poccuiickoit denepaiuu, corinacHo npuioxeHuto Ne 1;

0)B ciayyae ecnu JIGKQpPCTBEHHBIM  Tpermapar, MPOU3BEICHHBIN
ITPOM3BOAUTEIIEM T'OCYAApPCTB - YICHOB EBpa3zuilCKOro 3KOHOMHYECKOTO COHO3a
peanuszyercss B HWHOCTPAaHHBIX TOCYJAapCTBaX, B OTHOIIEHUU KOTOPBIX
npeacrasigercss uHpopMmairs 00 ypoBHE MUHUMAIBHBIX OTIMYCKHBIX II€H Ha
JIEKapCTBEHHBIE Tpemaparhl, MO TMEPEYHIO COTJIACHO NPUIIOKEeHHI0 Ne 2, -
MUHUMAJIbHYIO OTIYCKHYIO I1I€HY MpPOWU3BOAUTENSl TOCyAapcTBa - 4Yi€Ha
EBpasuiickoro 9SKOHOMHUYECKOTO coro3a (0e3 ydera MNPOU3BOJCTBEHHBIX
IJIOIIA/IOK) HA JIGKApCTBEHHBIM Mpemapar B YKa3aHHBIX TOCYJapCTBax,
PACCUMTAHHYIO B COOTBETCTBHM C pazaenoM VII HacTosimerdn METOIUKH Ha
OCHOBAaHHWU pacuera TMpeAebHOM OTIHYCKHOW II€Hbl MPOU3BOAUTENS Ha
JEKapCTBEHHBIA  TpemapaTr,  MNPEeACTaBIsieMOM  HAa  TOCYAapCTBEHHYIO
peructpanuio (MmepeperucTpanuio), COrjiacHO MNpuiIokeHuto Ne 3 ¢ ydyeTtom
PacxoJI0B, CBSI3AHHBIX C TAMOXXEHHBIM O()OpMIICHHEM.

4. Ilpenyaraemasi K  TOCYAapCTBEHHOW  PETUCTPALMU  TMpeJelbHAs
OTITyCKHas I[IeHa WHOCTPAHHBIX  MPOU3BOJAUTENEH Ha  pedepeHTHBHIH
JIEKapCTBEHHBIN MpenapaT HE MOXKET MPEBBIIIATH:

a) CpeIHEB3BEIICHHYIO  (DaKkTUYeCKyl0 TIleHy BBO3a pedepeHTHOTO
JIEKapCTBEHHOI0 Mpenapara 3a OTYETHbIM NEPUOJ C YYETOM PacxoJoB,
CBSI3aHHBIX C TaMOXXCHHBIM O(GOPMIIEHHEM, PACCUUTAHHYIO B COOTBETCTBUU
c pazmenom VI Hactosimeldr METONMKHM Ha OCHOBAaHWM CBENECHUN 00 oObemax
M O LEHAX BBO3a JIEKAPCTBEHHOTO MpErapara MHOCTPAHHOIO IPOU3BOJICTBA,
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HaxoJsIIerocs B oOpameHuu Ha Tepputopun Poccuiickoit ®enepanuu,
32 OTYETHBIN MEPHUO/I COTTACHO MPUI0KEeHUI0 No 4,

0) MUHUMAJIbHYI0O OTHYCKHYIO II€Hy MHOCTPAHHOTO MPOU3BOJUTENS
(0e3 yuera MpOU3BOACTBEHHBIX IUIONIAIOK) HA pedepeHTHBIN JIeKapCTBEHHBIN
mpenapaT B MHOCTPAHHBIX TOCYAApCTBax, YKa3aHHbIX B NPWIOKEHHH Ne 2 K
HACTOSIIIE METOJUKEe, ONpENEICHHYI0 B COOTBETCTBUM C pazjaenom VI
HACTOSAIIEM METOJMKM HA  OCHOBAaHMHM  pacyera, MPEAyCMOTPEHHOTO
npuinokeHrueM Ne 3 K HacToAIlIEd METOIUKE, C YUETOM PacXOJ0B, CBA3AHHBIX C
TaMOXEHHBIM 0(hOPMIICHUEM.

5. [IpemyaraemMass K  TrOCyIapCTBEHHOM  pErucTpanuyd npeaeinbHas
OTIyCKHasi  I[IeHa HWHOCTPAHHBIX  MPOU3BOJAUTENEH Ha  pedepeHTHHIN
JIEKapCTBEHHBIA  IIpenapar,  OCYLIECTBISIOMMX  WIM  IUIAHUPYIOLIUX
OCYUIIECTBJISATh MEPBUYHYIO U (MJIM) BTOPUYHYIO YIAKOBKY JIEKAPCTBEHHOIO
npemnapara Ha teppuropun Poccuiickor denepannn, He MOKET MPEBBIIATD:

a) CpeHEB3BEUICHHYIO (PAaKTUUYECKYIO0 OTIYCKHYIO IIEHY Ha pe(epeHTHbIN
JIGKapCTBEHHBIA  @Ipernapar 3a  OTYETHBIM  IIEpUOJ,  PACCUUTAHHYIO
B COOTBETCTBHHM C paznesioM [V HacTosen METOAUKM Ha OCHOBAaHUU CBEICHHUM,
MPEAYyCMOTPEHHBIX MpuioxeHnueM Ne 1 kK HacToAIIel METOIUKE;

0) MUHUMAJIBHYI0O OTIYCKHYIO II€EHy MHOCTPAaHHOTO MPOU3BOIUTENS
(6e3 yuera MpOU3BOACTBEHHBIX IUIONIAI0OK) HAa pedEpEeHTHBIN JIEKaPCTBEHHBIMI
Ipernapar, pacCUMTaHHYK) B COOTBETCTBUM C paszaenoMm VII  Hacrosmen
METOJMKM Ha OCHOBAaHMM pacyera, MpPeayCMOTPEHHOro mnpuiiokeHueM Ne 3 k
HACTOSIIIIE METOJMKE, W CBEACHHMH 00 ypoBHE MHUHUMAJIBHBIX IICH
JIEKapCTBEHHOI0 Ipernapata B HHOCTPAHHBIX TOCYJAapCTBax, YKa3aHHBIX
B IpuiokeHUH N 2 K HacTOsIEd METOAMKE, C YUYETOM pPacXOAO0B, CBS3aHHBIX
C TAMO>KEHHBIM O(OPMIICHUEM.

6. [Ipu rocynmapCTBEHHOW pETUCTpali TpeeiabHas OTIYCKHAs IIeHa
Ha pepepeHTHBI JICKapCTBEHHBINM TIpemapar JUisi BCEX MPOU3BOIUTENCH
B paMKax PErucTPallMOHHOIO YJOCTOBEPEHMS JIEKAPCTBEHHOIO IIpernapara
c yderoM TpeOoBanuii myHkTta 24 IlpaBmyi HEe MOXKET MPEBBINIATH YPOBEHB
MUHUMAJILHOM W3 1I€H, PACCYMTAHHBIX C Y4YETOM TpeOOBaHMI TYHKTOB 3 -5
HACTOSIIEA METOAUKH.

/. Ilpennaraemass K TOCYJapCTBEHHON  perucTpauuud mpeaesibHas
OTIyCKHasi IIeHa Ha pedepeHTHBI JIEKApCTBEHHBIM TIpemapar Ijs BCeX
MIPOU3BOMTENICH JIEKAPCTBEHHOTO Tipemapara 0Oe3 ydera (OpMBI BBITYCKa
JIEKapCTBEHHOI0 Mpemnapara, 3a HUCKJIOYCHUEM CIIy4aeB, MNPEAYyCMOTPEHHBIX
nyHKTOM 25 ITpaBui, He MOXKET NPEBbIIATS:
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a) B Clly4ae €CJIM B paMKax OJHOI'O PErMCTPAllMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOI'O IMpernapaTa 3aperuCTpUpPOBaHbl MPEAEIbHBIE OTIYCKHBIE [EHBI
Ha pedepeHTHBIN JeKapCTBEHHBIN Mpenapar ¢ TaKoW K€ JIeKapCTBEHHOM
dbopmMoli M JO3UPOBKOM (KOHIIEHTpAllMEeW, AaKTUBHOCTHIO B  €JAMHMIIAX
NEUCTBUS), - TPEACIIbHYIO OTIYCKHYIO IIEeHY Ha pedepeHTHBIN JeKapCTBEHHBIM
npenapar, pacCUMTaHHYIO HCXOJs W3 CPEIHEro apu(MEeTHYECKOTO 3HAUCHUS
CTOMMOCTHA OJIHOM JIEKAPCTBEHHOW (OpMBI JIEKAPCTBEHHBIX IpEnapaTos,
MMEIOLIUX Onmmxaime CMEXKHBIE KOJINYECTBA BO BTOPUYHOM
(mMOTpeOUTENbCKOM) yMaKOBKE, HAa OCHOBAHMHM CBEACHHM O HaJUYHAH
3apEruCTPUPOBAHHBIX peneNbHbIX OTIIYCKHBIX  LEH 3asIBJISIEMOTO
JIEKapCTBEHHOI'O IIpenapara CorjlacHo NpuiiokeHuo Ne 5.

0) B cilyuyae eclid He 3aperuCTpUPOBAHbI MPEIeIbHbIC OTITYCKHBIC ICHBI HA
pedepeHTHBI  JICKApCTBEHHBIM  MpemapaT ¢ Takoh JKe€  JO3UPOBKOM
(koHIICHTpanyel, aKTHBHOCTBIO B COUHMIAX JEHCTBHA), - MPEICIbHYIO
OTIIyCKHYIO LIEHYy Ha pe(epeHTHBI JeKapCTBEHHBIHN IMpenapaT, pacCUUTaHHYIO
UCXOASl W3 CpEelHEro apu(pMeTnyecKkoro 3HAu€HUsI CTOMMOCTU €IMHHULIBI
JEHCTBYIOLIErO BEIIECTBA JIEKAPCTBEHHBIX MPENapaToB, UMEIONINX OJmKaiiime
CMEXHbIE  JO3UPOBKM, Ha OCHOBAaHMUU CBEIACHUM, MPEIyCMOTPEHHBIX
npuitoxkeHneM Ne 5 K HaCTosIIeN METOIUKE.

8. B cimyuae eciam Mo COCTOSHHIO Ha JaTy MPEICTaBICHUS 3asBICHUS
O TOCYIAapCTBEHHOM  PErucTpallii  MPEIeIbHOM  OTIHYCKHOM  LIEHBI
MIPOU3BOIMTENA HA peepeHTHBIN JIEKapCTBEHHBIN Mpenapar B MUHHUCTEPCTBO
3npaBooxpanHeHus Poccuiickorn @enepaunn B paMKax MEXIyHApOIHOIO
HEMAaTEeHTOBAHHOTO HAaMMEHOBaHUS U JIEKapCTBEHHOU (bopmbl
3apEruCTpUpPOBaHbl NPENENbHbIE OTIYCKHBbIE II€Hbl MPOU3BOJAUTENEH Ha
COOTBETCTBYIOILIUE  BOCIPOMU3BEACHHbIE, OHOAHAIOroBbIe (OHOMOAOOHBIE)
JIEKapCTBEHHbBIE IIpenaparsl, Ipd O3TOM IpeAesibHAs OTIYCKHas IIeHa
NpOU3BOAMTENE  Ha  pedepeHTHBIM  JIKAPCTBEHHBIM  Tpemapar  He
3apErucTpUpOBaHa, TO MpelaraeMas K TOCYJapCTBEHHOM PpErucTparyu
npenenbHasl OTHYCKHas IIeHa Ha pedepeHTHBIM JIeKapCTBEHHBIA MpernapaT
HE MOXET IMPEBBIIATh MAKCUMAJIbHYI 3apErUCTPHUPOBAHHYIO IPEAECIbHYIO
OTIYCKHYIO TICHY Ha COOTBETCTBYIOIIUN BOCIPOU3BEIACHHBIN, OMOAHAIOTOBBIN
(OronomoOHBII) JJeKapCTBEHHBIN Mpenapar.

ITI. PacueT npenenbHON OTIYCKHOM 1I€HBI HA BOCIPOU3BEICHHBIN,
O010aHanoroBbIi (0MOMO100HBIN) JIEKAPCTBEHHBIN Npenapar

IIPU €€ rOCYJapCTBEHHOM perucTpaluu

9. IlpenenpHast OTHMYCKHAS [I€HA HA BOCTIPOM3BEACHHBIN, OMOAHATIOTOBBIN
(6uomoo0HBIN) JIEKAapCTBEHHBINM Mpermapar (jajee - BOCHPOM3BEICHHBIM
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JIEKapCTBEHHBIN TpenapaT) YCTAaHABIMBACTCS ISl Ka)XJAOTO IMPOU3BOIUTEIS
B paMKax pPErUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O Mpernapara
B COOTBETCTBUM C TpeOOBaHWSAMH INYyHKTOB 24 u 25 IlpaBui, Ha OCHOBaHHUH
JTAaHHBIX, PACCUMTAHHBIX B COOTBETCTBUU C HACTOSIIEH METOJIUKON I KaXIOU
TPYIIIbI IPOU3BOAUTENEH JIEKAPCTBEHHBIX IIPEMAPATOB.

10. TIlpennaraemast K TOCYAapCTBEHHOW pErucTpaldyd MpeaesibHas
OTHYCKHas I1I€Ha IPOU3BOJUTENIC TOCYAapCTB - YIEHOB EBpa3niicKoro
SKOHOMHYECKOTO COK03a Ha BOCHPOM3BEICHHBIN JIEKAPCTBEHHBIN Ipernapar
HE MOJKET MPEBBIIIATH:

a) OTIIyCKHYIO  LIEHy, pacCUYUTaHHYIlO C  Y4eTOoM  TpeOOoBaHUU
NyHKTOB 26 - 28 IlpaBun m B coorBerctBuM ¢ paszpenoM VIII Hacrosmen
METOJMKM HAa OCHOBAHMM JAHHBIX pacyeTa IPEeAeSIbHOM OTIyCKHOM LIEHBI Ha
BOCITPOU3BEJICHHBIN,  OMOaHANOroBbIi  (OMOMOAOOHBIN)  JIEKAPCTBEHHBIM
npenapar, IpeACTaBIIEMOM Ha TOCYJapCTBEHHYIO PETMCTPALUI0, COIJIaCHO
npuiioxkeHuo Ne 6;

0) cpeIHEeB3BEIIECHHYIO (hakTHYECKyIO OTIYCKHYIO LEHY Ha
BOCIIPOM3BEJCHHBIN  JICKAPDCTBEHHBIM IIpernapar 3a OTYETHBIA IIEPUOJ,
paccuMTaHHYl0O B COOTBETCTBUM C paszaenoM IV HacTosiedl MeTonuku Ha
OCHOBAaHWU CBEJICHUH, MPEIyCMOTPEHHbIX MpuioxkeHueM Ne | k HacTosieit
METOJUKE;

B)B Cly4yae €clid JICKapCTBEHHBIM IMpemapar MpOU3BOAMUTENEH
rOCyJapCTB - WIEHOB EBpa3suiiCKOTO SKOHOMMYECKOIO COK3a PEaTUu3yercs
B MHOCTPAHHBIX T'OCYAAapCTBax, YKa3aHHBIX B NpwiokeHnn Ne 2 Kk HacToslen
METOJIMKE, - MHUHMMAJIBHYIO OTIIYCKHYIO LIEHY IPOM3BOAMTEINS TOCYNapCTBA -
yrieHa EBpasuiickoro skoHOMUYecKoro coroza (6e3 ydera MpOU3BOJACTBEHHBIX
IUIOIIAJ0K) Ha BOCIPOMU3BEICHHBIN JIEKAPCTBEHHBIM MpernapaT B YKa3aHHBIX
rOCyZlapCTBaX, PACCUYUTAHHYK) B COOTBETCTBUMU C pasuenom VII Hacrosmen
METOJIMKHA W mpuiiokeHrueM Ne 3 K HacTOsAIIer METOAMKE, C YYETOM PacXxodoB,
CBSI3aHHBIX C TAMOKEHHBIM OOPMIICHUEM.

11. Ilpepyaraemasi K TOCYJApCTBEHHOW pErucTpalii  MpejaesibHas
OTIIyCKHasl [I€Ha MHOCTPAaHHBIX MPOU3BOJUTEIEH Ha BOCHPOU3BEACHHBIN
JIEKapCTBEHHBIN MpenapaT HE MOXKET MPEBBIIIATE:

a) OTIIyCKHYIO  1IEHy, pacCUMTaHHyIl0 C  Yy4eToM  TpeOoBaHUU
nyHKTOB 26 - 28 TlpaBun u B cooTrBeTcTBUU C pazaeiaoMm VIII Hacrosieit
METOJMKM Ha OCHOBAaHMM pacuera, MPeAyCMOTPEHHOro mnpuiioxkeHueM Ne 6
K HaCTOSIIEH METOIUKE;

0) cpeHEeB3BEIICHHYIO0 (DaKTHUYECKyI0 II€Hy BBO3a JIEKAPCTBEHHOTO
mpenapara  3a  OTYETHBIM IEPHOJ C YY4ETOM  pPacxol0B, CBA3AaHHBIX
C TaMOXEHHBIM O(hOpMIIEHHEM, PACCUMTAHHYIO B COOTBETCTBUH C pazzesnom VI
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HACTOSIIEM METOJMKM Ha OCHOBAaHUM  CBEICHMH, MPEIyCMOTPEHHBIX
npuiokeHrueM Ne 4 K HaCTOSIIENH METOTUKE;

B) MUHUMAJIbHYIO OTIYCKHYIO II€Hy MHOCTPaHHOTO MPOU3BOJIUTENS
(6e3  ydera  TIPOW3BOJACTBEHHBIX  IUIOMIAJIOK) HAa  BOCHPOU3BEACHHBIN
JIEKApCTBEHHBIN Mpenapar, pacCUMTaHHYI0 B COOTBETCTBUU C pasaesioM VII
HACTOSIIEM METOJMKM HA  OCHOBAaHMM  pacyera, MpPeayCMOTPEHHOIO
npuinokeHrueM Ne 3 K HacToAIlIEd METOIUKE, C YUETOM PacXOJ0B, CBA3AHHBIX C
TaMOXEHHBIM 0(hOPMIICHUEM.

12. Tlpennaraemas K TOCYAapCTBEHHOW pErvCTpalldd  MpejesibHas
OTIyCKHAasi II€Ha Ha  BOCHPOM3BEICHHBIM  JIEKAPCTBEHHBIM  Iperapar
VHOCTPAHHBIX IPOU3BOAUTEINICH, OCYLIECTBISIOIIMX WA I[UIAHUPYIOLINX
OCYUIIECTBJISATh MEPBUYHYIO U (MJIM) BTOPUYHYIO YIAKOBKY JIEKAPCTBEHHOIO
npemnapara B Poccuiickor denepanyu, He MOXKET MPEBBIIIATD:

a) OTIIyCKHYIO  1IEHy, pAacCUYMTaHHYIl0 C  Yy4eToM  TpeOoBaHUM
nyHKTOB 26 - 28 TlpaBun u B cooTrBercTBUU C pasaeiaom VIII wacrosmieit
METOJMKM Ha OCHOBAaHMM pacuera, MPeAyCMOTpPEeHHOro mpuioxkeHueM Ne 6
K HaCTOSAIIEH METOJIUKE;

0) cpeHEB3BEIICHHYIO (haKTUYECKYTIO OTIYCKHYIO LEHY Ha
BOCIHPOM3BEIACHHBIM  JICKAPCTBEHHBIM IpenapaT 3a OTYETHBIM NEPHUOJ,
pPacCUMTaHHYIO B COOTBETCTBHHM C pasnenom |V HacTosmeldn MeTonuku Ha
OCHOBAaHWU CBEJIECHUH, MPEIyCMOTPEHHBbIX MpuioxkeHueM Ne | k HacTosieit
METOJINKE;

B) MUHUMAJIbHYIO OTIYCKHYIO II€HY MHOCTPAaHHOTO TMPOU3BOIUTENS
(6e3 ydera  TPOW3BOJACTBEHHBIX IUIOMIAJI0OK) HAa  BOCHPOU3BEICHHBIN
JIEKapCTBEHHBIA MpernapaT B MWHOCTPAHHBIX TOCYAAapCTBaX, YKa3aHHBIX B
NpuiIoKeHUU Ne 2 K HAcCTOSIEH METOJIMKE, PACCUMTAHHYI0 B COOTBETCTBUU C
pasgenom  VII  HacTosimied  METOAMKM  Ha  OCHOBAHMM  pacyera,
MPEAYCMOTPEHHOTO mpriioxkeHneM Ne 3 K HacTosIIedl METOAHMKE, C y4eTOM
PacxoJI0B, CBSI3AHHBIX C TAMOXXEHHBIM O()OpMIICHHEM.

13. Tlpu rocyaapCTBEHHOW peTUCTpaIuy MpeeibHas OTIyCKHAs IeHa Ha
BOCHPOU3BEJACHHBIN JIEKAPCTBEHHBIM IIpenapar il BCEX IPOU3BOJIUTENECH
roCcyapCcTB - 4YJIEHOB EBpa3uiCKOTO 3KOHOMHYECKOTO COK03a B pPaMKax
PETUCTPALIMOHHOIO yJIOCTOBEPEHUS JICKAPCTBEHHOIO IIpenapara C y4eToM
TpeboBanmii myHkTa 24 [IpaBui HE MOXKET MPEBBINIATh YPOBEHh MUHUMAILHOM
U3 [ICH, PACCUUTAHHBIX C YI€TOM TpeOoBaHmii myHKTa 10 HACTOAIIEH METOIUKH.

[Ipy rOCYymapCTBEHHOM pErucTpauyMd NpeaeiabHas OTHYCKHas IEHa
Ha BOCITPOM3BEJICHHBIN JIEKAPCTBEHHBIM Mpenapar sl BCEX HWHOCTPAHHBIX
MPOU3BOAUTENIEN, B TOM UYHCIE OCYIIECTBIAIOIINX WIA [UIAHUPYIOMINX
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OCYHIECTBJIATh MEPBUYHYIO U (MJIM) BTOPUYHYIO YIAKOBKY JIEKQpCTBEHHOTO
npenapara B Poccuiickonn @enepanur, B paMKax PETUCTPALMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mperapara ¢ y4eToM TpeOOoBaHMM myHKTa 24
[IpaBriI HE MOXKET MPEBBIIATH YPOBEHb MUHUMAIIBHOW U3 LIEH, PACCUMTAHHBIX
C yueToM TpeboBaHMi MyHKTOB 11 u 12 HacTOsAIIEH METOIUKHY.

14. Tlpennaraemas K TOCYAapCTBEHHOW pErvCTpalldd  MpejesibHas
OTIYCKHas II€Ha Ha BOCHPOW3BEICHHBIA JIEKAPCTBEHHBIN Npenapar s BCeX
MPOU3BOIMTENICH JIEKApCTBEHHOro Tpemnapara 0Oe3 ydera ¢GOpMbl BBITYCKA
JIEKQpCTBEHHOI'O IIperapara, 3a HCKJIYEHHUEM CIIy4aeB, MPELYyCMOTPEHHBIX
yHKTOM 25 [IpaBui1, HE MOXKET PEBBIIATE:

a) B CIIy4ae €CIM B paMKax OJHOTO PErMCTPAIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOIO IpenapaTra 3aperuCTpUpOBaHbl NPEACIbHBIE OTIIYCKHBIE LIEHBI
Ha BOCIIPOU3BEJCHHBIN JICKAPCTBEHHBIN IIpenapaT ¢ TAKOU K€ JICKAPCTBEHHOU
dbopmMoli W JO3UPOBKOM  (KOHIEHTpAlMe, aKTUBHOCTbIO B  EIUMHUIAX
NENUCTBUS), - TPEACIbHYI0O OTIYCKHYIO IIEHYy Ha JIEKapCTBEHHBIA IIperapar,
PaCCUMTAHHYIO MCXOJSl U3 CPEIHEro apu(pMETUYECKOro 3HAYEHUSI CTOMMOCTH
OJIHOM  JIeKapCTBEHHOM (HOpPMBI JIEKAPCTBEHHBIX IMPENapaToB, HMEIOIINX
ONMKaWIIMe CMEXHBIE KOJMYECTBA BO BTOPUYHOM  (TIOTPEOUTEIIHCKOM)
YIIaKOBKE, Ha OCHOBAaHHUM CBEJICHUH, IMPEIYCMOTPEHHBIX NpuioxkeHueM Ne 5 k
HacCTOSIIEeH METOIUKE;

0) B ciyyae eclid He 3aperuCTPUPOBAHBI MPEETbHBIE OTIMYCKHBIC IEHBI
Ha BOCIIPOM3BEIICHHBIN JIEKAPCTBEHHBIM Ipernapar ¢ TaKOM K€ J03UPOBKOM
(KOHIIEHTpalMel, AaKTHBHOCThIO B CIWHHUIAX JCHCTBHS), - MNPEACIbHYIO
OTIYCKHYIO LIEHY Ha JICKapCTBEHHBIM NpErapar, pacCYUTaHHYK HCXOIs U3
CpenHero apu(pMeTUYEeCKOro 3HAYEHUSI CTOMMOCTH €IMHUIIBI JIEHCTBYIOIIETO
BEI[ECTBA JIEKAPCTBEHHBIX TIPEMApaToB, UMEIOIMIUX OJIKANIINe CMEXHBIC
JIO3UPOBKH, HA OCHOBAaHHWM CBEACHUW, MPEAYCMOTPEHHBIX NPUIOKEeHUEM Ne 5 K
HACTOSILEN METOIUKE.

15. ITpu rocyaapCTBEHHOW PETHCTPALMU MPEAEIbHOW OTIHYCKHOW IEHBI
IPOU3BOAUTEISI HA BOCIPOU3BEICHHBIN JICKAPCTBEHHBI IpEnapar B Ciydae,
€CIM B pPaMKax MEXJIYHApOJHOrO HENAaTEHTOBAHHOTO HAWMEHOBAHUS W
JIEKapCTBEHHOHN (DOPMBI HE 3apeTHCTPUPOBaHA TpeeiibHAs OTIYCKHAs IIEHAa Ha
COOTBETCTBYIOIIUN  pepEepeHTHhI  JIEKApCTBEHHBIM  MpemapaT W HE
3apPErUCTPUPOBAHBl  MPENECIBHBIE OTIYCKHBIE LIEHBl NPOU3BOAUTEICH HA
BOCHPOU3BEIAECHHBIC JICKAPCTBEHHBIC MPENapaThl, pACUET LEHBI OCYIIECTBIISIETCA
®denepanbHON aHTUMOHOIIONBHOW CIIy’)KOOM Ha OCHOBaHWHM MHWHUMAJIbHOU
OTIYCKHOW II€HBI TIpou3BoauTelis (0e3 ydera MpOU3BOACTBEHHBIX IUIOMIAMIOK,
C yYEeTOM pacxXxoOB, CBSI3aHHBIX C TaMOXXEHHBIM oQopMieHHEM) Ha
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COOTBETCTBYIOIIMM pedepeHTHBIN JIEKApCTBEHHBIN IpernapaT B MHOCTPAHHBIX
rocy/1apCTBaX, yKa3aHHBIX B MPWIOKEHUU Ne2 K HACTOSIIEH METOAUKE, C
IMPUMEHEHUEM  TOHIKaromero  koddduuueHta, 3HAYCHUS  KOTOPOTO
OIIPEIIEIISIFOTCS. B COOTBETCTBUU € paznesnom VIII HacTosen METOaUKHY.

IV. Pacuer cpeaHeB3BelieHHON (DAKTUUECKOM OTITYCKHOM II€HBI TPOU3BOIUTEINS
rocyJapCcTB - WiIeHOB EBpa3zuilckoro 3KOHOMHUYECKOr0 COK3a U HHOCTPAHHOTO
IPOU3BOIUTENS, OCYIIECTBIISIONIETO MEPBUYHYIO U (MJIM) BTOPUYHYIO YIIAaKOBKY
JIEKapCTBEHHOT O Tipenapara B Poccuiickon denepanuu,

Ha JICKapCTBEHHBIN Ipenapar

16. Pacuer  cpenHeB3BemIEHHOW  (PAKTUYECKOW  OTMYCKHOM  IIE€HBI
IIPOU3BOJIUTEI TOCYJApPCTB - 4YIEHOB EBPazMiiCKOro 3KOHOMHYECKOTO COKO3a
U (MJIM) THOCTPAHHOTO MPOU3BOJIUTESA, OCYIIECTRISIONIETO MEPBUYHYIO U (KJIN)
BTOPUYHYIO YNAKOBKY JIEKapCTBEHHOrO mnpenapara B Poccuiickoit denepanuu,
Ha KOHKPETHBIN JICKAPCTBEHHBIN ITPENapaT IPOU3BOIUTCS 3a OTYETHBIM NEPHOJ
Ha OCHOBAHUM CBEACHUM, NMPEAyCMOTPEHHBIX npuiiokeHneM Ne 1 xk HacTosmien
METO/IHUKE.

IIpu pacyere Takol CpeIHEB3BELIEHHON (DAKTUYECKON OTMYCKHOM LIEHBI
YUHUTBHIBAIOTCS CBEAECHUS 00 00beMax M OTHYCKHBIX I[€HAX Ha JICKAPCTBEHHBIM
npenapar 3a OTYETHBIM MEePHOJT MO KaKIOMY MPOU3BOJIUTEIIIO B PaMKax OJHOTO
PErHCTPALlMOHHOTO YOCTOBEPEHNS JIEKAPCTBEHHOTO ITpenapara.

Pacuer cpenHeB3BenmieHHOW  (DAKTUYECKOM  OTHMYCKHOM IE€Hbl  Ha
JIEKapCTBEHHBIN TpernapaT OCYUIECTBISETCS C YYETOM BceX (opM BhIMycKa
(YnmakoBKH, KOMIUIEKTHOCTH) JIEKAPCTBEHHOIO MpernapaTa, 3a HCKIOYEHHUEM
CJIy4aeB, MPEyCMOTPEHHBIX ITYHKTOM 25 [IpaBuir.

17. Cpennen3BenieHHass (akTHUeCKasi OTIMYCKHas I[€Ha MPOU3BOAUTENCH
rocyAapcTB - WieHOB EBpazuiickoro 3kOHOMHYECKOTO COI03a Ha JIEKAPCTBEHHBIM
npenapar (ykas3blBaeTcs IO TOProBOMY HAaWMEHOBAHUIO, MEXIYHAPOIHOMY
HEMaTEeHTOBAHHOMY HAaMMEHOBAHUIO, JO3UPOBKE (KOHIIEHTPALUHU, AKTUBHOCTH
B €AMHUIAX JEHCTBUSA), JIEKAPCTBEHHOW (hopMe, KOJUYECTBY JI€KAPCTBEHHBIX
dbopM B MOTPEeOUTENbCKON YIAaKOBKE (KOJMYECTBY 1103 B YIAKOBKE, 00bEMY)
B paMKax PpErucTpalMOHHOrO YJIOCTOBEPEHMs JIEKapCTBEHHOT'O Ipernapara,
OTIYUIEHHBIM 32  OTYETHBIM Tepuoj  (LIeHa CPB3BIp OTI,)  (pyOrei),
onpenenseTcs mo popmyre:

1eHa (PAaKTMYIECKOTO OTIyCKa X KOJIUYECTBO OTII
LIEHa CPB3BIp OTI,, = 2.( P ) ,
KOJIMYECTBO OOIIIEE OTIT
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rje:

neHa (¢akTUYEeCKOro OTHycka - (akThyeckass OTIyCKHas IlieHa
MIPOU3BOIUTENIS TOCYIapCTBA - WwieHa EBpa3niickoro 3KOHOMHYECKOTO COr03a Ha
OJIHYy TMOTPEOUTENHCKYIO YIAKOBKY JIEKAPCTBEHHOIO Mpenapara (yKa3bIBaeTcs
0 TOPrOBOMY HAaWMEHOBAaHUIO, MEXKIYHAPOJAHOMY HENATEHTOBAHHOMY
HAaMMEHOBAaHUIO, JO3UPOBKE (KOHILIEHTpPAIMM, AaKTUBHOCTH B EIUHUIAX
NEUCTBUS), JIEKAPCTBEHHON (QopMe, KOJIMYECTBY JIEKAPCTBEHHBIX (opm
B IMOTPEOUTETHLCKOM YITaKOBKE (KOJIMYECTBY /103 B yIIaKOBKe, 00beMy) (pyOieit);

KOJMYECTBO OTM - KOJMYECTBO YIAKOBOK JIEKAPCTBEHHOTO Mperapara
(Yka3bIBaeTcs 1o TOPrOBOMY  HaWMEHOBAHHIO, MEXIYHAPOITHOMY
HEMaTEeHTOBAHHOMY HAaMMEHOBAHHIO, JO3UPOBKE (KOHIICHTPALUHU, AKTUBHOCTH
B €IMHUIAX JEHCTBHUA), JIEKAPCTBEHHOU (hOopMe, KOJUYECTBY JIEKAPCTBEHHBIX
dbopM B MOTPEOUTEIHCKON YMAKOBKE (KOJWYECTBY 1103 B YIIAKOBKE, 00BEMY)
MIPOU3BOJIUTENIS TOCYJApCTBa - WieHa EBpa3suiickoro SKOHOMHUYECKOTO COI03a,
OTTPYKEHHOTO 32 OTYETHBIN MEPHUO/T TIO OJHOM 11eHe (IITYK);

KOJIMYECTBO 0O0IIee OTII - 00111ee KOJUYECTBO YIMAaKOBOK JIEKAPCTBEHHOTO
npenapara (yKas3blBaeTCsl MO TOProBOMY HAWMEHOBAHMIO, MEXIYHAPOIHOMY
HEMaTeHTOBAHHOMY HAaWMEHOBAHUIO, TO3UPOBKE (KOHIIEHTPAIINH, aKTUBHOCTH B
CAUHUIAX JEHCTBUA), JICKAPCTBEHHOW (QopMe, KOJIMYECTBY JEKAPCTBEHHBIX
dbopM B MOTPEOUTEIHCKON YMAaKOBKE (KOJWYECTBY 103 B YIIAKOBKE, 00BEMY)
ITPOU3BOAUTEIIEN TOCYIaPCTB - YICHOB EBPa3niiCKOro 3KOHOMUYECKOTO CO03a B
paMKax pPETrUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO TMperapara,
MIPOU3BEACHHOTO M OTIPYKEHHOT'O 3a OTYETHBIM mepuon (mTyk). M3 obmero
KOJIMYECTBA UCKITFOYAIOTCS YKCITOPTHBIE MMOCTABKH, MMOCTABKH, OCYIIECTBICHHBIC
B paMKax pa3IUYHBIX BHJOB TYMAaHUTAPHOM TOMOINHU, ¢  TOCTaBKH
JICKapCTBEHHBIX TPEMapaToB B paMKax OJaroTBOPUTENBHOCTH, a TaKXKe
MOCTaBKH JIEKAPCTBEHHBIX MPENapaToB ¢ OCTATOYHBIM CPOKOM TOJTHOCTH MEHEe
S MPOIICHTOB.

18. Cpenner3BenieHHass (akTUYEeCKass OTIYCKHAs II€Ha WHOCTPAHHBIX
MIPOU3BOIUTEIIEH, OCYIIIECTBIISIONINX IEPBUYHYIO U (MJIM) BTOPHUUHYIO YIIAKOBKY
JICKapCTBEHHBIX TpenapaToB B Poccuiickorn denepanuu, Ha JICKapCTBEHHBIN
npenapatr (yKaspIBaeTCs MO TOPTOBOMY HAaWMMEHOBAHHIO, MEXKIYHAPOIHOMY
HEMaTeHTOBAHHOMY HAaWMEHOBAHUIO, TO3UPOBKE (KOHIIEHTPAINH, aKTHUBHOCTH B
CAVHUIAX JEHCTBUA), JICKAPCTBEHHOW (opMe, KOIMYECTBY JIEKAPCTBEHHBIX
dbopM B MOTPEOMTEIHCKON YMAKOBKE (KOJWYECTBY 1103 B YIIAKOBKE, OOBEMY)
B paMKaxX pPETHUCTPAIMOHHOTO YIOCTOBEPEHHs JIEKapCTBEHHOTO IMpernapara,
OTIYIICHHBIM 32  OTYeTHBIH mepuon  (pyOmei)  (ueHa CPB3BHp OTII),
ompezensieTcs o popmyse, IpUBEACHHON B MMyHKTE 17 HaCTOSAIIEH METOIUKH.
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V. PacueT peHTa0eIbHOCTH JIJIs JISKAPCTBEHHOTO MpernapaTa mporu3BOAUTENs
rocyAapcTB - WieHOB EBpa3uiickoro 3KOHOMUYECKOTO COr03a MpH
NepeperucTpalyy npeaeabHOM OTIYCKHOM 1IeHbI Ha JIEKaPCTBEHHBIN mpenapat

19. Pacuer pacxonoB, CBSI3aHHBIX C pa3pabOTKOM, MPOU3BOJACTBOM
U peanu3aluell JIEKapCTBEHHOrO IIpenapaTa MpPOU3BOAMTENS TOCYHapCTB -
WIeHOB  EBpa3uiickoro H»KOHOMHYECKOTO CO03a, MPEACTAaBIIEMON  Ha
MIEPEPETUCTPALIUIO TIPEAEIBHON OTITYCKHOW LIEHBI Ha JIEKAPCTBEHHBIN Mpenapar,
OCYIIECTBIISIETCS] COTIACHO MPUIIOKEHUI0 No 7.

20. Pacyer peHTaOENbHOCTH JIEKAPCTBEHHOTO MperapaTa 3a OTYETHBIM
IIEPUOJT OCYIIECTBIBIETCA IO KAXKAOMY IMPOU3BOJMUTENO I'OCYyAapCTBA - 4YIEHA
EBpa3uiickoro 3KOHOMHYECKOTO COK03a B PaMKaX OJHOI'O PErMCTPALMOHHOIO
YAOCTOBEPEHUS JICKAPCTBEHHOIO IIPEIapara.

21. Ilpu nepeperucTpanuu NpeaeabHOM OTITYCKHOM LIEHbI TPOU3BOAUTEIS
rocyapcTBa - wieHa EBpa3nuiickoro 5KOHOMUYECKOTO COK03a HA JIEKAPCTBEHHBIN
npenapar, HaxOJUBIIUKCS B oOpaiieHud Ha Ttepputopun Poccuiickoii
Denepanuy, (GakTHUECKUil ypoBeHb peHTabenbHocTH npomykuuu  (Rgy)
(mpo1eHTOB) orpeaensercs no hopmysie:

_ (pakmueckas NpUOBUIL

R, x100%,

cebecTOoNMOCTh

rae:

dakTrueckas NpuUOBUTL - MPUOBUIL OT peaU3alMi MPOU3BOIUTEIEM
KOHKPETHOTO JIEKApCTBEHHOTO TIpernapara 3a OTYETHBIN Mepuo, IpUBEACHHAS B
npuioxxeHun Ne 7 kK HacTosIel MeToauke (pyosiei);

ce0eCTOMMOCTh - CyMMa TPSMBIX, OOIIEMPOU3BOJCTBEHHBIX U
OOIIEX035MCTBEHHBIX ~ PAacXoJ0B, TMPHUBEJACHHBIX B  mpuiokeHun Ne 7
K HacTosIIel MeTouke (pyoseit).

22. Tlpm nepeperucTpatuu npeaenbHON OTITYCKHOMN LEHBI
MIPOU3BOJUTEIIEN TOCYAapCTBa - 4iieHa EBpPasuiCKOro SKOHOMHUYECKOrO COKO3a
Ha JIGKQpPCTBEHHBIN TperapaT, He MOCTYNaBIIUN B OOpallleHne Ha TEPPUTOPHUH
Poccuiickonn ®enepanyu B TEUYEHUE OTUETHOTO MEPUOAA, ITPOTHO3ZUPYEMBIN
ypoBeHb peHTabenbHOCTH Tpoaykiuu (R;) (mpomeHToB) ompenensercs
o opMmyiie:

NPOTrHO3HAs MPUOBLIb

R, x100%,

ce0eCTOMMOCTh
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rje:

NpOrHo3Hass NpUObUIb - MOPUOBUIL OT pealu3aluu MPOU3BOJIUTEIEM
KOHKPETHOTO JICKapCTBEHHOTO TMpernapaTa 3a TOj, KoTopas TIpUBEICHA B
npuioxkeHuu Ne 7 Kk HacTosIeld MeToiuke (pyosieit);

ce0eCTOMMOCTh - CyMMa TpSMBIX, OOIIEPOU3BOJCTBEHHBIX U
OOIIEXO035UCTBEHHBIX ~ PAacXoJ0B, MPHUBEIACHHBIX B  mOpujiokeHun Ne 7
K HacTosIIe metoauke (pyosei).

23. Ilpu nepeperucTpauu NpeaeabHON OTITYCKHON 1IE€HbI MPOU3BOIUTEINS
rocyaapcTsa - uwieHa EBpa3uiickoro 3KOHOMU4YECKOI0 COI03a Ha JICKAPCTBEHHBIM
npenapar B Ciyyasix, MPEAyCMOTPEHHBIX NoamyHkTamu "a" - "B" myHkTa 32
[IpaBun, ecnu ¢akTUYECKH YpOBEHb PEHTAOEIBHOCTH 3a OTUETHBIN MEpUOJ
npeBbicHT 30 MPOIIEHTOB, 3asiBisieMass K TEPEeperucTpaluu  IpeaesibHas
OTITyCKHasl IIeHa Ha JIEKApCTBEHHBIN Mpenapar MoJUIeKUT CHUKEHUIO C YUETOM

AaHHOI'O OIrpaHHUYCHHUA.

V1. PacueTt cpenHeB3BeIeHHOM (PaKTUYECKOM IIEHbI BBO3a JICKAPCTBEHHOTO
npenapaTta UHOCTPaHHOTO Mpou3BoauTeNd B Pocculickyro @enepanuio

24. PacyeT cpelHEeB3BEUIEHHON (haKTHYECKOM IIEHbl BBO3a KOHKPETHOTO
JIEKapCTBEHHOI0 IIpenapara HWHOCTPAHHOrO IpousBoaurens B Poccuiickyro
@enepalvto  NPOU3BOAUTCA HAa OCHOBAHUM CBEIACHHUHM, IPEAYCMOTPEHHBIX
npuioxeHrueM Ne 4 K HaCTOSIIENH METOTUKE.

IIpu  pacuere cpeaHeB3BEImICHHOW  (haKTHYSCKOW  IIEHBI  BBO3a
JIEKapCTBEHHOTO TIperapara YYUTHIBAIOTCS CBeleHUs 00 oO0beMax M O IeHax
BBO3a JIEKAPCTBEHHOrO Mpemnapara 3a OTYETHbIM MEPHOJl MO KaXIAOMY
MHOCTPAHHOMY IIPOM3BOAUTENII0O B pPaMKax OJHOTO PErMCTPALMOHHOIO
YAOCTOBEPEHUS JICKAPCTBEHHOIO IIPEIapara.

Pacuer cpenneB3BenieHHOW (DaKTUYECKON IIEHBI BBO3a JIEKAPCTBEHHOTO
mpemnapara OCYIIECTBIsIeTCI ¢ ydeToM (opmbl  BbITycKa (yMaKOBKH,
KOMIUIEKTHOCTH) JIEKAPCTBEHHOTO Mpernapara, 3a HCKIIOUYEHUEM CIIy4aes,
MPEAYyCMOTPEHHBIX IMyHKTOM 25 [IpaBu.

25. CpenHeB3BenieHHast  (pakTudeckas IleHA BBO3a JIEKAPCTBEHHOTO
npenapata (yKa3bplBae€TCs MO TOPrOBOMY HAMMEHOBAHUIO, MEXIYHAPOIHOMY
HEMAaTeHTOBAHHOMY HAaMMEHOBAaHUIO, JO3UPOBKE (KOHIEHTPALMHU, aKTUBHOCTU B
CAVHUIAX JEHCTBUA), JICKAPCTBEHHOW (QopMe, KOIMYECTBY JIEKAPCTBEHHBIX
dbopM B MOTPEOMTENHCKON YMAKOBKE (KOJWYECTBY 1103 B YIIAKOBKE, O0BEMY)
WHOCTPAHHBIX MPOU3BOJIUTENEH, YKa3aHHBIX B PETUCTPALTMOHHOM
YAOCTOBEPEHUU JIEKAPCTBEHHOI'O MpEnapara, BBE3EHHOIO 3a OTYETHBIA MEPUOL
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Ha Tepputopuio Poccuiickoit ®enepanun (1ieHa CpB3BIp BB,) (pyOIeit),
ornpeaensercs o hopMmyiie:

> (ueHa (aKTMIeCKOro BBO3a X KOJIMYECTBO BB)
IIeHa CPB3BIIP BB, = ,
KOJIMYECTBO 00111ee BB

rjae:

neHa (axkTH4eCKoro BBO3a - (akTHueckas IieHa BBO3a OJHOM
NOTPEOUTENBCKOM  YNAaKOBKM  JIEKAPCTBEHHOIO mpemnapaTta  (yKa3blBaeTcs
0 TOPrOBOMY HAaMMEHOBAaHUIO, MEXKIYHAPOAHOMY HENATEHTOBAaHHOMY
HAaMMEHOBAaHUIO, JO3UPOBKE (KOHLEHTpPAlWH, AaKTUBHOCTH B €AUHUIAX
NEUCTBUA), JIEKapCTBEHHOW QopMe, KOJIMYECTBY JIEKAPCTBEHHBIX (opm
B MOTPEOUTENbCKON yMaKOBKE (KOJMYECTBY JO3 B YIAaKOBKE, 00BEMY)
WHOCTPAHHOT'O MPOU3BOAUTEIS (pyOJieit);

KOJIMYECTBO BB - KOJUYECTBO YNAKOBOK JIEKAPCTBEHHOI'O IIpernapara
WHOCTPAHHOI'O MPOU3BOAMTENSA (YKa3bIBAETCS [0 TOPrOBOMY HAMMEHOBAHUIO,
MEXIYHApOIHOMY HENAaTEHTOBAaHHOMY HAaMMEHOBAHUIO, JIO3UPOBKE
(KOHIIEHTpallMKM, aKTUBHOCTU B €IUHMIAX JCHCTBUS), JEKAapCTBEHHON (opme,
KOJIMYECTBY JIEKAPCTBEHHBIX (POPM B MOTPEOUTENHCKON YIMAaKOBKE (KOJIUYECTBY
03 B YyMNaKoOBKe, O00BEMY), BBE3CHHOIO WHOCTPAHHBIM MPOU3BOJIUTEIIEM
(MMIIOPTEPOM) 32 OTUETHBIN MEPUOJ] TIO OJTHOM 1IeHe (IITYK);

KOJIMYECTBO 00IIee BB - OOIIEE KOJIMYECTBO YMAKOBOK JIEKAPCTBEHHOTO
npenapara (yKas3blBae€TCsl MO TOProBOMY HAaWMEHOBAHMIO, MEXIYHAPOJIHOMY
HEMaTEeHTOBAHHOMY HAaMMEHOBAHHIO, JO3UPOBKE (KOHIIEHTPALKUH, AKTUBHOCTH
B €AMHUIAX JEHCTBHUA), JIEKAPCTBEHHOW (hOpMe, KOJUYECTBY JIEKAPCTBEHHBIX
dbopM B MOTPEOUTENBCKOM YNAKOBKE (KOJMYECTBY 103 B YIAKOBKE, 00BEMY)
WHOCTPAHHBIX MPOU3BOAMUTENIEH B paMKaX PETUCTPALMOHHOIO YJIOCTOBEPEHHUS
JIEKaQpCTBEHHOTIO Mpernapara, BBE3EHHOTO 3a OTUETHBIN Mepro/] (IITYK).

N3 oOmiero KoiaMuecTBa HUCKIIOYAIOTCS TMOCTaBKH, OCYIIECTBICHHBIE B
paMKax pa3IU4YHbIX BUJOB TYMAHUTAPHOU MMOMOIIIM, U MMOCTABKH JIEKAPCTBEHHBIX
npenaparoB B paMKax OJIarOTBOPUTEIBLHOCTH, TOCTABKM JIEKAPCTBEHHBIX
IpernapaTroB C OCTATOYHBIM CPOKOM TOAHOCTH MEHEE 5 MPOLEHTOB, a TaKKe
MOCTaBKM JIEKAPCTBEHHBIX MpenapaToB ¢ (aKTHUECKOW LIEHOM BBO3a,
NPEBBIIIAIONICH  3aPETUCTPUPOBAHHYIO  MPEACIbHYIO  OTIYCKHYIO  ILIEHY
MIPOU3BOAUTEIIS.
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VII. Pacuer MUHMMAaIIbHOM 1IEHBI POU3BOUTENS Ha JIEKAPCTBEHHBIN MTpenapar
B MHOCTPAHHBIX TOCYJIapCTBAX, YKa3aHHBIX B MpUiIoxkeHuu Ne 2
K HAaCTOSIIIEH METOJIUKE

26. PacyeT OTHYCKHOM I1I€HBI TPOU3BOJUTENS] Ha JIEKAPCTBEHHBIM
npemnapar (mo TOPTOBOMY HalMEHOBAHUIO, MEXKTYHAPOIHOMY
HEMAaTeHTOBAHHOMY HAWMEHOBAHUIO, JO3UPOBKE (KOHIIEHTpAIMU, aKTUBHOCTH
B CAMHUIIAX JCHCTBUA), JICKQPCTBEHHOU (hOpMe, KOJUYECTBY JIEKAPCTBEHHBIX
dbopM B MOTPEeOUTENIBCKON YITaKOBKE (KOJMYECTBY 1103 B YIAKOBKE, 00bEMY)
MPOU3BOJMUTCS HA OCHOBaHUM CBEJICHUA 00 YypOBHE MHUHUMAIbHBIX IIEH
JIEKapCTBEHHOTO TMpernapaTta (06e3 ydeTa MPOU3BOJACTBEHHBIX IUIONIAJIOK) B
WHOCTPAHHBIX TOCYJApCTBAX, YKA3aHHBIX B IPUJIOKEHUMH Ne 2 K HACTOSIIEH
METOJMKE, U Ha OCHOBAaHMM CBEIACHUN, NPEAYCMOTPEHHBIX Tabnuiei 1
npuinokeHus Ne 3 K HaCTOSAIENH METOJUKE.

27.B Ttabmume 1 mpunokenns Ne3 K HACTOSIIEH  METOIUKE
MUHUMAJIbHBIE I1I€HBl TPOW3BOJWTENI HA JIEKAPCTBEHHBIA IMpemnapar B
MHOCTPAHHBIX TOCYJApCTBaX, YKa3aHHBIX B MpuWIOkeHUU Ne 2 K HaCTOAIIEH
METOJMKE, yKa3bIBaloTCs B pyOssix. [lepecuer 1ieHbl B MHOCTPAHHOUW BaJlIOTE B
pyOJM OCYIIECTBIISIETCS MO CPEAHEMY KYypCy COOTBETCTBYIOIIEH HMHOCTPAHHOM
BaNOThl K pyOmto Poccuiickoit deneparuu, ycraHoBieHHOMY LleHTpanbHBIM
06ankoM Poccuiickoit deaeparuu 3a 3 KaJIeHIApHBIX MecsIa, IPEAIICCTBYIONIINE
MeCsIly JaThl TMOJa4yu 3asBJICHUS O TOCYJAapCTBEHHOW PpPErUCTpaluu
(mepepeructpanuu) MNpeAeTbHOM OTHYCKHOW I1IEHBl POU3BOJWTENS Ha
JIEKapCTBEHHBIN Mpenapar, KOTOPbIM (Kypc BaIIOTHOIO NMEPECUYETA) YKA3bIBACTCS
B Tabyuie 2 npuiioskeHust Ne 3 K HaCTOSIIEeH METOUKE.

28.B cmydae ecnM JIGKapCTBEHHBIM TIpemapar peaju3yeTcss B
MHOCTPAHHBIX TOCYJAapCTBAX, YKAa3aHHbIX B MNpuiokeHUu Ne 2 K HacTosIien
METOJMKE, MO APYTUM TOPTOBBIM HaWMMEHOBaHUEM, B Tabiuile 1 MpUIIOKEHUS
No3 K Hacrosmieldl METOAWKE YKa3bIBAIOTCS COOTBETCTBYIOIIEE TOPrOBOE
HAUMEHOBAaHUE W MHUHUMAJIbHBIE IIEHBl TPOU3BOJUTENS HaA JIEKAPCTBEHHBIM
npenapar.

29. B cnyuae TOCYHapCTBEHHOW perucrpanuu (mepeperucTpaiuu) B
Poccuiickonn ®enepanuy NpenenbHOM OTIIYCKHOM LIEHbI Ha JIEKAPCTBEHHBIN
npenapar ¢ KOJUYECTBOM JIEKAPCTBEHHBIX (DOPM B MOTPEOUTEIHCKOM YIAKOBKE
(KOMMYeCTBY 103 B yMHaKoOBKe, O00BbEMY), OTCYTCTBYIOIIMM B HWHOCTPAHHBIX
rocyJapcTBaX, yKa3aHHBIX B TPWIOKEHHMH Ne 2 K HacTOSIIEH METOIUKE, B
tabmuue 1 npunoxenuss Ne3 K  Hacrosmell METOIMKE YKa3bIBalOTCS
MUHUMAJIbHBIE II€Hbl HWHOCTPAHHOI'O MPOU3BOJAMUTENSI Ha JIEKAPCTBEHHbBIC
npenaparthbl, UMEIOINre OJIMKAlIe CMEXHbBIE KOJTUYECTBA B MOTPEOUTEIHCKUX
yrnakoBKax (BHE 3aBHCHUMOCTHU OT HaJU4Msl UX TOCYJIapCTBEHHON pErucTpalvu
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Ha Tepputopuu  Poccuiickoit =~ depeparuu), KOTOpPhIE  PEATU3YIOTCS
B MHOCTPAHHBIX I'OCYJapCTBaX, YKa3aHHBIX B IPWIOKEHUU Ne 2 K HacTOsLIEeH
METOJIUKE.

IIpy >TOM MHMHMMAanbpHas I€HA IPOU3BOJIUTEN HA JIEKAPCTBEHHBIN
mpenapar ONpenessieTCsl KaKk MHHUMAaIbHAsE HMCXOI W3 pacyeTa CpEegHEro
apu(MeTnyecKoro 3HauY€HUS CTOMMOCTH OJHON JIeKapCTBEHHOW (OPMBI
JIEKapCTBEHHBIX MPENapaToB, UMEIOMNX OJIMKAWIINE CMEXHBIE KOJIWYECTBA B
NOTPEOUTEIBCKUX YIAaKOBKaX, B KaX/JI0M U3 HHOCTPAHHBIX rocyaapcts (rpada 6
Tabmuiel 1 npunoxenust Ne 3 kK HacToOsIIIEH METOIHKE).

B cmywae rocymapcTBeHHOM ~— peructpanuu  (IepeperucTpariyiu)
B Poccniickoit ®denepanuu NpenenbHOM OTIIYCKHOM LEHBI JIEKAPCTBEHHOTO
mpenapara ¢ JO3UPOBKOW, OTCYTCTBYIOIIEM B HMHOCTPAaHHBIX TI'OCYIapCTBax,
yKa3aHHBIX B mpuwioxkeHun Ne?2 K Hacrosuied Meroauke, B Tabnwuie 1
npuiokeHuss Ne 3 K HacTosAled METOAUKE YKA3bIBAIOTCS MUHHMMAJbHBIE LICHBI
WHOCTPAHHOTI'O MNPOW3BOAUTENS HA JICKAPCTBEHHBIE IIpENapaThbl, HMEIOIINE
ONMvKallIMe CMEXHbIE JIO3UPOBKH (BHE 3aBUCHUMOCTM OT HaJIW4YUsA UX
peructpanuu Ha Tepputopun Poccuiickoit denepaiiniun), KOTOPbIE peaiu3yroTCs
B MHOCTPAHHBIX I'OCYJapCTBaX, YKa3aHHBIX B IMPHIOKEHHHU Ne 2 K HACTOSIIEH
METOJIUKE.

IIpn »sTOM 1EeHa, mnpennaraeMas K TOCYJAPCTBEHHOW pPETHCTPALNH,
OmpeneNsaeTcss KaKk  MUHUMaJIbHass  MCXOJd M3 pacyera  CPEAHEro
apu(PMETUYECKOTO 3HAYEHHS] CTOMMOCTH OJHOW €IMHMIIBI JEHCTBYIOLIETO
BEILECTBA JIEKAPCTBEHHBIX IMIPEMapaToB, UMEIOIIUX OJIMKalIIue CMEXHBIE
JIO3UPOBKU, B KAXKIOM M3 HHOCTPAaHHbIX rocygapctB (rpada 7 Ttalbmuusl 1
npuiioxkeHust Ne 3 Kk HacTOsIE METOUKE).

30.B cmywae ecnm  JIEKapCTBEHHBIM  mpemapar  HWHOCTPAHHOTO
MPOU3BOAUTEIS IPOU3BOIUTCS TOJBKO IS poaaxu B Poccurickon denepauuu
(He peanu3yeTcsi B MHOCTPAHHBIX IOCYIapCTBAX, YKa3aHHBIX B MpUJIokeHuu Ne 2
K HACTOSIIIEH METOAMKE), JJIS pacueTa OTIYCKHOW IIEHbl Ha JICKAPCTBEHHBIM
npenapar mnpeicTaBisieTcss WH(opManmus O MHUHUMAIBHBIX IIEHAX JIpYrux
WHOCTPAHHBIX MPOU3BOJUTENEH HA JEKAPCTBEHHBIE MPENApPAThl, COBNAJAOIINE
0 MEXIYHAPOJIHOMY HENaTeHTOBAHHOMY HaWMMEHOBAHMIO (IIPU €r0 OTCYTCTBUU
10 TPYNIUPOBOYHOMY MJIM XMMUYECKOMY), JIEKAPCTBEHHOU (hopMe, T03UPOBKE
(KOHIIEHTpAllMM, AaKTUBHOCTH B €IUHULAX JCHCTBUA), oOOpalaromuecs
B TOCYHapCTBE NPOU3BOAUTENS JICKAPCTBEHHOIO IIperapara, Ha OCHOBAaHHUU
JAHHBIX U3 OTKPBITHIX OOLIEAOCTYHHBIX HCTOYHUKOB, COOTBETCTBYIOIIUX
TpeOboBanusiM myHkTa 17 IlpaBui. Ilpu sToM 3asiBiieHHass K ToCyJIapCTBEHHOM
perucTpanuy 1eHa HHOCTPAHHOTO IPOU3BOUTENSL HA JIEKAPCTBEHHBIN ITpenapar

1207 - u3m.IIIT 865 u 979



52

HE JOJUKHA TPEBBIIATh MHUHUMAJIBHYIO IIEHY JIPYTUX HWHOCTPAHHBIX
NpoU3BOAMTENIEH (C  y4eTOM pacxolioB, CBSI3aHHBIX C  TaMOXXEHHBIM
oopMIIEHHEM), pACCUMTAHHYI0 Ha OCHOBaHMU TaOmuibl 1 npunoxxkenus Ne 3
K HAaCTOSIIEH METOJIUKE.

VIII. Pacuer nipeaenbHOM OTITYCKHOM II€HbI TPOU3BOIUTEIS
Ha BOCIIPOM3BEACHHBIN JICKapCTBEHHBIN Ipermapar

31. llepxatenb WM  BiajAeNiell PErHMCTPALIMOHHOTO  yIOCTOBEPEHUS
(YTTOJITHOMOYEHHOE MM JIMIIO) BOCIIPOU3BEIEHHOTO JIEKAPCTBEHHOT'O Mpernapara B
cilydae, eclid MpejebHas OTIYCKHas 1eHa Ha COOTBETCTBYIONIUHN pedepeHTHBIN
JIEKapCTBEHHBIN mpenapar  3aperucTpUpoOBaHa, MpeACTaBIsIeT  JJIA
rOCYJapCTBEHHOM  pETUCTpAallMM  NPEACIbHYI0  OTHYCKHYKO  IIEHy Ha
JEKapCTBEHHBI Impemapar, He npeBblmaromyo neny (L) (pyOnei),
paccuuTaHHyo o popmyre:

100 - K
= x — L x K x Ko,
I—[np I—[pe(l) 100 (1)
rac:
Ipep - 3aperucTpupoBaHHas Ha  JaTy IOJa4d  3asBJICHHUA O

rOCYyJJapCTBEHHOW PETUCTPALIAM MIPEAECITBHON OTITYCKHOM LIEHBI JIEP>KATEIIEM WU
BJIAJAECIBIEM  PETUCTPALMOHHOTO  yAOCTOBEPEHMS BOCIIPOU3BEAECHHOIO
JICKApCTBEHHOTO Tpernapara (Wid YIOJHOMOYCHHBIM MM JIMIIOM) TpeaeiabHas
OTIYyCKHas  IleHa 3a  MOTPEOMTEIbCKYI0  YIAKOBKY  pedepeHTHOTO
JICKApCTBEHHOIO IIpermapara (Jmajnee - ImeHa pedepeHTHOTo JIEKapCTBEHHOTO

npenapara);

Ky, - nmnonmxaromuit  KodQPUIMEHT, 3HAYEHUST KOTOPOro  MpHU
rOCyapCTBEHHONW PETUCTPAIMH PACCUNUTHIBAIOTCS B COOTBETCTBUU ITYHKTOM 33
HacTOAlIeW METOAUMKH U NyHKTOM 26 IlpaBun (manee - mNOHMXKAIOMIMIA
K03 ureHT) (MPOLIEHTOB), C OKPYTJIEHUEM JI0 COTHIX;

Kb - xosbdumment mnepecuera (HacoBKH, ONpEeACHIeMbId  Kak

COOTHOUICHHE MEXIy KOJIMYECTBOM JICKAPCTBEHHBIX (OPM B YIIAKOBKE
BOCIPOM3BEJICHHOTO  JIGKAPCTBEHHOTO  mpermapata ©U  pedepeHTHOro
JIEKapCTBEHHOT'O Iperapara;

Kn - xoaddunument mnepecuera MO3UPOBKH, OMPEASIAEMBIN  Kak
COOTHOUICHHE MEXAY KOJIMYECTBOM €AMHMII aKTUBHOTO BEIIECTBAa B JI03UPOBKE
BOCIPOM3BEICHHOTO JIEKAPCTBEHHOI'O TMpenapara MU KOJUYECTBOM EIUHUII
aKTUBHOTO BEIIECTBA B JO3UPOBKE pePEepEeHTHOrO JEKAPCTBEHHOT O Ipernapara.

32.1lena Ha pedepeHTHBI JEKapCTBEHHBIA MpernapaT OIpeaesseTcs
KaK MUHUMAaJbHas 3aperucTpUpOBaHHas TMpenesbHas OTIYCKHas LieHa
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Ha pedepeHTHBI JIEKapCTBEHHBIM Mpemapar ¢ TaKoW K€ JO3UPOBKOM
(KOHIIEHTpallMe, AaKTUBHOCTHIO B €IUWHUIAX JCHCTBUSA) U TaKUM K€
KOJIMYECTBOM  JICKAPCTBEHHBIX (OpM BO BTOPUYHOM MOTPEOUTEIHCKOM
YIAKOBKE, YTO W BOCIPOU3BEIACHHBIA JIEKAPCTBEHHBIN IMpenapar, ¢ y4eToOM
CJIy4aeB, MMPEyCMOTPEHHBIX ITYHKTOM 25 IIpaBui.

B cnydae ecnu He 3aperucTpUpOBaHbl PEACIIbHBIE OTIYCKHBIE LIEHBI HA
pedepeHTHBIN  JIeKapCTBEHHBIA TMpemapar ¢ TaKUM K€  KOJWYECTBOM
JIEKapCTBEHHbIX (OpPM BO BTOPUYHOM MOTPEOUTENHCKOW YHNAKOBKE, UYTO H
3asBISIEMBI  BOCIIPOM3BEICHHBIM  JICKAPCTBEHHBIM IpemapaTr, LE€Ha Ha
pedepeHTHBIN JIeKapCTBEHHBIM Mpemnapar omnpeaeseTcss Kak mpeaeiabHas
OTIyCKHasl IleHa Ha pe(epeHTHBIN JIEKapCTBEHHBIN MperapaT, pacCuyuTaHHas
UCXOJII W3 CpeIHero apu(MeTHYecKoro 3HA4YeHUsI CTOMMOCTH  OJTHOM
JIEKapCTBEHHON (OPMBI JICKAPCTBEHHBIX MPENapaToB, UMEIOIMIUX OJMKaNIINe
CMEKHBIE KOJIMYECTBA BO BTOPUYHOM (MTOTPEOUTETHCKOM) YITaKOBKE.

B ciydae ecnu He 3aperuCcTpUpOBaHbl IPEACIbHBIE OTIYCKHBIE LIEHBI Ha
pedepeHTHBIM  JIeKapCTBEHHBIM  MpernapaT ¢ TaKod K€  JTO3UPOBKOH
(KOHIIEHTpAIIUEH, AKTUBHOCTBIO B EAMHHLAX NEUCTBUSA), KakK
BOCITPOU3BEJICHHBIN JIEKAPCTBEHHBIM TIpemapar, IleHa Ha pedepeHTHBIH
JIEKapCTBEHHBIN MpenapaTr ONpEeaesIeTCs KaK IpeleibHas OTIIyCKHas LIeHa Ha
pedepeHTHBIN JIEKapCTBEHHBIN MpenapaT, PacCCUUTaHHAST UCXOJs U3 CPEIHETO
apu(PMETUIECKOTO 3HAYCHHUS CTOMMOCTH E€IUHUIIBI aKTHBHOTO BEIEeCTBa
JIEKapCTBEHHBIX MPENapaToB, UMEIONINX OMKAUIINE CMEXHBIE TO3UPOBKH.

B cnydae ecnu mnpenenbHas OTIYyCKHas IL€HA MPOU3BOIAWTENSI Ha
pedepeHTHBINM JIEKApCTBEHHBIM TMpemnapar Obljla TNepeperucTpupoBaHa, TO
YUYUTBIBAETCS MOCJIEAHSS 3apETUCTPUPOBAHHAS TIPEIe/IbHAs OTIIYCKHAs LIEHA Ha
pedepeHTHBII JIEKapCTBEHHBIN Mpernapar.

33.B cmywasx, TpW KOTOPBIX B paMKax  MEXIyHapOIHOTO
HEMATEeHTOBAHHOIO HAaMMEHOBaHUA (IIPU €ro OTCYTCTBUU - TPYNIUPOBOYHOTO
WM XUMUYECKOTO) U JIEKapCTBEHHOU (hOpMBI Ha pedepEHTHBIN JIEKaPCTBEHHBIM
Mpenapar 3aperucTPUPOBAaHbl  PA3JIMYHBIE NPEACIbHBIE OTIIYCKHBIE IIEHBI,
NpUMEHSIeTCS  cpeaHee  apuMmeTHdeckoe  3HAYCHHE  TOHIDKAIOIIETO
kod(ddummenTa, pacCUMTaHHOE HAa  OCHOBAaHUM  3apETUCTPUPOBAHHBIX
MPENeNbHBIX OTIYCKHBIX IIEH Ha pe(epeHTHBIN JeKapCTBEHHBIM Mperapar, 3a
UCKIIFOUCHUEM CJIy4aeB, MPU KOTOPBIX IMOHWXKAIOMUNA KOIPPHUIIMEHT paBeH
HYJIIO.

B cimywae ecnm Ha paty momaud B MUHHCTEPCTBO 3ApaBOOXPaHEHUS
Poccniickon ®enepanuu 3asABJICHUS O TOCYAApPCTBEHHOM PETHUCTPALUU
MPEICIbHOM  OTIYCKHOM  [I€Hbl  NPOU3BOAMUTENS  TOCYyAAapCTBa - WICHA
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EBpa3uiickoro 3KOHOMHMYECKOTO COK03a Ha JIEKQpCTBEHHBIA Ipemnapar
HE 3aperucTpUpoBaHa IMpeAeibHas OTIYCKHAas I[I€HA Ha BOCIPOW3BEICHHBIN
JIEKapCTBEHHBIN MpernapaTr MpoOU3BOAMUTENS TOCcyAapcTBa - uieHa EBpaszuiickoro
SKOHOMHYECKOTO CO1034, COBITAJIAOIIU I 1o MEKTYHApOJHOMY
HEMaTEeHTOBAaHHOMY HAMMEHOBAaHUIO (IIPU €r0 OTCYTCTBHUM - TPYIIIUPOBOUYHOMY
WIM XUMUYECKOMY), JIEKapCTBEHHON QopMe U JI03UPOBKE, MOHMKAIOIIMIMA
ko3(pbunmreHT omnpenensercs mo ¢GopmysiaM MOHIKAKOMUX KOA()PHUIIUEHTOB,
MIPUMEHSIEMBIX TIPU pACUETE MPEAEIbHON OTIIYCKHOM LIEHBI MTPOU3BOJIUTEIN HA
MEPBBIA BOCIIPOU3BEACHHBIN JIEKAPCTBEHHBIA IIpenapar, MpeICTaBIsIEMON Ha
rOCYAapCTBEHHYIO PErMCTPALMIO, COTVIACHO MPHIIOKEHUIO Ne 8.

B cinywae ecnm Ha paty mogauyd B MUHHCTEPCTBO 3ApPaBOOXPAHEHUS
Poccuiickon @enepauuu  3asBICHHS O TOCYJApCTBEHHOM PETUCTpaLUU
NpEAEIbHON OTIMYCKHOM LIEHBl Ha JIEKQpCTBEHHBIN IMpEernapar HHOCTPAHHOTO
MPOU3BOJMTEINA, B TOM UYHUCJIE OCYIICCTBIISIIONIETO TIEPBUYHYIO U (UJIN)
BTOPUYHYIO YIAKOBKY JIEKapCTBEHHOrO mpemnapara B Poccuiickoit denepannu,
HE 3aperucTpupoBaHa IMpeAeibHas OTIYCKHAas I[€HAa Ha BOCIPOW3BEICHHBIM
JIEKapCTBEHHBIN npenapar, COBITAIAIOIIN I 1o MEXKIYHAPOJHOMY
HEMAaTeHTOBAHHOMY HAMMEHOBAHMIO (IIPU €r0 OTCYTCTBHUH - TPYHNIIHPOBOYHOMY
WIM XUMUYECKOMY), JIEKapCTBEHHON QopMe U T03UPOBKE, TMOHIKAIOIIHIA
koddduimeHT ompenensercas 1Mo ¢GopMyiaM pacdeTra, MNPeayCMOTPEHHBIM
npuiokeHrueM Ne 8 K HacTOsIIEH METOTUKE.

B cinywae ecnm Ha naty nojgaud B MUHHCTEPCTBO 3ApaBOOXPAHEHUS
Poccuiickon ®@enepaumu  3asBICHHS O TOCYJHApCTBEHHOM PpPETUCTPaLUU
IPEIEIIbHOM  OTIYCKHOM ILI€HBl IIPOM3BOAMUTENA TrOCyAapcTBa - 4JIEHA
EBpa3uiickoro 3KOHOMMYECKOTO COK3a Ha JICKapCTBEHHBIM  IIperapar
3apEerucTpUpOBaHa IMpeJeibHas OTIYCKHAsg I[I€Ha Ha BOCHPOHW3BEICHHBIM
JIEKApCTBEHHBIN Mpenapar NpOU3BOAUTENS FOCyAapcTBa - wieHa EBpa3uickoro
YKOHOMHYECKOTO CO103a, COBITAIAFOIIU I o MEKIyHApOHOMY
HEMAaTEeHTOBAHHOMY HAaWMMEHOBAHUIO (IIPU €ro OTCYTCTBHUH - TPYHIIUPOBOYHOMY
WM XUMUYECKOMY), JICKapCTBEHHOW (opMe U JI03UPOBKE, MOHIIKAFOIIHIA
kodhdumuent ompepensercs 1o  (GopmyiraM  pacdera  MOHWKAIOUIUX
KO2((PUIMEHTOB, MPUMEHSEMBIX TPU pacdeTe MPeJeTbHOM OTIYCKHOM IICHBI
MPOU3BOJIUTENII  HAa  BOCIPOM3BEICHHBIM  JIEKAPCTBEHHBIM  mpemnapar,
MPEACTaBIIEMOM Ha roCy1apCTBEHHYIO pEerucTpanuio, COTJIACHO
npriIoxeHuto Ne 9.

B cimywae ecnm Ha paty momaud B MUHHCTEPCTBO 3ApaBOOXPaHEHUS
Poccniickon ®enepanuu 3asABJICHUS O TOCYAApPCTBEHHOM PETHUCTPALUU
IIPEAEIbHOM OTIYCKHOM IIEHBl HAa JIEKAPCTBEHHBIM IIpernapaT HMHOCTPAHHOIO
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IPOU3BOAUTENIA, B TOM YHCJIE OCYIIECTBIIAIONIEIO TEPBUYHYIO M (WIIH)
BTOPUYHYIO YIIAaKOBKY JIEKApCTBEHHOro IpemapaTta B Poccuiickoit depeparum,
3aperuCTpUpoOBaHa IpelaeiabHas OTIYCKHAas II€HAa Ha BOCIPOU3BEICHHBIH
JICKapCTBEHHBIH nperapar, COBIIAIAOIINI 11 (0) MEKTyHAPOIHOMY
HEIATEHTOBAHHOMY HAaMMEHOBAHHUIO (IIPH €ro OTCYTCTBUHU - TPYIIIHPOBOYHOMY
WIH XHMHYCCKOMY), JICKAPCTBCHHOH (opMe U TO3UPOBKE, IOHMKAIOIIHI
K03 GUIMeHT ompeaensercs 1o ¢dopMylaM pacdera, MIPeayCMOTPEHHBIM
npwioxeHrueM Ne 9 kK HacTOSIICH METOTUKE.

34.B caywyae eciu mpeaeiabHas OTIYCKHAs IieHA Ha peQepeHTHBIH
JICKapCTBEHHBIN IpemapaT B paMKax MEXKIYHApOJIHOIO0 HEIAaTCHTOBAHHOTO
HAaUMCHOBAaHMUS W JICKAPCTBEHHOH (OpMBI HE 3aperHCTPUPOBAHA MM C€CIIH B
paMKax MEXTYHapOJIHOIO HEIATCHTOBAHHOTO HAMMCHOBAHMS M JICKAPCTBEHHOM
dbopMbI pedepeHTHBIN JICKApCTBCHHBIN MpenapaT OTCYTCTBYET, JepKaTelb HIIN
BJIAJCIICI] PETHCTPAIIMOHHOTO YIOCTOBEpEHHUs (YIIOJTHOMOYECHHOE MM JIUIIO)
BOCIIPOM3BEJCHHOTO  JICKAPCTBEHHOI'O  Mperapata  HNPSACTaBIsSCT  JUIS
TrOCYJapCTBCHHOW  PETHCTpAlldd  IPEACIbHYI0  OTIYCKHYH  IICHY  Ha
JIeKapCTBEHHBbI mpemapar, He mnpesblmaromryro 1enHy (L) (pyOneit),
PaCcCUYMTaHHYIO IO (opMyJIe:

100-K,
=1 x—ExKdbxKn,
Hl'lp ]_[M 100 (1)
rJe:
L, - 3apETUCTPUPOBAHHASA NpeaeiibHas OTIyCKHAas leHa

Ha TOTPEOUTENBCKYIO YMAKOBKY JIEKAPCTBEHHOIO IMpernapara, COBIIAJIAIOIIETO
0 MEXIYHApPOIHOMY HEMaTEHTOBAaHHOMY HaUMEHOBAHHIO (IIPH €r0 OTCYTCTBUH
M0 TPYNIMUPOBOYHOMY WJIM XHUMHUYECKOMY) H JIEKapCTBEHHOU (opme,
OIpe/ieNieHHasi B COOTBETCTBUU C MYHKTOM 35 HacTosied METOAMKH (Jaiee -
MaKcuMabHas 1ieHa) (pyoseit);

Ky, - nmonmxaromuii  kodDuimeHT, 3HaYeHUS KOTOPOTrO  MpHU
rOCyapCTBEHHONW PETHUCTPAIMH PACCUNUTHIBAIOTCS B COOTBETCTBUHU ITYHKTOM 36
HACTOSAIIEH METOIUKU U MMyHKTOM 28 IIpaBun (MpOLEHTOB), C OKPYIJICHUEM [0
COTBIX.

Jns  pacyera  nOpedeapbHOM — OTIHYCKHOM — LEHBl  NPOW3BOAMTENS
HA MMMYHOOWOJOTUYECKHI  JIGKAPCTBEHHBIM  mpemnapaT  (BakmuHy) B
COOTBETCTBUM C HAIMOHAIBHBIM KaJICHAApeM NPO(UIAKTHUECKUX MPUBUBOK
MOHIDKAIOIUI K03()PHUIIMEHT HE MPUMEHSIETCS.
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B caywae ecnum B pamMKkax MEXIyHapOJHOTO HEMAaTEHTOBAHHOTO
HAMMEHOBAaHUS M JIEKAPCTBEHHOM (OpMBbI mpenenbHas OTHYCKHAas IIeHa
Ha pedepeHTHBIA JICKApCTBEHHBIM TMpenapar He 3aperucTpUpoBaHa U
3aperucTpupoBaHa MpefeibHash OTIYCKHAas 1€Ha TMPOU3BOJUTENS  Ha
BOCITPOU3BEICHHBIN JIEKAPCTBEHHBIN MTpenapar ¢ yueToM TpeOoBaHuii myHKTa 15
HACTOSIIE  METOAMKH, JUIsl pacuera MpeAesibHBIX  OTHYCKHBIX  IIEH
NpPOU3BOJAMTENIEH HA  BOCHPOM3BEACHHBIE  JICKAPCTBEHHBIE  MPEMapaThl
MOHKAIONINN KO3 (GUIIUEHT HE TPUMEHSETCS;

K (enunuir) - cooTHOIIEHHE MEXTY KOJIMUECTBOM JIEKAPCTBEHHBIX (hOpM
BO BTOPUYHOW YIAKOBKE BOCIPOM3BEICHHOIO JIEKAPCTBEHHOTO Mpernapara U
KaueCTBOM JIEKapCTBEHHOTO Ipernapara, COBMAJAIONIErO MO MEXIyHAPOHOMY
HEMAaTEeHTOBAHHOMY  HAWMEHOBAHUIO (npu ero OTCYTCTBUU 1o
IPyNIUPOBOYHOMY MJIM XUMHUYECKOMY) U JIEKQpCTBEHHOU Popme;

Kn - cooTHolIeHHEe MeXIy KOJTUYECTBOM €JIMHHUIl aKTUBHOTO BEIIECTBA B
JIO3UPOBKE BOCIPOM3BEJACHHOIO JICKAPCTBEHHOTO TMpernapaTta U KOJUYECTBOM
CAVHMI] AaKTHUBHOTO BEIIeCTBA B JO3UPOBKE JIEKAPCTBEHHOTO Ipemnapara,
COBIAJAIONIETO IO MEXAYHAPOJAHOMY HEMaTeHTOBAHHOMY HaWMEHOBAHUIO
(mpu  ero OTCYTCTBUM TIO TPYNINHPOBOYHOMY WM  XUMHUYECKOMY)
1 JICKapCTBEHHOH (hopme.

35. MakcumanbHast IICHa onpeaenseTcs Kak MaKCHUMaJIbHas
3aperucTpUpOBaHHAs TMpeJesbHAas OTIYCKHAas IleHAa Ha JICKAPCTBEHHBIM
mpernapar,  COBHAJAIONIMH MO  MEKIYHAPOAHOMY  HEMATEHTOBAHHOMY
HAUMEHOBaHUIO (IIPU  €ro  OTCYTCTBHUM 1O  TPYNIHUPOBOYHOMY  HIIU
XUMUYECKOMY),  JICKApCTBEHHOM  Qopme, 103UpOBKEe  (KOHIIEHTpAIUH,
aKTUBHOCTA B €JMHUIIAX JCUCTBUS) M TO KOJUYECTBY BO BTOPUYHOU
NOTPEOUTEIHCKONM  YIMAKOBKE €  BOCHPOU3BEACHHBIM  JICKAPCTBEHHBIM
penapaTom.

B cnyuae ecnm mpenenpbHas OTIYCKHAsE II€HA TPOU3BOAMUTENS Ha
JICKapCTBEHHBIN TIpenapar ObUla TEepeperucTpUpoBaHa, MPH ONPEIACICHUH
MaKCUMaJIbHOW  I[€HBl  YYHUTHIBACTCS  TOCJEIHSSI  3apeTUCTPUPOBAHHAS
npeesbHas OTITYCKHAs 1IeHa Ha JICKaPCTBEHHBIH Mmpernapar.

B cnydae ecnm He 3aperucTpupoBaHa TpeeibHAs OTIYCKHAs II€HA
Ha JIEKapCTBEHHBIN rpenapar, COBHNAJAOIIN I o KOJINYECTBY
JIEKapCTBEHHBIX ~ (OPM  BO  BTOPUYHONM  MOTPEOUTETHCKONW  yIMaKOBKE
C  3asABIEHHBIM  BOCIPOU3BEACHHBIM  JICKAPCTBEHHBIM  MpENapaTom,
MaKCUMaJbHas IIeHA OMNpPENeNsAeTCS KaK 3aperruCTpUpOBAHHAS TpeeTbHAS
OTIyCKHas  I[leHa  Ha  JIEKapCTBEHHBIM  Ipemnapar, COBITAIAIOIINI
0 MEXIYHAPOIHOMY HEMAaTEHTOBAHHOMY HaUMEHOBAHHIO (IIPH €T0 OTCYTCTBHH
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10 TPYNIUPOBOYHOMY MJIM XMMUYECKOMY), JIEKApCTBEHHOU (opMe, T03UPOBKE
(KOHIIEHTpAllMM, AKTUBHOCTH B €IWHHUIAX JIEUCTBHUS) C MAaKCUMAaJbHOM
CTOMMOCTBIO JIEKAPCTBEHHOM (POPMBI JIEKaPCTBEHHBIX MpPenapaToB, UMEIOIINX
ONMKalIme CMEXHbIE KOJMYECTBA BO BTOPUYHBIX (TIOTPEOUTENNHCKUX )
YIAKOBKAX.

B cnydae ecnum He 3aperHCTpUpPOBAaHBI MPEACIIBHBIE OTIYCKHBIC LIEHBI
Ha JICKAPCTBEHHBIM IIperapar C TaKoW e JO3UPOBKOM (KOHIICHTpAIUEH,
aKTUBHOCTBIO B €JMHMIAX JEHCTBHUA), YTO M 3aABJICHHBIA BOCHPOU3BEACHHBIN
JIEKAapCTBEHHBIM  MIpemapaTr, MaKCUMajbHas I€HAa ONpEAeNsIeTcs  Kak
3apEeTrUCTPUPOBAHHAS TMpEAeibHAsg OTIYCKHAs II€HA Ha JIEKApCTBEHHBIM
mpenapar,  COBMNAJAIONIMKA MO0  MEXKIYHApOJAHOMY  HENATEHTOBAHHOMY
HAaUMEHOBaHUIO (OpH €ro OTCYTCTBUM IO TPYNIHUPOBOYHOMY  WIIU
XUMHUYECKOMY), JIEKaPCTBEHHOH (hopMe C MAaKCUMAJIbHONW CTOMMOCTBIO €TUHUIIBI
aKTUBHOTO BEIIECTBA JICKAPCTBEHHBIX IMpEnapaToB, HUMEIOMIMX OJrbKaifiime
CMEKHBIE JO3UPOBKH.

36. [onmwxkaronuii koahdUIMEHT s pacueTa MPeAeIbHBIX OTIMYCKHBIX
IEH Ha BOCIPOU3BEICHHBIE JIEKAPCTBEHHBIE IMIPENApaThl ONPENECIsAeTCS B
COOTBETCTBHM C MAaKCUMAaJbHOM LIEHOW M PAaCCUUTHIBAETCS B COOTBETCTBUU
C MyHKTOM 33 HACTOAIIEH METOIUKHU.

IX. Pacuer npeaenbHON OTIMYCKHOM 1IE€HBI TPOU3BOAUTEIEH
roCyJ1apCTB - YIEHOB EBpa3suiicKkoro 3KkOHOMHUYECKOTO COX03a
HAa JICKaPCTBEHHBIN MpemnapaT npu ee nepeperucTpamu

37.IlpenenvbHas OTHyCKHAs II€HA Ha JIGKQPCTBEHHBIM Mpemnapar
IpU €€ NEPEepPEerucTpaly YCTAHABIMBACTCS ISl KaXXJOTO MPOU3BOIMUTEIIS
B paMKax pPErucTpallMOHHOTO YAOCTOBEPEHUSl JIEKapCTBEHHOTO IIpemnapara
B COOTBETCTBUU C TpeOOBaHMSIMHU TYHKTOB 24 u 25 IlpaBuim U HE MOXKET
MPEBBIIATh MUHUMAJIbHYIO 1IEHY, PACCYUTAHHYIO B COOTBETCTBUU C HACTOSIIEH
METOJIMKOU.

38. Ilepepeructpanusi mpeaeabHOM OTMYCKHOW IIEHBI MPOU3BOIUTENS
roCyIapCTB - YWIEHOB EBpa3suiicKkoro 3kOHOMHYECKOr0 COK03a Ha JIEKAPCTBEHHBIN
npernapar B clydasix, NpPeIyCMOTPEHHbIX NoAamyHkTamu "a"-"B" myHkTa 32
IIpaBui1, OCYyIIECTBIAETCS UCXOIS:

a) U3 pacdeTa, MPEAyCMOTPEHHOro mnpuioxkeHueM Ne 7 K HacTosIiei
METO/IHUKE;

0) u13 00OCHOBaHHMS pacueTa NpPEAeIbHONM OTIMYCKHOM LIeHbl Ha
JIEKApPCTBEHHBIM Mpenapar IpOU3BOAUTENS IOCYAAPCTB - WIEHOB EBpasuiickoro
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HKOHOMHYECKOTO COl03a, MPEJCTaBIsIEMON Ha MepeperucTpainuio, corjiacHo
npuinoxeHuto Ne 10.

39. IlpenenbHas OTHMYCKHasl LI€HA MPOU3BOAMUTEINS TOCYJApCTB - WICHOB
EBpasuiickoro SKOHOMHYECKOTO COI03a Ha JIEKAPCTBEHHBIA  Mpernapar
IpY €€ NEpPEepPerucTpaluy B CilydasX, yKa3aHHbIX B MoamyHkrax "a" um "B"
nyHkTa 32 [IpaBui, NOJIEKUT YBETUUCHUIO:

a) Ha BEJIMYMHY YJOPOKaHUS ChIPbS U MaT€pPUAJIOB;

0) Ha BeIMYMHY W3MEHEHUS HAKIIaIHBIX PAacXOOB.

40. I[IpenenbHasi OTITyCKHAs I1I€HA MPOU3BOJUTENS TOCYIAPCTB - YICHOB
EBpa3uiickoro 3KOHOMHUYECKOT0 COK03a Ha JIEKAPCTBEHHBIN Mpenapar Mmpu ee
NepPEeperucTpal B ciiydyae, ykazaHHoM B mojnyHkTe "0" mynkra 32 IlpaBu,
MOJJIC)KUT YBEJIIMYECHHUIO B YaCTH IIEH HA ChIPhE M MaTepHabl, UCIOIb3yEMbIC
npu MIPOU3BO/JICTBE KOHKPETHOTO JIEKapCTBEHHOTO npenapara,
MPONOPLHUOHAIBHO BEJIMYMHE YAOPOKaHUS CTOMMOCTH ChIPbSi U MATEPHAIIOB
B CTPYKType 3arpaT Ha I[POU3BOJICTBO M peaJu3alui0 JIEKapCTBEHHOIO
npemnapara, KOTOpo€ B PaBHOM CTENEHU BIMUSET HA 3apETUCTPUPOBAHHBIC LIEHBI
Ha BCE JICKAPCTBEHHBIE IpemnapaThl, OTHECEHHbIE K OJHOMY MEKIYHapOIHOMY
HEMAaTEeHTOBAHHOMY HAaMMEHOBAHUIO U UMEIOIINE OJIMHAKOBBIN ITyTh BBEACHUS.

41. BennuuHa yBEIUYCHHS 3apETUCTPUPOBAHHON MPEACIbHON OTITYCKHOMN
LIEHbl Ha JICKAPCTBEHHBIM Mpenapar MPOU3BOJIUTENS TOCYJApCTB - YIICHOB
EBpa3uiickoro 3KOHOMUYECKOr0 COK03a MpPHU €€ MEPEPErrcTpalu B Clydasx,
yKa3aHHBIX B momyHKTax "a" u "0" mynkta 32 IIpaBusi, He JOJKHA MPEBBIIATh
ypOBeHb (haKTHUEeCKOW HHQISAIUN MPEAIMIeCTBYIONMIETO KaJleHIApHOTO Toja
C y4eTOM TMPOTHO3UPYEMOTO  YPOBHS  HMHQIISIMM  TEKYIIEro  roja,
YCTAHOBJICHHOTO (peepallbHbIM 3aKOHOM O denepaabHOM Oro/KeTe Ha
COOTBETCTBYIOMIUN (DUHAHCOBBINA roA W TuiaHoBbd mepuos (M) (mpoieHTOB),
oTIpeIeNsIeMbIii 110 hopMyIIe:

"= WILT x (100 + ylzi(c))lz)eﬂb urswm ) _100%,

rae:

NIl - wHOEKC m[OTPeOUTENHCKUX IIEH Ha TOBaphl W YCIYTH
MPEAIIECTBYIONIETO KAJIEHAAPHOTO roAa (IpoLEeHTOB);

YPOBEHb UH(IIAINH, - TPOTHOZUPYEMBIN YPOBEHb MH(IISIINH TEKYIIIETO
rojia, YCTAHOBJICHHBIM (enepanibHbIM 3aKOHOM O (enepaibHOM OIOHKETe
Ha COOTBETCTBYIOIMNNA (PMHAHCOBBIN T'OJT ¥ TUTAHOBBIN MTEPHOT (TIPOIIEHTOB).
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42. Tlpu pacuere mpeAcIbHON OTHYCKHOM IIEHBI Ha JIEKApCTBEHHBIN

mpenapar  Opd €€ NEepeperucTpaluu B ClIydasX,  YKa3aHHBIX
B noanyHkrax "a" - "B" myHkrta 32 IlpaBui, HE YUYWUTHIBACTCS YBEIMYCHUE
HaKJIaJTHBIX pacxo1oB npu U3MEHEHUU crocoba OTHECEHUS

OOIIETPOU3BOICTBEHHBIX U OOIIEXO3SIICTBEHHBIX PACX0/IOB Ha CEOECTOMMOCTD
JIEKQpCTBEHHOIO Ipernapara, a TakKe MpU W3MEHEHHH 3HAYEHUN IOKa3aTesel,
UCIIOJB3YEMBIX B COOTBETCTBUM C YYETHOM TOJUTUKOW IPOU3BOIUTEIS
rocyJapcTsa - wieHa EBpa3uiiCKOTO PKOHOMHYECKOTO COKO3a IJIi OTHECEHUS
OOIIETPOU3BOICTBEHHBIX U OOIIEXO3SIICTBEHHBIX PACX0/I0B Ha CEOECTOUMOCTD
JIEKapCTBEHHOTIO IMperapara.

43. [lepepeructpalysi MpeAebHON OTIYCKHOM IEHBI MPOU3BOJIUTENEH
roCy1apCTB - YIEHOB EBpa3suiicKoro 3kOHOMHYECKOT0 COX03a Ha JIEKAPCTBEHHBIN
npenapar B ciyyae, MpeaycCMOTpeHHOM mnoanyHkToM 't myHkra 32 IlpaBui,
OCYILIECTBIISIETC HAa OCHOBAaHWM CBEICHUM, IPEIYCMOTPEHHBIX INPUIOKEHUEM
Ne 1 x HacTosIIEl METOTHKE.

44, [lpenenbHasi OTITCKHAs 1I€HA MPOU3BOJIUTENCH TOCYAapCTB - YICHOB
EBpa3niickoro 3kOHOMHUYECKOT0 COKO3a Ha JIEKAPCTBEHHBIN IMpenapar IOIJICKUT
NepeperucTpaluu B ciydae, yKa3aHHOM B noinyHkTe '"r" myHkrta 32 IlpaBuin,
€CJIM CpeHEB3BEIICHHAs (aKTU4YecKas OTIYCKHAas IleHAa Ha JIEKapCTBEHHBIN
mpenapatr 3a IEpUoJ, HCTEKIIUH CO JHA TOCYJapCTBEHHON perucTrpauuu
(mociemHe TepeperucTpanun) MpeaeabHON OTITYCKHOM IIeHBI, Obla HUKE
3aperuCTPUPOBAHHOMN HA ATOT MEPHO/I LIEHBI HEe 00Jiee YeM Ha MPOTHO3UPYEMBIi
ypOBeHb MHQISAIUHU, YCTAHOBICHHBIN Ha TEKYIIUI TOJ (eaepalbHbIM 3aKOHOM
o ¢deneparbHOM OIO/KETE Ha COOTBETCTBYIOIMINM (DMHAHCOBBIN IO/l M TIJIAHOBBIN
IIEPUO/I.

45. BennuuHa yBeTUYCHHS 3apETUCTPUPOBAHHON MPEACIbHON OTITYCKHOMN
LEHbl POU3BOAUTEIIEH TOCYJApCTB - YICHOB EBpa3zuiiCKOro 3KOHOMHUYECKOIO
COl03a Ha JIEKapCTBEHHBIM IpenapaT NpU €€ IepeperucTpanud B ciydae,

n.n

yKazaHHOM B noxamyHkre 'r"  myHkra 32 IlpaBun  (VY,.) (IpoLeHTOB),

onpenenseTcs mo popmyre:

IICHa 3aper — LCHa CPB3BOTII

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

I[ICHa 3apcer

rae:

VY., - IporHO3UpyeMbIli YPOBEHb UH(ISAINN, YCTAHOBJICHHBIN Ha TEKYIITUN
roJi (denepanbHbIM 3aKOHOM O (eJepalbHOM OI0JKETE Ha COOTBETCTBYIOIIMIA
(UHAHCOBBIN TOJ] U TJIAHOBBIN NIEpHOJ (ITPOIEHTOB);
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N, - koaPuimeHT 11eHOBON TPYMIIbI, ONPELISIEMbI B COOTBETCTBUU CO
3HaUYCHUAMH Kod(uIMeHTa 1EHOBOM TpyNIbl, NTPUMEHSIEMOr0o IPU pacyeTe
MpelesbHbIX OTIYCKHBIX I[€H MPOU3BOAUTENICH Ha JIEKaPCTBEHHBIE MpEmaparhl,
MPEICTABISIEMBIX Ha MEPEPErUCTPaLINIO, COTNIACHO NpuiioxkeHuro Ne 11.

IlenoBas rpynma omnpeAensercss HUCXOAs U3  3aperucCTPUPOBAHHOMN
NpelesibHOM OTIYCKHOM IIeHbl Ha JIeKapCTBEHHBIM MpemnapaTr 3a Mepuo,
UCTEKIIMA  cO  JHS  TOCYHapCTBEHHOM  peructpanuu  (mMOcieaHen
nepeperucTpaimmn);

[IEHa 3aper - 3aperucTpUpOBaHHAs TMpeiesibHAas OTIyCKHAas IleHa Ha
JIEKapCTBEHHBIN MperapaT 3a MEpHUojl, UCTEKIIMK CO JHS TOCYJapCTBEHHOM
perucTpanuu (mocieaHen nepepeructpanun) (pyosnei);

[IEHA CPB3B OTI, - CpPE/HEB3BEIICHHAs (aKTHUUecKash OTIyCKHas IeHa
MIPOU3BOJIUTENIA TOCYAApCTBA - uieHa EBpa3uilckoro KOHOMHYECKOTO COI03a
Ha JIGKQpCTBEHHBIM TMpemnapar, OTMIYIICHHBIM 3a OTYETHBIM TMEpUo,
paccuuTaHHasi B COOTBETCTBHUU C pazjesioM [V Hactosiei Metonuku (pyoiei).

46. [Ipemyiaraemasi K TEpeperucTpalud MpeaeibHas OTIyCKHas IeHa
Ha BOCHPOU3BEJCHHBIM JIEKAPCTBEHHBIM TIpermapaT HE MOXKET IMPEBBIIATh
OTIYCKHYIO II€HY, PACCUYMTAHHYIO B COOTBETCTBUHU C HACTOSIIEH METOAMKOM C
ydeTtoM TpeboBanumii myHkrta 31 IIpaBwui.

X. PacyeT npenienbHOM OTIYCKHOM IIEHbl MHOCTPAHHBIX MPOU3BOIUTENCH,
B TOM YHCJI€ OCYIIECTBISIONIUX MEPBUYHYIO U (MJIM) BTOPUUHYIO
YIIAaKOBKY JIEKAPCTBEHHOTO Mpenapara B Poccuiickont denepannu,
Ha JICKapCTBEHHBIN Mpenapar MpU €€ NepePErucTpannun

47.IlpenenbHast OTIyCKHas IleHA Ha JICKAPCTBEHHBIM mpemapar
MHOCTPAHHBIX MTPOU3BOJIUTEIICH TIPU €€ MEPEPETUCTPALUH yCTAaHABIMBACTCS JIJIs
KKIOro IMPOU3BOJUTENISI B paMKaX PErHCTPAMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO TIpernapara B COOTBETCTBUU C TPEOOBAHUSAMHU MYHKTOB 24 1 25
[IpaBuii ¥ HEe MOXET NPEBbIIATh MUHHUMAIbHYIO I1I€HY, PACCUMTAHHYIO B
COOTBETCTBHUHU C HACTOAIIEH METOIUKOM.

48. [lepepeructparsi MOpeaeIbHONM OTMYCKHOM IIEHBI HMHOCTPaHHBIX
MPOU3BOJIUTEIICH HA JIEKAPCTBEHHBIN MpENapaTt OCYIIECTBISETCS HA OCHOBAHUU:

a) CBEJICHHUM, NpeIyCMOTPEHHbIX mpuioxkeHueM Ne4 Kk Hacrodien
METOJIUKE;

0) o00CHOBaHMS ~ pacyeTa  NpENeTbHOM  OTIYCKHOW  IIeHbl  Ha
JIEKQpCTBEHHBIA Mpernapar WHOCTPAHHBIX MPOU3BOJUTENEH, B TOM YHCIIE
OCYILIECTBIISIIOIIUX MEPBUYHYIO U (MJIM) BTOPUYHYIO YIAKOBKY JIEKAPCTBEHHOIO
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npenapara B Poccuiickont denepanuu, npeacTaBisieMOn Ha MEPEPETUCTPALIMIO,
corjacHo npuioxenuto Ne 12.

49. [lepepeructpansi MOpeaeIbHOM OTHYCKHOM IIEHBI HMHOCTpPaHHBIX
MPOU3BOAUTEIIEH, OCYIIECTBISIONUX IEPBUYHYIO U (UJIM) BTOPUUHYIO YITAKOBKY
JIEKapCTBEHHOrO Tmpenapara B Poccuiickont ®denepannu, Ha JEKAPCTBCHHBIN
npenapar OCyIIECTBISIETCA HA OCHOBaHUU:

a) CBEJICHUM, TMpeaycMOTpeHHBIX npuiokeHueM Ne 1l k Hacrosuien
METOJUKE;

0) 000CHOBaHUS pacyeTa, MNPeIyCMOTPEHHOTO TmpuioxkeHueM Ne 12
K HACTOSIIEH METOAUKE.

50. [IpenenpHas OTIyCKHAs I[eHA UHOCTPAHHBIX MPOU3BOAUTENICH, B TOM
YHUCJI€ OCYHIECTBISIONIMX TEPBUYHYIO U (WJIM) BTOPUYHYIO  YIAKOBKY
JeKkapcTBeHHOro mnpenapara B Poccuiickon ®enepanuu, Ha JIEKapCTBEHHBIN
npenapar npu ee NepeperucTpanuy MOAJIEKUT YBEIMUYCHUIO TIPU COOJIIOICHUN
CJIECIYIOIINUX YCJIOBHUI:

a)ecnd  poOCT  Kypca  HalMOHAIBHOW  BaJIOTBI  TOCYJapcTBa -
MIPOU3BOIUTENIS JIEKAPCTBEHHOTO MpernapaTta K pyoIito co JIHS rocyJapCTBEHHOM
peructpanuu (MOCJIeIHENH TepPEeperucTpalii) MpPeaeTbHOM OTIYCKHOM IIEHBI
IPOM3BOAWTEISI HAa JIEKAPCTBEHHBIM Mpenapar IO OTHOUWIEHHID K KypCcy
HAllMOHAJIbHOW BAJIOTHI JIO0 JAaThbl IOJAa4Yd JOKYMEHTOB Ha €€ OYEPEOHYIO
MEePEPETUCTPAITUIO MPEBBIIIACT MPOTHO3UPYEMBIN YPOBEHb HH(IIAIINH TEKYIIIETO
rojla, YCTaHOBJEHHBIM (enepaabHbIM 3aKOHOM O (deaepalibHOM OIOKETe Ha
COOTBETCTBYIONINN (PMHAHCOBBIN T'OJT ¥ TUIAHOBBIN TIEPHO/T;

0) ecnmu cpeAHEB3BElICHHAs (DaKTUYECKash IIeHa BBO3a JICKAPCTBEHHOTO
npenapara (A JIEKapCTBEHHOTO TMperapaTta WHOCTPAHHOTO TMPOU3BOIUTEINS,
OCYIIECTBJISIONIETO MEePBUUHYIO U (WJIM) BTOPUYHYIO YMakoBKYy B Poccuiickoii
denepanuu, TPUMEHSETCS CPEAHEB3BEIICHHAs II€HAa OTIYCKa) 3a OTYETHBIN
nepuoJ OblIa HUKE 3apPETUCTPUPOBAHHON Ha ATOT MEPHUOJ LIEHBI He Oojee yeM
Ha MPOTHO3UPYEMBI ypOBEHb WHQIISILIMM, YCTAHOBJICHHBIM Ha TEKYIIUH TOA
dbenepalbHBIM 3aKOHOM O (eepaibHOM OIO/DKETe Ha COOTBETCTBYIOIIUN
(bWHAHCOBBIN TOJ ¥ TIAHOBBIN MEPUO;

B) €CIIM MpeJebHas OTIYCKHasl 1IeHa MHOCTPAHHOTO MPOM3BOJUTENS HA
JIEKapCTBEHHBIA MpenapaT IMpHU €€ IMEePEepEerucTpaluv HE  MPEBBIIACT
MHUHUMQJIBHYIO  OTHYCKHYK) LIEHYy HWHOCTPAHHOIO  MPOU3BOAMUTENS  Ha
JIEKapCTBEHHBIA MpenapaT B MWHOCTPAHHBIX TOCYAAapCTBAaX, YKAa3aHHBIX B
NpuiIoKeHUU Ne 2 K HACTOSIIIE METOAMKE, OMPEACIICHHYI0 B COOTBETCTBUU C
pasznenom VII HAaCTOALLIEH METOAUKH Ha OCHOBaHHH pacuera,
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PEeIyCMOTPEHHOr0 MpuioxkeHueM Ne 3 Kk HacTosiiel MeToauKe, C Y4eTOM
PacxoJI0B, CBS3aHHBIX C TAMOXKEHHBIM O()OPMIICHUEM.

5l. [lpennaraemasi K MepeperucTpaluy IMpeAesibHas OTIyCKHAasl IieHa
Ha BOCHPOU3BEICHHBIM JIEKAPCTBEHHBIM TIpermapaT HE MOXKET IMPEBBIIATh
OTIYCKHYIO 1IEHY, PACCUYUTAHHYIO B COOTBETCTBUHU C HACTOSIICH METOAUKOHN C
ydaeToM TpeboBaHuit myHkrta 31 [IpaBui.

52. BenuunHa yBeIMYEHHS 3apETUCTPUPOBAHHOMN MPEACIbHON OTITYCKHOMN
[EHbl MHOCTPAHHOTO  MPOMU3BOJUTENS] HA  JICKAPCTBEHHBIM  Mpemnapar
npu ee mnepepeructpauuud (Yu) (IPOLEHTOB) C OKPYIVICHHEM JIO0 COTBIX
omnpeaensercs no GopMmyie:

[ICHa 3aper — LICHAa CPB3BBB,

V, =Y, %xU, - x100%,

OCHa 3apcer

rae:

VY., - IPOTHO3UPYEMBIN ypOBEHb UHDIISANMN, YCTAHOBICHHBIA HA TEKYITUN
roJi denepanbHbIM 3aKOHOM O (eJepalbHOM OI0/KETE Ha COOTBETCTBYIOIIHIA
(hMHAHCOBBIN TOJ ¥ TJIAHOBBIN NIEPHO (ITPOIEHTOB);

N, - koadpuiueHT 1eHOBON TPYTIIIBI, ONMPELISIEMbI B COOTBETCTBUHU CO
3HaUYCHUAMH  KOX((UIIMEHTOB  IIEHOBOM  TPYMMbl, MPEAYCMOTPEHHBIMU
npuioxxenrueM Ne 11 k HacTosied METOIUKeE.

IlenoBass rpymnma omnpenensercss HUCXOAd W3 3aperuCTpUPOBAHHOM
MPEIEIIbHOM OTIYCKHOM 1EHBl Ha JIEKAPCTBEHHBIM IIpernapaTr 3a NEpPUOJ,
HCTEKIINN cCO  OHA FOCYJJApCTBEHHOW  PErUCTPAIH (mocneaHen
NepeperucTpaum);

LIEHa 3aper - 3aperuCTPUpPOBAHHAs IIpEleiibHAs OTIIYCKHAs I€Ha Ha
JIEKapCTBEHHBIA IpenapaTr 3a NEpPUOJ, UCTEKIIWW CO JHS TOCYIapCTBEHHOMN
peructpaiuu (ocineaHeit nepepeructpanun) (pyosnei);

IICHAa CPB3BBB, - CpEIHEB3BEIICHHas (pakTHueckas ILieHa BBO3a
JIEKApCTBEHHOr0 TIperapara WHOCTPAHHOTO MPOU3BOJAMTENSI, BBE3EHHOIO 3a
OTUETHBIA TEPUOJ, PACCUUTAHHASI B COOTBETCTBUU C pazzaenoM VI Hacrosiei
METOJUKH (pyosieit).

53. BennunHa yBeIMUeHUs 3apErUCTPUPOBAHHOMN MPEACIbHON OTITYCKHON
IIEHbl MHOCTPAHHBIX MPOU3BOAUTENEH, OCYIIESCTBIISIIONINX MEPBUUHYIO U (WJIH)
BTOPUYHYIO YIIaKOBKY B Poccuiickor denepannu, Ha JIEKAPCTBEHHBIN Mpenapar
IpU €e MepeperucTpanuu onpeaenserca no ¢opmysie, IPUBEACHHONW B MyHKTE
45 gacTogIEe METOIUKH.
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54.B cnywyae ecid 3a OTYETHBIM MEpUOJ JIEKAPCTBEHHBIN Mpemnapar
B paMKaxX OJIHOTO PErHMCTPAIIMOHHOTO YAOCTOBEPEHUSI BBO3UJICS HA TEPPUTOPHIO
Poccuiickoit ®enepaniii UTHOCTPAaHHBIM MPOU3BOJUTENEM (UMIOPTEPOM) U
OTTPYXKaJCs MHOCTPAHHBIM TMPOU3BOJUTENIEM, OCYIIECTBIISBIIMM TMEPBUYHYIO
U (WIM) BTOPUYHYIO YIAKOBKY JIEKapCTBEHHOro mpemnapata B Poccuiickoit
®denepanuy, pacyeT MNPEAeTbHOM OTMYCKHOW IIEHbl MNPOU3BOJIUTENS MpU
NepeperucTpauy OCyIIECTBISETCS ¢ MPUMEHEHUEM 0011el cpeTHEB3BEIICHHOM
IIEHbI BBO3a U OTITYCKa JIEKAPCTBEHHOI'O MIpernapara.

OOmiast cpenHEB3BEIlICHHAs IIeHAa BBO3a M OTIyCKa JIEKAPCTBEHHOTO
npenapara IpUMEHSIETCS BMECTO CPEIHEB3BEIICHHON (paKTUYECKOW IIeHbI BBO3a
JIEKapCTBEHHOTO Tipemnapara (IleHa CpB3BIP BB;) U CPEIHEB3BEIICHHON
(haKTHUECKON OTITYCKHOM IICHBI JIEKAPCTBEHHOTO TpernapaTa (ieHa CpB3BIIP OTII,)
Py TEPEPETUCTPALMU NPEACIBHON OTIYCKHOM II€Hbl NPOU3BOJUTENS Ha
JIEKaQpCTBEHHBIN Mpenapar B cliydasX, IpeIyCMOTPEHHBIX NYHKTOM 34 IIpaBuin,
JUTSl PACU€TOB B COOTBETCTBHUHM C TOANMYHKTOM "0" myHkTa 50, mynkramu 52 u 53
HACTOSILENH METOJIUKH.
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I[TPMJIOKEHHUE Ne 1

K METOJIMKE pacyeTa yCTaHABIMBAEMBbIX
ITPOU3BOIUTEIISIMH JIEKAPCTBEHHBIX
IIpenapaToB MPEACIbHBIX OTITYCKHBIX LIEH
Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUCHHbBIE
B [I€PEUYCHb )KU3HEHHO HEOOXOIUMBIX
Y BAKHEMIIMX JIEKAPCTBEHHBIX IIPENApaToB,
IIPU UX TOCYAAPCTBEHHOM PETUCTPALIUU
Y NIEPEPETUCTPALINH

CBEAEHUA

00 00beMax M OTIIYCKHBIX HEHAX HAXOAAUXCH B o0pamennu B Poccniickoilt @enepannu JJeKapCTBEHHBIX MPENapaToB
NPOU3BOAMTE/IEH IOCYAAPCTB - YIEHOB EBpa3uiicKoro 3JkOHOMHUYECKOro CO3a 1 HHOCTPAHHBIX POU3BOAMTEJICH,
OCYHIECTBJISIOIIUX NEPBUYHYI0 U (MJIM) BTOPUYHYK YIIAKOBKY JIEKAPCTBEHHOr0 npenapara B Poccuiickoii @exepanumn,
3a OTYETHBII Mmepuog™ ¢ 20 r.mo 20 1.

(HauMeHOBaHHNE OPraHN3AIUN-3asIBUTEIIA)

|. CBenenus o JiekapCTBEHHOM TperapaTe

1. HOMep PEruCTpaliuOHHOTO YIOCTOBCPCHUA

2. MC)KILYHapOI[HOC HETMIaTCHTOBAHHOC, UJIU I'PYIIITUPOBOYHOC, NI XUMHUYCCKOC HAUMCHOBAHUC

3. ToproBoe HaMMEHOBaHHE

4. JlekapcTtBeHHas (hopma, TO3UPOBKA WM KOHIIEHTpAIUs, 00beM, aKTUBHOCTh B €IMHUIIAX JICHCTBUS

5. O0111ee KOJIMYECTBO BO BTOPUUHOM (MTOTPEOUTENHCKOM) YIIaKOBKE
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Il. Pacuer ueHs!

3aperucTpupoBaHHas .
CpenneB3BelieHHas IpeeTbHas [IpoekT npenenbHOM pOrHO3HDVEMLL
KonudecTo oTmymeHHoro (hakTHU4ecKas OTIyCKHas OTHpCKHaSI Hena OTIYCKHOM IICHBI 32 p OBEgb YBenuueHue
JICKapCTBEHHOI'O IIpeliapaTa [[€Ha JIEKapCTBEHHOT O Y MOTPEOUTENHCKYIO yp npeaebHON
No JIEKapCTBEHHOT'O UHIAINH, .
npernapara 3a YIIaKOBKY, . OTITYCKHOM
/1 npenapara 3a . YCTaHOBJICHHBIN HA
OTPEOUTETBCKYIO MPEAJIOKEHHOM Ha . I[CHBI,
nakoBKy (06e3 HJIC) MOTPEOMTEILCKY TepeperucTpaInio TORYTIHHI TOM, IPOLIEHTOB* *
TBIC. YIIAKOBOK TBIC. pyOJIei y y Lbes > | ynakosky (6e3 HJIC), pep p " MporeHToB** p
pyOueit C (6e3 HAC), pyOmneit
pyOueii
1 2 3 4 ) 6 7 8

* OTueTHBI TEPUOJA MPU TOCYAAPCTBEHHOM pErUCTpaly IMpEeAe]bHOW OTIYCKHOM LIEHbl MPOW3BOAMTENS HA JIEKAPCTBEHHBIN Mpenapar omnpeaessercs B
COOTBETCTBUM ¢ MyHKTOM 23 [IpaBui rocynapcTBEHHOW pErucTpaluy M NepeperucTpaluy yCTaHABIMBAEMBIX MPOU3BOJAMTEISIMU JIEKAPCTBEHHBIX IPENapaToB
Mpe/ebHbIX OTIYCKHBIX 1IEH Ha JIEKapCTBEHHBIE IPEnapaThl, BKIIIOUEHHBIE B ME€PEUYEHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEHMIINX JEKapCTBEHHBIX MpEeNapaTos,
YTBEp)KIEHHbIX MocTaHoBieHneM llpaButensctBa Poccuiickoit @enepamun ot 29 oktabps 2010 r. Ne 865 "O rocyaapcTBEHHOM peryJlMpOBaHUM LEH Ha
JIEKapCTBEHHbIE IpernapaThl, BKIIOYEHHbIE B IEPEYEHb KU3HEHHO HEOOXOIAMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX IPENapaTtoB’, OTYETHBI MNEpHoj IpH
IepepeErucTparyy NpeAeIbHON OTIIYCKHOM LIEHbI IPOM3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar ONpeAesseTcs B COOTBETCTBUM ¢ MyHKTOM 37 yka3aHHbIX [IpaBui.
** 3anonHseTcs OpU NEpeperucTpaluy MpPeAesibHONM OTIMYCKHOM LIeHbl IPOM3BOJAUTENS Ha JIEKapCTBEHHBIM mpernapar B Cilydasx, [PEAyCMOTPEHHBIX
noanyHkToM "t myHkTa 32 u nyHkToM 34 IIpaBmi rocyaapCcTBEHHOW perucTpalui M NEPEeperucTpalliy YCTAHABINBAEMBIX IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
[IpernapaToB Mpe/elbHbIX OTIYCKHBIX LI€H Ha JIEKApCTBEHHBIE IpEraparhbl, BKIIOUYEHHbIE B MEPEYCHb KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX
IIpernapaToB, yTBepKJIeHHbIX nocTaHoBieHreM [IpaBurensctBa Poccuiickoit denepaunu ot 29 oktsa6ps 2010 r. Ne 865 "O rocyaapcTBeHHOM peryJnpOBaHUM LIEH
Ha JIEKapCTBEHHBIE MTpenapaThl, BKIIOYCHHbIE B TIEpPEYeHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHMIINX JIEKaPCTBEHHBIX NpenapaToB’.

[Tpumeuanue. JlomomuurensHo B ¢opme Tabmmunbix maHHbIXx (Excel) mpeacraBmsitoTcss maHHble 00 00beMax peanu3aiuu
JIEKapCTBEHHBIX MPETMApaToOB MO BCceM (HaKTHUECKUM OTITYCKHBIM II€HAM 32 OTYETHBIN Mepruoj] Ha OyMaKHOM HOCHUTEIIe
(B 2 aK3eMILIsIpax) v B JJIEKTPOHHOM BUJIE.
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I11. PeecTp oTrpy30K JeKapCTBEHHOTO IIperapara 3a Iepuo/ ¢ 20 r.mo 20 T
OcraTouHbIit
Ob6beMm
ToproBoe HanMEHOBaHHE CpOK
Ilena oTniycka | peanusanuu
(;mexapcTBeHHas popma, KonuuecTro TOJTHOCTH
Howmep Hara 3a OJIHY JIEKapCTBEH-
Ne | no3upoBKa, KOJIMYECTBO BO HaunmenoBanue . . | oTmymeHHOTO OTITYIIEHHOTO
. [TpousBoauTeNb TOBapHOW | TOBApPHOM YIIaKOBKY HOTO
/i BTOPUYHOM MOCTaBIIIMKA . . TOBapa, JIEKapCTBEH-
. HAaKJIaJHOM | HAaKJIaJHOU (6e3 HAC), npenapara
(moTpeOUTENHCKON) YIaKOBOK N HOTO
pyOueii (6e3 HC),
YIaKOBKE) . | mpemnapara,
ThIC. pyOIei
POIICHTOB
1 2 3 4 5 6 7 8 9 10
Htoro )y 2

CpenHeB3BelIcHHAs (akTHUECKas OTITYCKHAs IIEHA JIEKAPCTBEHHOTO Ipenapara 3a moTpeOuTenbekyro ymakoBky (6e3 HJIC),
pyOuieit

2rp. 9 x 1000 / Xrp.7

PYKOBOILI/ITCJ'IB OpraHu3anunu-3a1BUTCIIA

Ucnomaurens

(Tmomuch) (p.m0.) (Tenedon, agpec IMEKTPOHHOH ITOYTHI)
M.IL
(moamuce) (b.m.0.) (TenedoH, aapec 37EKTPOHHON TOYTHI)
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[TPMJIOKEHHUE Ne 2

K METOJIMKE pacyeTa yCTaHaBIMBACMBbIX
IIPOU3BOUTEIIAMU JIEKAPCTBEHHBIX
IIpEnapaToB MPEAEIbHBIX OTITYCKHBIX LIEH
Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUCHHbBIE
B [I€PEUYCHB )KU3HEHHO HEOOXOIUMBIX
Y BAKHEMIIMX JIEKAPCTBEHHBIX IIPENApaToB,
IIPU UX TOCYAAPCTBEHHOM PETUCTPALIUU
U [IepeperucTpanuu

IHEPEYEHD

HHOCTPAHHBIX I'OCYyJIapCTB, B OTHOIICHUU KOTOPLIX IPECACTABJ/IACTCH HH(l)OpMaIII/Iﬂ 00 YPOBHE MUHHUMAJIbHBIX

. Benrpus

. I'peueckas PecyGnmka

. KoponescTBo benbrus

. KoponesctBo Mcnanus

. KoponescTtBo Hunepnanaos
. Pecriy6nuka Ilonbimna

. Pymbrams

. CnoBaukas Pecniy6nuka

9.

Typeuxkas PecnyOnnka

10. dpaniysckas PecyOnnka
11. Yemckas PecrryOmmka
12. Ctpana npousBoauTENS

OTIIYCKHbIX II€CH HA JICKAPCTBCHHbLIC NIPEIIaparTrbl
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[TPMJIOKEHHME Ne 3

K METOJIMKE pacyeTa yCTaHABIMBAEMBbIX
ITPOU3BOIUTEIISIMH JIEKAPCTBEHHBIX
IIPEnapaToB MPEAECIbHBIX OTITYCKHBIX LIEH
Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUCHHbBIE
B [I€PEUYCHb )KU3HEHHO HEOOXOIUMBIX
Y BAKHEMIIMX JICKAPCTBEHHBIX IIPENApaToB,
IIPU UX TOCYAAPCTBEHHOM PETUCTPALIUU
Y NIEPEPETUCTPALINH

PACYET

npeAeJbHON OTILYCKHOM LEeHbI IPOU3BOAMTE/ISA HA JIEKAPCTBEHHbIH MPenapar, npeacTaBisaseMoi
HA rOCYyIapCTBEHHYI0 PErHCTPAIHIO (MepeperucTpanuo)

(HaI/IMeHOBaHI/IC OpFaHI/ISaHI/II/I'SaﬂBI/ITCHﬂ)

|. CBeneHus 0 JIEKApCTBEHHOM Mpenapare

1. Homep peructpaiimioHHOTrO YA0CTOBEPEHUS

2. MG)KIIYHapO)IHOG HCMMAaTCHTOBAHHOC, UJIX I'PYHNITUPOBOYHOC, NI XUMHUYCCKOC HAUMCHOBAHHNC

3. ToproBoe HaNMEeHOBaHUE

4, .HeKapCTBeHHaH (bopMa, AO3UPOBKa UJIKM KOHICHTpANUA, O6’beM, aKTHUBHOCTh B €JUHUIIAX JECHCTBUS

5. O011ee KOJIMYECTBO BO BTOPUYHOH (MTOTPEOUTENHCKOMN) YITaKOBKE
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Il. Pacuer ueHsbI

MuHuManbHas OTIYCKHAs LEHA [IpoekT ornyckHOM
y
IIPOU3BOJUTEINS HA JIEKAPCTBEHHBIN 1eHsbl "moctaBka | JleHcTByroIas cTaBKa .
. IIpoexT pacueTHON
IpenapaT B CTpaHe IPOU3BOAUTENS 0e3 oraThl TaMOXXEHHOMN COopsl 32 o
. o OTILYCKHOMW LIEHBI
No Kon TH BOJI | u Apyrux HHOCTPAHHBIX IOCYyAapCTBax TaAMOXECHHOMN MOLJINHBL TaMOXXEHHOE
o 1 IIPOU3BOJUTEIIS C YUETOM
n/n EADC B COOTBETCTBHH ¢ TaOnuuei 1 MOLIUTMHBI U COOpPOB oopmienue,
O e TaMOXEHHBIX PaCX0J0B
HaUMEHOBAHHE 3a TAMOYKEHHOE pyOueit (63 HJIC), py6ureii
WHOCTPAHHOTO Llena, pyOmeii odopmiieHue", MPOLIEHTOB | pyOneit Py
rocy/apcTBa pyonei**
1 2 3 4 S) 6 7 8 9

* YKa3pIBaIOTCS JIaHHBIE M3 TAOMUIBI | HACTOSAIIETO MPHIIOKEHUS M3 CTPOKH "MUHHMMaNbHAs OTITyCKHAs II€HA MPOU3BOAWTENS HA JICKAPCTBEHHBIN IpenapaTr B
CTpaHe IPOU3BOAUTENIS U IPYTUX MHOCTPAHHBIX rocyapcTBax (C yueToM nepecdera), pyosaei” u ctpaHa, ieHa KOTOPOH MCII0JIb30Balach JAJIs €€ pacyera.
** He 3amonHsieTcs NPOU3BOJUTENSIMA TOCYAApCTB - WieHOB EBpa3uiickoro sKOHOMHYECKOTO COI03a U MHOCTPAHHBIMU MPOU3BOJUTENSMHU, OCYIIECTBISIOMINMHU

NEPBUYHYIO U (WJIN) BTOPUYHYIO YIIAKOBKY JIEKapCTBEHHOTO npenapara B Poccuiickoit deneparum.
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Ta6nuna 1. CBenenust 06 ypoBHE MUHMMAaJIbHBIX 1ICH

MuHnMasbHas OTITyCKHas 1ieHa 1o rpadam 8 - 19, MuHuMasbHas OTITYCKHAS [IeHa TPOU3BOIUTENS Ha JICKAPCTBEHHBIN Mpemapar,
pyOuneit pyoneit*
JlexapcTBeHHas 8 o s
< )
Toprosoe dbopma, g Y = = s £ s = s =
= <
HauMeHO- | mo3upoBka win | KoimdectBo = E s = 2 ¥ E 2, = =
) =4
Ne BaHHUE KOHIICHTpAIUs, | B MOTpeOu- pacuer 3a = g K S = = 5 2 2 5 > o
. pacuer 3a eIMHHIY | = S BlE = = 2 5 o 5 g
n/n JeKap- o0beMm, TENBCKOM 3a OJTHY JIeKap- . a, o 2 o s < = L o A~ 3 2
IefiCTBYIOIIEro g~ g 2 & 2| & o~ I - 3
CTBEHHOT'O aKTUBHOCTb B yIaKoBKe YIaKOBKY CTBEHHYIO BeIeCTBA oy = 2 3 2 S 2 = = ) = &
A N Q <
npenapara eIMHUIIAX dbopmy - 5 g 2 2 S~ % 2 g g 5
N 2 S =
neiicTBUs 2 2, g = Q 8 & = ! P
o, S e} Q Qq: = ) < 9 &
= 2o & S| | & 7 O
< e
1 2 3 4 5 6 7 8 9 10 | 11 12 13 | 14 | 15 | 16 17 18 19

MunuManbHast (pacueT ¢ y4eToM CpefHel apupMeTHIEeCKOH) pacyeTHast OTITyCKHas IIeHa TMPOM3BOTUTEIIA 32 O/IHY JIEKAPCTBECHHYIO (hopmy 1o GnrKanIIIM
CMEXKHBIM KOJIHYECTBAM B IIOTPEOHTEIBCKHX YITAKOBKAX JIEKAPCTBEHHOTO penapara, pyomei

MunnManbHas (pacqu C yUCTOM Cpe,I[HeI/I apPICI)MeTH‘IeCKOI/I) pacdeTHas OTIIYCKHasA LicHa NPOU3BOAUTECIIA 3a CAMHULLY Z[eﬁCTByIOH.IeFO BCIICCTBA
-
JICKapCTBCHHOI'O IIpcnapara ¢ OMKaMIIIMK CMEKHBIMHU AO3UPOBKAMH py6J’IeI/I

MuHHMasbHAs OTITyCKHAS LIEHa IPOM3BOJUTENSI Ha JISKAPCTBEHHBIN MPEnapaT B CTPaHe MIPOU3BOAUTEINS U IPYTHX HHOCTPAHHBIX FOCYIapCTBax (C y4eTOM
nepecyera), pyonein

o o o o Khkk
Hazpanwne CTpaHbl ¢ MUHUMAJIBbHOU OTIIYCKHOMW IICHOMW HA JICKAPCTBCHHLIU IIpeHapar

Kdhkhk
Ocobennoctu

" Pacuer 1eHbI MPOU3BOJUTCS IyTEM TIepecyeTa IIeHBl JIGKapCTBEHHOTO TIpenapara B HWHOCTPAHHOW BalOTE B pyOduM MO KypCcy, YKa3aHHOMY
B Ta0JIM1e 2 HACTOSIIIETO IPHIIOKEHHSL.

PaccunTsiBaeTcsi B ciy4dae roCyAapCTBEHHOW perucTpanuu (MepeperucTpaiun) NpeaeibHON OTIYCKHOW IIeHBbl Ha JEKapCTBEHHBIN MpemapaT ¢ KOJIUYeCTBOM
JICKapCTBEHHBIX (POPM B MOTPEOUTENBCKON YIIAKOBKE (KOJIMYECTBY JI03 B yIIAKOBKE, 00bEMY), KOTOPOE OTCYTCTBYET B PEPEPEHTHBIX CTPaHaX.

PaccunthiBaeTcs B ciiydae rocyJapCTBEHHON perucTpanuu (epeperucTparii) mpeaeabHO OTIYCKHOM IEHBl Ha JIEKAPCTBEHHBIN MperapaTr ¢ J03UPOBKOM,
KOTOpasi OTCYTCTBYET B pe(DepEeHTHBIX CTpaHax.

*kk*k

Yka3bIBaeTcs Ha3BaHHUE CTPAHbI, KOTOpas sABIsEeTCS 0a30BOM Al pacyeTa MUHUMAaJIbHOW OTITYCKHOM 1I€HBI.
"B cmyuae eciou UeHbl B OTAENBHBIX CTPAaHAX OMPEACIAIOTCS HA OCHOBE MEKIOCYJAPCTBEHHBIX COTNAIICHMII 1O BOMPOCAM IOCTABKH JIEKAPCTBEHHOTO
npenapara, B CTpoKe  OCOOEHHOCTH ' HACTOSIIEN TaGuIIbl HEOOXOAMMO YKa3aTh 0COOEHHOCTH (JOPMUPOBAHKS STHX IEH. [IpH 9TOM He YYHTBHIBAIOTCS LEHBI Ha
JIeKapCTBEHHbIE TpenapaTsl, IOCTaBJIIEMble 3a CUeT MEXKIYHApOAHBIX (UHAHCOBBIX opraHuzanuii (poHmoB) mo pemeHuo BcemupHOW opraHuzanuu

3IPaBOOXPAHCHUSI.
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Tabmuua 2. Kypc Bamiot [uist pacueta MUHUMaJIbHBIX OTITYCKHBIX 1I€H Ha JIEKAPCTBEHHBIE MTPENapaThl
3a IIEpUOJ C I. 110 T.

i Crtpana HanMeHnoBaHue BaJIIOTHI Cpeanuii Kypc BaItOTh ™

" PacCUmMTHIBASTCS 110 CpeaHeMy KypCy HallMOHAJIBHON BaNIOTHI K pyomo Poccuiickoii denepannu, ycraHoBneHHOMY bankom Poccun 3a 3 xaneHmapHBIX Mecsa,
IIPENUIECTBYIOIME MeECALy AAaThl NOJA4YM 3asBJICHUS B ILEJAX TOCYJAapCTBEHHOM PETUCTPAllMM WM IEPEperucTpalud NpPEesIbHbIX OTIYCKHBIX LEH Ha
JIEKapCTBEHHBIN IpenapaT (Hampumep, NMpU MoJadye JOKYMEHTOB B alpesie CpPeIHUM KypC pacCUMTHIBAETCSI HA OCHOBAaHUM COOTBETCTBYIOILMX KypcoB banka
Poccun 3a sHBapb - MapT).

PyKOBOI{I/ITCJ'IB OpraHu3anuvu-3asaBUTCIIA

(oamuck) (¢p.n.0.) (tenedoH, aapec AIEKTPOHHOMN MOUTHI)
M.IL
Hcnomaurens

(moamuce) (¢p.u.0.) (tenedoH, aapec AIEKTPOHHOMN MOUTHI)
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I[TPMJIOKEHHUE Ne 4

K METOJIMKE pacyeTa yCTaHaBIMBACMBbIX
IIPOU3BOUTEIIAMU JIEKAPCTBEHHBIX
IIpEnapaToB MPEAEIbHBIX OTITYCKHBIX LIEH
Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIIOUCHHbBIE
B [I€PEUYCHB )KU3HEHHO HEOOXOIUMBIX
Y BAKHEMIIMX JIEKAPCTBEHHBIX IIPENApaToB,
IIPU UX TOCYAAPCTBEHHOM PETUCTPALIUU
U [IepeperucTpanuu

CBEAEHUA
00 00beMax 1 0 HEeHAX BB032a JIEKAPCTBEHHOI0 MPenapaTa HHOCTPAHHOT0 MPOU3BOICTBA, HAXOASNIET0Csl B 00pallieHun
Ha Tepputopun Poccuiickoii @enepannu, 3a OTYETHBINA EPHOL* € I. 10 r.

(HauMeHOBaHHNE OPraHU3ALUN-3asIBUTEIIA)

I. CBeneHus 0 JIeKapCTBEHHOM TIpenapare

1. Homep perucTpanioOHHOTO y10CTOBEPEHUS
2. MexnyHapogHOe HENATEHTOBAHHOE, WJIA TPYNIITUPOBOYHOE, NI XUMUYECKOE
HaMEHOBAHHUE

3. ToproBoe HaMMeHOBaHHUE

4. JlexapcTBeHHas (popma, JO3UPOBKA WIM KOHIEHTpaLUs, 00beM, aKTUBHOCTh
B €IMHUILIAX ICUCTBUS

5. O6uiee KOJIMYECTBO BO BTOPUYHOM (IMOTPEOUTETHCKOM) YITAaKOBKE
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)

Ilena BBO3a
OJHOM
Ilena BBO3a
N ynakoBku ¢ | CTOUMOCTh
OZHOU TamoxeHHast
Haunmeno- Y4ETOM BBO3UMOIO
Howmep Harta norpedu- MOLUIMHA U .
Ne BaHUE . . KonuuectBo Howmep Hara N TaMO>KEHHOU TOBapa
TaMOKEHHOW | TaMOXEHHOI Cepust TETbCKON TaMO>KEHHOE
/T | TIPOU3BOIH- YIaKOBOK JIeKJIapaluy | JeKIapaiuu nounumHbl 1 | (0e3 HIC),
JIeKIapanuy | JeKIaparuu YHaKoBKH | OQopMIIEeHHE,
TS . TaMO>KEHHOTO TBIC.
(6e3 HIO), pyOaeit N
e odopmiteHUs pyOueit
py (6e3 HIIC),
pyOuneit
1 2 3 4 5 6 7 8 9 10 11 12
Uroro:

)

Wroro: cpenHeB3BenieHHas GakTryeckas IIeHa BBO3a JICKAPCTBCHHOT'O Tpernapara 3a noTpeOuTensckyro ynakopky (6e3 HJ{C), pyOneit

Xrp. 12 x 1000 / Zrp.6

PYKOBOILI/ITCJ'IB OpraHu3anunu-3a1BUTCIIA

Ucnomaurens

(Tmomuch) (p.m0.) (Tenedon, agpec IMEKTPOHHOH ITOYTHI)
M.IL
(Tmomuch) (p.m0.) (Tenedon, agpec IMEKTPOHHOH ITOYTHI)

* OTueTHBIH TEPUOA TPH TOCYAAPCTBEHHOW PETUCTpallMM MpeNebHOW OTIYCKHOW IIeHbI MPOW3BOAUTENSI Ha JIEKApPCTBEHHBIM MpemnapaTr OINpeaenseTcs
B COOTBETCTBUHU C MyHKTOM 23 [IpaBmI TOCyIapCTBEHHOW PETUCTPAMH U MIEPEPETUCTPAIMH YCTAHABIMBAEMBIX MPOU3BOIUTEIISIMH JICKAPCTBCHHBIX MPENapaToB
MpelebHBIX OTITYCKHBIX IIEH Ha JIEKapCTBEHHBIE MperapaThl, BKIIOUEHHBIE B MEPEUYCHb KMU3HEHHO HEOOXOAMMBIX M BaXXHEHINUX JEKAPCTBEHHBIX MPENaparos,
YTBEPKJICHHBIX TocTaHoBieHHEeM [IpaBurensctBa Poccmiickoit ®enepammu ot 29 oktsiOpss 2010 1. Ne 865 "O rocynapCTBEHHOM pPETYJIUPOBAHUH I€H
Ha JICKAPCTBEHHBIE MIpemapaThl, BKIIOYCHHBIE B TIEPEUCHD )KU3HEHHO HEOOXOUMBIX U BKHEHUIIINX JIEKaPCTBEHHBIX MpenapaToB’.
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OtueTHblf mepuOA MpPH  IEpeperucTpaluy  MpeleibHOW  OTIYCKHOM  IEeHbl IPOM3BOJAUTENs Ha  JICKAPCTBEHHBI  Ipemapar  oOIpelessieTcs
B COOTBETCTBUHU C MYHKTOM 37 IlpaBui rocynapcTBEHHOW PErvCTpalluid U MEPEePerucTpalii yCTaHABIMBAEMbIX MPOU3BOAUTEISIMH JIEKAPCTBEHHBIX MPENapaToB
Mpe/ielbHbIX OTIIYCKHBIX 1I€H Ha JEKapCTBEHHBIE IMperapaThl, BKIIOUYEHHbIE B MEPEUYEHb KU3HEHHO HEOOXOAMMBIX M BaXXHEHMIINX JEKapCTBEHHBIX MpENnaparos,
YTBEPKACHHBIX MocTaHoBIeHHeM [IpaButenbcTtBa Poccuiickoit ®@enepanuu ot 29 oktsaops 2010 1. Ne 865 "O rocynapcTBEHHOM pPETYJIHPOBAaHUM IIEH Ha
JIEKapCTBEHHbIE MPENapaThl, BKIIOYEHHBIE B IEPEUYEHDb KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIIINX JIEKapCTBEHHBIX MTpernapaToB'.

[Mpumeuanue. JIONOTHUTEIBHO MPEACTABIAIOTCS B 3JekTpoHHOM (opme (Excel) mamHbie 00 00BbemMax BBO3a JIEKAPCTBEHHBIX
penaparoB Mo BceM (aKTUUECKUM CITydasiM BBO3a 3a OTUETHBIN MEpUO/I.
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[TPMJIOKEHHUE Ne 5

K METOJIMKE pacyeTa yCTaHaBIMBACMBbIX
IIPOU3BOUTEIIAMU JIEKAPCTBEHHBIX
IIpEnapaToB MPEAEIbHBIX OTITYCKHBIX LIEH
Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUCHHbBIE
B [IEPEUYCHb )KU3HEHHO HEOOXOIUMBIX
Y BAKHEMIIMX JIEKAPCTBEHHBIX IIPENApaToB,
IIPU UX TOCYAAPCTBEHHOM PETUCTPALIUU
U [IepeperucTpanuu

CBEAEHUA

0 HAUIHYMH 3aPEruCTPUPOBAHHLIX ITPECACJIbHBLIX OTIIYCKHBIX ICH 3aiBJISACMOI'0 JICKAPCTBCHHOI'O Ipemapara

(HaI/IMeHOBaHI/IC OpFaHI/ISaHI/II/I'SaﬂBI/ITCHﬂ)

|. CBenenus o JiekapCTBEHHOM Tpernapare

1. HoMep peructpaiimoHHOTO YJI0CTOBEPEHUS

2. MG)K,Z[YHapOI[HOG HCIIATCHTOBAHHOC, WJIHU I'PYIIIMPOBOYHOC, NJIM XUMHUYCCKOC HAUMCHOBAHHUC

3. ToproBoe HaMMEHOBaHHE

4. JlexapcTBeHHas (hopma, JO3UPOBKA WIIM KOHIIEHTpAIIKsl, 00hEM, aKTUBHOCTb B €IMHUIIAX JICHUCTBHUS

5. O611ee KOIMYECTBO BO BTOPUIHON (TOTPEOUTENHCKOM) YITAaKOBKE
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Brazernen Homep npukaza 3aperucTpupoBaHHas NpeAebHast OTITyCKHAs LIeHa
PETHCTPAIHOHHOTO W JIaTa puKasa MIPOM3BOUTEIS Ha JieKapcTBeHHBIN npenapart (6e3 H/[C),
Ne YAOCTOBEPEHU, JlexapcTBenHas KonunyecTtBo B 0 rOCy1apCTBEHHOMU pybneid
0 /;1 MIPOU3BOIUTEIb, dopma, NOTPEOUTETHCKOM perucrpaiuu pacuer 3a ACUCT 38 OILiL S —
yIaKOBIIUK, JIO3UPOBKA yIaKOBKE (mepeperucTpaium) noTpedu- erKa CTBeHﬁ I}(’) p neficTB I(f[mer:y
BBIITYCKAOIINI MpeAeSIbHON OTIYCKHOU TEIIbCKYIO g)o y y BGH.IZCTBa
KOHTPOJTb [[CHBI YITAKOBKY pMY
1 2 3 4 5 6 7 8

3HayeHue, paCCUUTAHHOE UCXO/s U3 CPEAHEro apu(pMETUYECKOI0 3HAUEHUSI CTOUMOCTH OJHOM JieKapCcTBEHHOH GpopMbl | MakcuManbHOE 3HaUCHHE
JICKApCTBEHHOTO Mpenapara, HMEIOLIETo OJIKalIie CMEKHbBIE KOJIMYECTBA BO BTOPUYHOM (TIOTPEOUTEIHCKON )

ynakoske (6e3 H/1C), py6nel71*

MaxkcumanbHoe
3HAUYECHUE

3HaueHue, paCCUUTAHHOE UCXOIS U3 CPEIHETO apu(PMETHICCKOT0 3HAYCHUSI CTOUMOCTH OJTHOW €IMHHMIIBI JICHCTBYIOIIETO BEIIESCTBA
JIEKapCTBEHHOT'0 Mpernapara, uMeroniero ommkaiimme cMexxusie 1o3upoBku (6e3 HJIC), pyoneit

Pacuernas npeaenbHas OTIyCKHAsI IIEHA 3asBIIIEMOT0 JIEKAPCTBEHHOTO MperapaTa 3a moTpeduTensckyro ynakoBky (6e3 HJIC), pyouneit

PYKOBOILI/ITCJ'IB OopraHn3alrn-3asaBUTCILA

(Tmomuch) (p.m0.) (Tenedon, agpec IMEKTPOHHOH ITOYTHI)
M.II.
HUcnionaurtens
(Tmomuch) (p.m0.) (Tenedon, agpec IMEKTPOHHOH ITOYTHI)

nan

" PaccumMTHIBACTCS B CTydassX, yKa3aHHBIX B MOAMYHKTe "a" myHKTa 7 M moamyHKTe "a" myHKTa 14 METOAMKM pacueTa YCTAHABIMBAEMBIX TPOHM3BOIUTEIISME
JICKApCTBCHHBIX IPErapaToB MPCACIbHBIX OTIIYCKHBLIX IEH Ha JICKAPCTBCHHEBIC IPEIapaThbl, BKIIIOUCHHBIC B MEPCUYCHDb KU3HCHHO HGO6XOJII/IMI)IX M Ba)KHEUTIIMX
JICKapCTBEHHBIX IpenapaToB, MPH HMX TOCYJApCTBEHHON PErMCTpalliM M MepeperucTpanuy, yTBEpKIACHHOW mnocraHoBieHueM IlpaBurtensctBa Poccuiickoii
®enepaunn ot 15 centsadps 2015 r. Ne 979.
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™ PaccuntsiBaeTcs B CiIy4asx, YKa3aHHBIX B MOAMyHKTe "0" myHkTa 7 W moamyHkre "O" myHkTa 14 MEeTOOWKH pacueTa yCTaHABIMBAEMBIX MPOM3BOIUTEIISIMHU
JIEKapCTBEHHBIX IPEMapaToB MPeIeIbHBIX OTMYCKHBIX IIEH Ha JICKAPCTBEHHBIC INPEMaparhl, BKIIOYCHHBIC B TIEPEUCHb KU3HEHHO HEOOXOIUMBIX M BAKHEHUIINX
JIEKapCTBEHHBIX MPENapaToB, MPU HMX TOCYJApPCTBEHHON perucTpaluu M IepeperucTpanuy, yTBepkKAeHHOH mnoctaHoBieHueMm [IpaBurensctBa Poccuiickoii
@enepaunn ot 15 centsaops 2015 r. Ne 979.

" YkasplBaeTCsl pacueTHas NpEICNbHAS OTIYCKHAas LeHA s JO3MPOBKM M OOLIEr0 KOJIMYECTBA B IIOTPEOHTEIBCKONW YIAKOBKE, IIPEICTABICHHBIX
B ITyHKTax 4 u 5 paznena | HacToOAIIEro NPUIIOKEHHUS.
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I[TPMJIOKEHHUE Ne 6

K METOJIMKE pacyeTa yCTaHABIMBAEMBbIX
IIPOU3BOIUTEISIMU JIEKAPCTBEHHBIX
IIPEnapaToB MPEAECIbHBIX OTITYCKHBIX LIEH
Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUCHHbBIE
B [I€PEUYCHb )KU3HEHHO HEOOXOIUMBIX
Y BAKHEMIIMX JIEKAPCTBEHHBIX IIPENApaToB,
IIPU UX TOCYAApPCTBEHHOM PETUCTPALIUU
Y NIEPEPETUCTPALINH

PACYET

npeaeJbHON OTIYCKHOM IIEHbI HA BOCIIPOU3BEACHHbI, 0M0aHAIOr0BbIH (0MOMOK00HBIN) JIEKAPCTBEHHbII Npenapar,
NMpPeACTABJISAEMON HA TOCYJAPCTBEHHYI0 PerMCTPANMIO

(HaMMEeHOBaHUE OpPraHU3aLNN-3assBUTEIS)

|. CBenenus o JiekapCTBEHHOM MperapaTe

1. HoMep perucTpaiimoHHOTO YJI0CTOBEPEHUS

2. MC)KI[YHapOI[HOG HCIIAaTCHTOBAHHOC, WU I'PYIIIUPOBOYHOC, HIIN XUMHUYCCKOC HAMMCHOBAHUC

3. ToproBoe HamMeHOBaHUE

4. JIekapcTBeHHas (hopma, JO3UPOBKA MIIM KOHIIEHTpAIIKs, 00heM, aKTHBHOCTD B €IMHHUIAX JICHCTBHS

5. O011ee KOIMYECTBO BO BTOPUYHOM (IMTOTPEOUTETHCKOM) YITaKOBKE
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3aperucTpupoBaHHas NpeeibHAas OTIYCKHAS IICHa Ha peepeHTHBIN JICKapCTBEHHBIN
npenapat (Ll,eq) MM Ha NeKapCTBEHHBIN MpenapaT ¢ MaKCHMabHON Pacuernas
3aperuCTPUPOBAHHOM TpeIeNIbHOMN oTIyCKHOM 1eHo (11,,) TpeeIbHas
OTIYCKHAs IIeHa Ha
Kosppumment | Koaddumuent . BOCITPOM3BEICHHBIH,
b b [Tonmxaromuii p A o
Ne JIeKapCTBEHHAS 3aperucTpu- nepecyera nepecyera O1oaHaJIOTOBBIN
[IpousBonuTens KO3 PUIHEHT .
/I ¢dopma, poBaHHas JTO3UPOBKH, (acoBkH, Hepecuera. K. (6momomo0HbII)
JIO3UPOBKA WITH KOJIUYECTBO mpeaenpHas Kn K¢~ P o JIEKapCTBCHHBIN
HAaMMEHOBaHHUE
MPOU3BO/IU- KOHIICHTPAIHS, B IIOTpeOu- OTIyCKHast npernapar (6e3
JIEKapCTBEHHOTO . N
TeNb 00BeM, TENbCKOM meHa (6e3 HAC), pyoneit (L)
npenapara .
AKTUBHOCTD B YIaKOBKe HAC), pybreit
eIMHNUIIAX (Lpeq/Iy)
JIEUCTBUS
1 2 3 4 5 6 7 8 9 10 11
PYKOBOI[I/ITCJ'IB OpraHu3anuun-3asaBUTCIIA
(Tmomuch) (p.m0.) (Tenedon, agpec IMEKTPOHHOH ITOYTHI)
M.IL
HUcnomaurens
(Tmomuch) (p.m0.) (Tenedon, agpec IMEKTPOHHOH ITOYTHI)

Ilens! Ha nexapcTBeHHble mpenapaThl Lpeg 1 I, a Takke koodduuuents! nepecuera K, Ko n K, onpenenstores B coorserctBun ¢ paszzaenom VIl metonnku
BKJIIOUEH HbIE

pacuc€Tta YCTaHaBJIMBACMBIX IIPOHU3BOJUTCIIAMU JICKAPCTBCHHBIX IIPCNapaToB IMPEACIbHBIX OTIIYCKHBIX [OE€H Ha JICKAPCTBCHHBLIC IIPEIiaparhl,
B IICPCUCHDb KU3HCHHO HCO6XO,Z[I/IMBIX U BaKHEHIIINX JICKAPCTBCHHLIX IMPCIapaToB, IMPU HUX FOcyHapCTBeHHOﬁ pEerucTpaiu U IMnepeperucTpanuu, YTBep)i(,Z[CHHOﬁ

noctaHoByieHneM [IpaButenscTBa Poccuiickoit @eaepanmu ot 15 centsadps 2015 r. Ne 979.
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[TPMJIOKEHHUE Ne 7

K METOJIMKE pacyeTa yCTaHABIMBAEMBbIX
ITPOU3BOIUTEIISIMH JIEKAPCTBEHHBIX
IIPEnapaToB MPEAECIbHBIX OTITYCKHBIX LIEH
Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUCHHbBIE
B [I€PEUYCHb )KU3HEHHO HEOOXOIUMBIX
Y BAKHEMIIMX JIEKAPCTBEHHBIX IIPENApaToB,
IIPU UX TOCYAApPCTBEHHOM PETUCTPALIUU
Y NIEPEPETUCTPALINH

PACYET

NnpeaeJbHON OTIIYCKHOM LEHbI HA JIEKAPCTBEHHbIN npenapar Npou3BOAUTEIS OCYAAPCTB -
Yi1eHOB EBpasuiicKOro 3KOHOMHYECKOr0 COK3a, MPEACTABIAEMOH HA NEepepPerucTpaumio

(HauMeHOBaHHNE OPraHU3ALUN-3asIBUTEIIA)

I. CBeneHust 0 JIeKapCTBEHHOM Tpernapare

1. HoMep perucTpaiimoHHOIO YJI0CTOBEPEHUS

2. Me>1<)1yHap0)1Hoe HCITIaTCHTOBAHHOC, WX I'PYIIIIUPOBOYHOC, HIIN XUMHUYCCKOC HAMMCHOBAHUC

3. ToproBoe HauMeHOBaHHUE

4. JlexapcTBeHHas (hopma, JO3UPOBKA WIIM KOHIIEHTpAIlKs, 00heM, aKTUBHOCTb B €IMHUIIAX JICHUCTBUS

5. O0uree KOIMYECTBO BO BTOPUYHOM (IMOTPEOUTETHCKOM) YITaKOBKE
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[psimbIe pacxons OO01IeTTpOn3BOACTBEHHBIE PACXOIBI Obmexo3akiCTBeHHEIC poctct i

pacxopl aktnueckas | Yo HOM

IICHa OTITyCKa HCHbI Ha
3apaboTHas | BIEKTpPO- -

P G- P aMopTu3anuns PenTabenb- | 3a moTpedu- Hef BpCTBeH

Ne | IIpouseoau- [1aTa ooime- | SHeprus, [Ipu- HBIY IIpenapar
i i OCHOBHBIX HOCTb, TENIBCKYIO

n/n TeIb Mare- japaGor- | [POMBBOA emo CpesicTB «| pas- |peammsa- . | OpLIB Ges | 32 MOTPEOH-

CHIpbe CTBEHHOTO | CcHaOxke- ’ Tpoune npoune MPOLEHTOB | yNakoBKy (6e3 TeNbCKYIO

pHabl Hasl TiaTa HCIIOJIb3YEMbIX paboTka st HJIC)
" BCIIOMO- HHUEC, BOOO- 1 6 “Zk* YIAKOBKY
6 pyoiacun
raTesibHOrO | CHaOXKeHHUe HpOM3BOCTEA (6e3 HJIC),
MepcoHa a | M TOILUTUBO pyGueit
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16
PYKOBOIII/ITCJIB OpraHu3anunu-3as1BUTCIIA
(Tmoamuch) (p.m0.) (Tenedon, agpec FMEKTPOHHOH ITOYTHI)
M.IL
HUcnomauTens
(Tmomuch) (p.m0.) (Tenedon, agpec IMEKTPOHHOH ITOYTHI)

OTHOCsTCA Ha 0OLIENPOU3BO/ICTBEHHBIE U OOIIEX03CTBEHHBIE PACXO/bI.
**
3anonHsercs Ui JeKapCTBEHHBIX NTPenapaToB, HAXOIUBLINXCS B oOpallieHnu Ha Teppuropun Poccuiickoit @enepariui.
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Tabnuua 1. [lnanupyemsiii 00beM BBITYCKa JIEKapPCTBEHHOT'O MIpemnapara, ero yaeJlbHbIN Bec B 00111eM 00beMe MPOU3BOIUMBIX
JIEKapCTBEHHBIX MPEnapaToB, B HATYPAJIbHOM U CTOUMOCTHOM BBIPAKEHUU

HaunmenoBanue
JIEKapCTBEHHOI 0 IIpernapara,

[Tnanupyemsblit 00beM

[Inanupyemplii
00BEM BBIITYCKa,

VY neapHBIN Bec
JICKapCTBEHHOTO
npernapara B 001em
00beMe TIPOU3BOTUMBIX

Y neapHBIN Bec

JICKApPCTBCHHOT'O IIpfIiapara

B 00111eEM 00BEME

Ne Ennauna BBIITYCKa, B HATYPAJIbHOM | B CTOMMOCTHOM IPOM3BOIUMBIX
JI03UPOBKA U KOJITUYECTBO JIeKapCTBEHHBIX
/o . U3MEPEHUsl | BBIPAKEHHUH (KOJTUYECTBO BBIPOKEHUHU JIEKapCTBEHHBIX
B IIOTPEOUTEIHCKON YITAaKOBKE, npenapaTos,
€IMHUII U3MEPEHUS) (6e3 HIC), [penaparoB, B CTOMUMOCTHOM
MIPOU3BOIUTEIH . B HaTypaJIbHOM
pyoueit BeIpaxxeHuu (6e3 HIC),
BBIPOKCHUH, N
pyOueii
IPOIICHTOB
1 2 3 4 5 6 7
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Tabnuma 2. Kanpkynsius 3aTpaT MaTepHasoB 10 MPOU3BOACTBY OJTHOM MOTPEOUTENHCKON YITaKOBKH
(rpada 3 paznena Il HacTosiero NpunoXKeHUs)

(HaI/IMeHOBaHI/Ie npenapara, 103MpOBKa U KOJIMYECTBO B HOTpeGPITeJ'IbCKOﬁ yHaKOBKe)

Hopwma pacxona

[ena dakTuueckomn

CymMa 3aTpar Ha OJIHY

Ne
i Pacxozapl Ha MaTepuabl Enununa nsmepenust (coryIacHO TEXHUYECKOMY 3akynku (6e3 H/C), MOTPEOUTETHCKYIO YIIAKOBKY
perIaMeHTy MPEATPUSITHS) pyOnei (6e3 HJIC), pybneit
1 2 3 4 5 6

Hroro :

" B pacuere Ha OHY IOTPEOUTETHCKYIO YITAKOBKY.
"B ciyuae OTCYTCTBHSI 3aKYIIKH MaTePHAIOB, HEOOXONMMBIX JUIS TPOM3BOACTBA KOHKPETHOTO JIGKAPCTBEHHOTO NPEIIapaTa, MPEACTABISIOTCS CBEICHHS
[0 aHAJOTHMYHBIM MO CBOMM XapaKTEpUCTHKaM MaTepuaiaM, 3aKylaeMbIM JJIs MPOM3BOJACTBA MHBIX KU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIMX JIEKApCTBEHHBIX
IIPENapaToB, IEHbl HA KOTOPBIE paHEe 3aPETUCTPUPOBAHBI.




84

Tabmuua 3. Onuchk TOKYMEHTaJIbHOTO OITBEPAKACHHUS PACX0/I0B HA MaTepHaIbl

(rpada 3 paznmena |l HacToAIIETO MPUITOKCHHS)

HanmenoBanne Marcpuaia

HanmenoBanune IIOCTaBIIMKa

Homep u nara ToBapHOU HAKIaJIHOU,
WJIM TaMOKEHHOM JIEKJIapalliy, WA UHOTO BUJIA
JOKYMEHTAJIBHOT'O IOATBEPKICHUS

2

3

4
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Tabmuma 4. KaapKysiius 3aTpaT ChIphs IO MPOU3BOICTBY OJTHOM MOTPEOUTETHCKOM YIIaKOBKU
(rpada 4 paznena Il HacTosIIIETO MPUITOKEHUS)

(HanMeHOBaHUE penapaTa, JO3UPOBKA H KOJIHYECTBO B MOTPEOUTEIHCKON YITAaKOBKE)

Cymma 3aTpar Ha OAHY
Hopwma pacxona N
Ne Enununa Lena daktuyeckoil 3aKynKu NOTPEOUTETBCKYIO
Crarbu pacxoI0B Ha ChIPbE (cormacHO TEXHHUYECKOMY .,
/1 U3MEPECHUS (6e3 HIC), pybneit ynakoBky (6e3 H/IC),
peraamMeHTy IpeIpHusITHsI) o
py6ueit
1 2 3 4 5) 6
AxTHBHas dapmalieBTU4YeCcKasi CyOCTaHIHS:
BcenomorarenbHble BelecTsa:
Uroro

B pacdere Ha OJJHY OTPEOUTENBCKYIO YIIaKOBKY.
B ciydyae oTCyTCTBHS 3aKyNKH BCIIOMOTATENIBHBIX BELIECTB, MCIOJIb3YEMbBIX IIPH IMPOU3BOJACTBE KOHKPETHOI'O JIEKAPCTBEHHOTO Ipemnapara, IpelCTaBIIsIFOTCS
CBCACHUA IIO O3THM KC€ BCIIOMOT'AaTCIbHBIM BCHICCTBAM, 3aKYIIACMBIM [JIsI IMPOHU3BOJACTBA HHBIX KWU3HCHHO HGO6XOI[I/IMBIX M BaXHEHUIIMX JICKApPCTBCHHBIX
IIPENapaToB, IEHbI HA KOTOPBIE PaHEe 3aPETUCTPUPOBAHBI.
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Ta6nuna 5. Uadopmarius 06 akTUBHON (hapMarieBTUUECKOM CyOCTaHITUN
(rpada 4 paznena |l HacTosIIIETO IPHITOKEHUS)

. Llena akTUBHOM (hapMarieBTHUECKOM
Y nenbHBIN Bec
., cyOctaHIMH (BKJIIOYAst TAMOXKEHHBIE
aKTHBHOMN
N Enunanna pacxonsl) (6e3 HIC)
(hapmareBTHYECKOM Crpana
HaumenoBanue [IpousBoaurens ITocTaBmuk HA3MEPEHUs B pyOIIsIX
. CyOCTaHIIMH B CTaThe . MIPOU3BOJICTBA . .
Ne AKTHBHOM " " . AKTHBHOH . aKTHBHOMN aKTHBHOMN (B mepecueTe Ha ATy
. | "Coippe" 3a OTUYETHBIN . AKTHBHOH . B BAJIOTE o
n/m | ¢apManeBTUIECKON (bapmaneBTHUCCKOI .. | dapmaneBTHYecKoii | (apmareB- TaMOKCHHOU JIeKJIapallyy,
TIepuoI, B (hapmaneBTHIECKON . | (yka3bIBa- M N
cyOcTanmmn cyOcTaHIMu cybcraHmu TUYECKON WM TOBapHOM HaKIIATHOH,
HaTypaabHOM cyOcTaHH €TCs BUJ
cyOCTaHINH WIIM HHOTO BH/IA
BBIpaXCHUH, BaJIIOTHI)
JOKYMCHTAJIbHOI'O
HPOLICHTOB
MIOITBEPKICHHS)
1 2 3 4 5) 6 7 8 9
Tabnuua 6. Onuck JOKYMEHTAIBHOTO OATBEPKACHUS PACXOJA0B HA ChIPhE
(rpada 4 paznena Il HacTosero NpUIOXKEHUs)
Ne | HammeHnoBanue (hapmanieBTHUECKON CyOCTaHIIUU Howmep u nara ToBapHO HakIa{HOU
HaunmeHnoBanue nmocraBimmka N .

/i WJIM BCTIOMOTATEJIbHOTO BEIIECTBA WJIY TPY30BOM TAMOXEHHOW JIEKJIapaluu

2

3

4
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Tabnuua 7. Pacmudposka 3atpat no cratee "3apaboTHas miaTta"
(rpada 5 paznmena |l HacToAIIETO MPUITOKCHHS)

Ormara Tpyaa

CTpaxoBble B3HOCHI Ha
00s3aTeIbHOE COLMAIBHOE
CTpaxoBaHKE OT HECUYACTHBIX

No CtpaxoBbie B3HOCHI 10 Uroro (6e3 HAC),
CTpyKTypHBIE TOApa3ACICHHS no 20 cuery, L * CJIlydaeB Ha MPOU3BOJICTBE .
/T - 20 cuety, pyOaei pyOnei
pyOneit podeCCHOHATBHBIX
3aboneBanuii o 20 cyery,
pyOueii
1 2 3 4 5 6

3apaboTHas 1iata paOOTHUKOB, 3aHATHIX
HETOCPECTBEHHO Ha IMPOU3BOICTBE
JIEKapCTBEHHOTO Iperapara

Hroro:

B pacuere Ha o1HY TOTPEOUTENBCKYIO YITaKOBKY™**

Y4YuThIBalOTCSA CTPAaxoOBbBIC B3HOCHI Ha 00s13aTeNbHOE COHUAJIBHOC CTPAXOBAHHEC Ha cnyqaﬁ BpeMeHHOI\/’I HeprI[OCHOCO6HOCTI/I U B CBA3HU C MAaTCpHUHCTBOM,
00s13aTeNIbHOE IEHCHOHHOE CTpaxOBaHUC, 00s13aTeNIbHOE MCIUIUHCKOC CTPaxOBaHUC.

PaccuntsiBaetcs no ¢popmyie "Hrorosoe 3Hauenue (B pyossx)"/"I[Inanupyemslii wiu ¢paktudyeckuit 00beM BBITYCKa Ipemnaparta” B COOTBETCTBUU € pazjenom V
METOJIMKH pacyeTa yCTaHABIMBAEMbIX POU3BOIUTENSIMHU JIEKAPCTBEHHBIX MPENapaToB MPeAeIbHbIX OTITYCKHBIX LI€H Ha JIEKapCTBEHHBIE MpEnapathl, BKIIIOUEHHBIE
B IIEpeYEHb )KMU3HEHHO HEOOXOAMMBIX M Ba)KHEHMIIMX JIEKAPCTBEHHBIX MPENapaToB, MPH UX FOCYAapCTBEHHONW PErHCTpaliy U MepeperucTpaliy, yTBEpKASHHON

noctaHoByieHreM [IpaButensctBa Poccuiickoit @eaepanun ot 15 centsadps 2015 . Ne 979.
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Tabnuua 8. PacmdpoBka 3atpat no crarbe "OO011enpon3BoACTBEHHbIE 3aTpaThl"
(rpadwl 6 - 9 paznena |l HacTosIIET0 MPUITOKEHNS)

8.1. PacimmdpoBka 3arpat no ctarbe "3apaboTHas miaTa 00IEnpOn3BOJCTBEHHOTO U BCIIOMOTaTeIbHOTO MepcoHaia"
(rpada 6 paznmena |l HacTOAIIETO MPUITOKCHHS)

CtpaxoBble B3HOCHI Ha
00513aTeNIbHOE COLUAIBHOE
Omnara Tpyzna CrpaxoBbie B3HOCHI 110 CTpaxOBaHHE OT HECYACTHBIX Hroro (6e3 HJIC),
o 25 cuery, pyonei 25 cuery, pyoOueit CIydaeB ¥ MPO(heCCHOHATBHBIX pyOuteit
3a0o0JsieBaHui 10 25 cyery,
pyOueit

Ne /i CtpyKTypHBIE TIO/Ipa3IeTeHUs

1 2 3 4 5 6

Hroro:

B pacuere Ha 0iHY NOTPEOUTENBCKYIO YITAKOBKY

Y4YuThIBalOTCSA CTPAaxOBbBIC B3HOCHI Ha 00s13aTeNbHOE COUAJIBHOC CTPAXOBAHHEC Ha cnyqaﬁ BpeMeHHOﬁ HeprI[OCHOCO6HOCTI/I U B CBA3HU C MAaTCpHUHCTBOM,
00s13aTeNIbHOE IEHCHOHHOE CTpaxoBaHHC, 00s13aTeNIbHOE MCIUIMHCKOC CTpaxOBaHHUC.
Vka3pIBaeTCs (I)OpMy.]Ia, B COOTBCTCTBHUHU C KOTOpOI>'I pacCUUTBhIBACTCA LICHA HA OJIHY HOTpe6I/ITeHLCKy10 YIIaKOBKY.
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8.2. PacindpoBka 3aTpar mo crtathe "DIEKTpO’HEprus, TersiocHabkeHue, BojocHaOkeHue W TorumBo" (rpada 7 pasmena |l

HACTOSIIET0 MPUITOKEHHS )

IJI\/?I Cratbs 3aTpar [TocraBmuk Croumocts ycnyr (6e3 HIC), py6neit
1 2 3 4
1. DIEKTPOIHEPT U
2. TemmocHabxenne
3. BonocHa0Oxenue
4, Tonnueo
Hroro:

B pacuere Ha 01HY NOTPEOUTENBCKYIO YIIAKOBKY

*
Vka3pIBaeTcs Q)opMyna, B COOTBCTCTBUU C KOTOPOU PACCUHUTHIBACTCA I€CHA HA OAHY HOTp€6I/ITCHLCKYIO YIIaKOBKY.

8.3. PacmudpoBka 3aTpat no cratbe "AMopTH3aIMsI OCHOBHBIX CPEJCTB, UCTIOIB3YEMBIX JJIsl TPOU3BOJICTBA"
(rpada 8 pasznena |l HacTosIIIETO IPHUITOKEHUS)

Awmoptuzanus (6e3 HIC), pyOneit

Ne OCHOBHEIE CpENCTBa
/o pea
1 2 3

Hroro:

B pacuere Ha 01HY TOTPEOUTENBCKYIO YITAKOBKY

Vka3pIBaeTcs (I)opMyna, B COOTBCTCTBHUHU C KOTOpOfI PACCUUTBIBACTCA LICHA HA OJIHY HOTpC6I/ITeJ'ILCKy'IO YIIaKOBKY.
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8.4. PacimudpoBka 3atpar no crarbe "[Ipodyne oO1enpon3BoACTBEHHBIC pacXo bl
(rpada 9 paznena |l HacTOAIIETO MPUITOKCHHS)

11\/@11 Cratbs pacxoioB [TocraBmuk yciayru Croumocts ycayr (6e3 HIAC), py6neit
1 2 3 4
HUroro:
B pacuere Ha OHY IIOTPEOUTEIHCKYIO YIAKOBKY

*
VYkazpiBaercsi opMyIia, B COOTBETCTBHH C KOTOPOH PACCUMTHIBACTCS IIEHA HA OJTHY OTPEOUTEIBCKYIO YITAKOBKY.
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Tabnuua 9. Pacmdposka 3atpat no cratbe "OO0111ex035HCTBEHHbIE 3aTPaThI"
(rpadst 10 - 12 pazgena |l HacTosIIEro IPUITOKEHUS)

9.1. Pacumdposka 3atpart no crathe "PazpaboTka”

(rpada 10 pasnena |l HacToOSIIIErO MPHUITOKEHUS)

Ne Cratbs pacxoi0B [TocTaBuuk ycinyru Croumocts, yenyr (0e3
/11 p yemyr HJC), pyoOuneit
1 2 3 4
1. Pa3paboTka KOHKPETHOTO JICKaPCTBEHHOTO TIperapara, B TOM 9Hciie COOCTBEHHBIC PaCcXO/Ibl
MPEIIPUATHS
2. PerucrpainmoHHbie IpoIeypbl, B TOM YHCIIC JOKIMHUYECKUE UCCIICIOBAHUS JIEKAPCTBEHHBIX
CPEICTB ¥ KIIMHUYECKUE MCCIIE0BAaHMS JICKApPCTBEHHOTO Tperapara
3. [Tpoune pacxombl

Hroro:

B pacuere Ha 0HY TOTPEOUTEIBCKYIO YIIAKOBKY

*
VYka3siBaercst GopMyIia, B COOTBETCTBHH C KOTOPOI pacCUMThIBAeTCs LieHA Ha OJHY NOTPEOUTEIBCKYIO YITaKOBKY.

9.2. Pacmdporka 3aTpat no crarhe "Peammzamus"

(rpada 11 paznena |l HacTosIIIeT0 NMPUITOKEHNS)

Ne
n/m

Cratbs pacxoi0oB

ITocraBmuk ycmyr

Croumocts yeayr (6e3 HIC), py6ueit

2

3

4

Hroro:

B pacuere Ha 0/1Hy MOTPEOUTENBCKYIO YIAKOBKY

*
VYka3siBaercst GopMyIia, B COOTBETCTBHH C KOTOPOI pacCUMTHIBAeTCS LieHA Ha OJHY NOTPEOUTEIBCKYIO YIIaKOBKY.
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9.3. PacumudpoBka 3atpart no crathe "[Ipodrie 001ex03siiicTBEHHBIE pacXop"
(rpada 12 paznena Il HacTosIEro MPUIOKEHUS)

Croumocts yciyr (6e3 HIC), pybneit

Ne
i Cratbs pacxon0B [TocraBmuk yciyru
1 2 3 4

Hroro:

B pacuere Ha 0/1HYy OTPEOUTENILCKYIO YIAKOBKY

*
VYkazpiBaercsi opMyIia, B COOTBETCTBHH C KOTOPOH PACCUMTHIBACTCS IIEHA HA OJTHY OTPEOUTEIBCKYIO YITAKOBKY.

[TpubsLIs U peHTa0eNEHOCTE TpOoAYKIUHU (Tpadsl 13 1 14 HACTOSIIETO MPUIIOKEHUS) OMPEICIIIOTCS B COOTBETCTBHHU C pazuenom V
METOJMKHU pacyeTa YCTaHABIMBAEMbIX MPOU3BOJUTEISIMHU JIEKAPCTBEHHBIX MPENApaTOB MPEAEIbHBIX OTIYCKHBIX LEH Ha JIEKAPCTBEHHbIE
Mpenaparkl, BKIOYEHHbIE B MEPEUYCHb KU3HEHHO HEOOXOAMMBIX M BAKHEWILIMX JIEKAPCTBEHHBIX IMPENapaToB, MPU UX TOCYIapCTBEHHON
pEerucTpaluy U MepeperucTpanuu, yrBepkaeHHoil nocranosieHueM IIpaBurensctBa Poccuiickoit denepanuu ot 15 centsiops 2015 .

Ne 979.

Tabmuiet 9 u 10 SBAAIOTCA TUNOBBIMHU, JOMYCKAETCS BKJIIOUYEHHE B HHUX JIOMOJHUTEIBHBIX CBEICHUM,

[Ipumeuanue.
YUUTBHIBAIOIIMX CIOCOO OTHECEHUs OOLIENpPOU3BOACTBEHHBIX M OOIIEXO35SHCTBEHHBIX PacX0J0B B COOTBETCTBHUHU

C YYETHOM MOJUTUKON OpraHU3alrH.
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®OPMYJIbI PACUETA

MOHMAKAKIUX KOG PUUMEHTOB, IPUMEHAEMbIX IIPH pacyeTe NpeAeJbHON OTIIYyCKHOM HEeHbI IPOU3BOAUTEIISI HA NePBbIi
BOCIIPOU3BEACHHBbIN, 0H0AHAJIOTOBBIN (0MONMOA00HBIN) JIeKAPCTBEHHbIN MPenapar, NpeacTaB/isieMoOil HA rOCYIapCTBEHHYIO
perucTpanuio

I[TPMJIOKEHHME Ne 8

K METOJIMKE pacyeTa yCTaHABIMBAEMBbIX
ITPOU3BOIUTEIISIMH JIEKAPCTBEHHBIX
IIPEnapaToB MPEAECIbHBIX OTITYCKHBIX LIEH
Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUECHHbBIE
B [I€PEUYCHb )KU3HEHHO HEOOXOIUMBIX
Y BAKHEMIIMX JIEKAPCTBEHHBIX IIPENApaToB,
IIPU UX TOCYAAPCTBEHHOM PETUCTPALIUU
Y NIEPEPETUCTPALINH

3aperucTpupoBaHHas NpeesIbHAS
OTITYCKHAas IIeHa 3a MOTPEOUTENbCKYIO
YIIaKOBKY pe(epeHTHOTr0

[onmxaromuit k03¢ HUIMEHT A pacueTa LeHbl Ha MepBbII

BOCITPOM3BEICHHBII JieKapcTBeHHBIN npenapat (K,)

[Honmxaromuit KO3PGUIMEHT U1l pacyeTa [eHbl Ha
MepBBIA BOCTIPON3BEICHHBIN, OMOaHAIOTOBBIi
(6rono00HbIN) JekapcTBeHHbIH npenapart (K;)

MMPOU3BOAUTECIIA T'OCYAAPCTB -

MMPOU3BOAUTEIIA T'OCYAAPCTB -

. o UHOCTPAHHOTO o WHOCTPAHHOTO
JIEKapCTBEHHOTO TIperiapara, pyoei qeHOB EBpasuiickoro qIeHOB EBpaswuiickoro
MIPOU3BOTUTEIIS, MIPOU3BOTUTEIIS,
(Lpeq) HKOHOMHUECKOTO CO03a, * SKOHOMHYECKOTO COH03a, *
MPOLIEHTOB MIPOLIEHTOB
MIPOIICHTOB IIPOICHTOB
1 2 3 4 5
1o 50 pyOuielt (BKIIOYUTENHHO) 0 0 0 0
= 024
ot 50 pyOureit 0 4 x (peg) " - 10 0 0

10 500 pyOneit (BKIIFOUUTETHHO)
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3aperucTpupoBaHHas peaeabHas
OTITYCKHAs IIeHAa 32 OTPEOUTEIBCKYIO
YIaKOBKY pe(epeHTHOIO

[Tonmxkaromuii Kod)PUIUEHT AJIT pacyeTa eHbl Ha TTePBbII

BOCITPOM3BEICHHBII JieKapcTBeHHBIN npenapat (Ki,)

[Nonmxaromuit K03 HUIMEHT A pacueTa LEeHbl Ha
MEePBbII BOCIIPOU3BEACHHBIN, OMOaHATOTOBBIN
(6rono00HkIN) JekapcTBeHHbIH npenapar (K;)

MMPOU3BOJUTCIIA TOCYAAPCTB -

IMPOU3BOJUTCIIA TOCYAAPCTB -

. o HHOCTPAHHOTO o HHOCTPAHHOT'O
JIEKapCTBEHHOTO Ipernapara, pyosei yieHoB EBpasuiickoro wieHoB EBpasuiickoro
POM3BOIAUTELS, IPOM3BOAUTEILS,
(Lpes) SKOHOMHUYECKOIO COH3a, * 9KOHOMHUYECKOTO COK03a, *
POLIEHTOB MPOLIEHTOB
IPOLIEHTOB IPOLIEHTOB
1 2 3 4 5

" 0.23 0,22 034 04T

ot 500 pyOnei 3,6 X (Lpep) " - 10 4 x (Upeg) " - 10 0,6 X (Lpep) ™" -5 0,39 x (Lpeg) ™" -5

1o 100 000 py6uneit (BKIIOYUTEIHHO)

ceeime 100 000 pyoneit

40

55

25

40

*
I/IHOCTpaHHOFO MMPOU3BOAUTCIIA, B TOM UYHUCIIC OCYWICCTBIIAIOIICTO HWIIN

JeKkapcTBeHHOro npemnapata B Poccuiickoit denepanuu.

IUTAHUPYIOIETO OCYUIECTBIIATh MEPBUYHYI0 U (WIM) BTOPUYHYIO YHAKOBKY
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®OPMYJIbI PACUETA

[TPMJIOKEHHUE Ne 9

K METOJIMKE pacyeTa yCTaHABINBAEMbIX
IIPOU3BOIUTEIISIMU JIEKAPCTBEHHBIX
IIPEnapaToB MPEAECIbHBIX OTITYCKHBIX LIEH
Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUCHHbBIE
B [I€PEUYCHb )KU3HEHHO HEOOXOIUMBIX
Y BAKHEMIIMX JIEKAPCTBEHHBIX IIPENApaToB,
IIPY UX TOCYAAPCTBEHHOW PErucTpanuu
Y NIEPEPETUCTPALIMH

NOHMKAKIIUX KOI(PPUUHMEHTOB, IPUMEHAEMbIX NIPH pacyeTe NpeAeJbHON OTILYCKHON LHEeHbl IIPOU3BOAMTE/ISA HA
BOCIIPOU3BEACHHBbIH, 0M0aHAIOr0BbIN (0MONMOI00HBIIT) JIeKAPCTBEHHBIH Npenapar, NpeacTaBJIsieMoil Ha rOCYAapPCTBEHHYIO

perucTpanuio

[Nonmxaromuit k03¢ (HUIMEHT A pacueTa LEeHbl Ha

3aperucTpupoBaHHas IpeeNIbHAs o .
BOCIIPOM3BEICHHBIN JiekapcTBeHHbIH mpemnapat (K;)

OTIYCKHAs 1[eHa 33 MOTPEOUTETHCKYIO

[Tonwmxaromuii ko3P PUIMEHT 11t pacyeTa IeHbI Ha
BOCTIPOM3BEICHHBIN, OM0aHAIOTOBBIN (OHOIOT00HbI)
JekapcTBeHHbIi npenapar (K;)

TIAaKOBKY pe(epeHTHOTrOo MIPOU3BOIUTENS TOCYIaPCTB - IPOU3BOIUTENS TOCYIAPCTB
Y y pedep . P _yAap WHOCTPAHHOTO p A -YAap WHOCTPAHHOTO
JIEKapCTBEHHOTO TIperapara, pyonen qIeHOB EBpasuiickoro - wieHoB EBpaswuiickoro
TIPOU3BOTUTEIIS, MIPOU3BOTUTEIIS,
(Lpe) HKOHOMHUECKOTO CO03a, * HKOHOMHYECKOTO CO03a, *
MPOIIEHTOB MIPOLIEHTOB
MIPOIICHTOB MTPOIIEHTOB
1 2 3 4 5
1o 50 pyOuielt (BKIIOYUTENHHO) 0 0 0 0
” 0,23 0,24
ot 50 pyOureit 3,6 X (Lpep) 4 x (Upegy) 0 0
10 500 pyOneit (BKIFOUUTETHHO)
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. [Monmxkaromuii Ko3QGUIMEHT IS pacdeTa IeHbI Ha
[Monmxaromuit K03(HUIMEHT IS pacueTa EeHbI Ha . . g
3aperucTpupoBaHHas MpeIeabHas . . BOCIPOU3BEICHHBIN, OM0aHAIOTOBBIH (OHOIOT00HbIN)
BOCIIPOM3BEICHHBIH JieKapcTBeHHBIH mpenapart (K;) .
OTITYCKHAs I[eHa 32 TIOTPEOUTEITHCKYIO nekapcTBeHHbIi npenapar (K)
TIAaKOBKY peepeHTHOro MIPOU3BOIUTENS TOCYIapPCTB - MIPOU3BOIUTEINS FOCYIapCTB
Y y pedep . p . -YAap WHOCTPAHHOTO p A -yAap WHOCTPAHHOTO
JIEKapCTBEHHOT O Iperapara, pyonei 4yieHOB EBpasuiickoro - wieHoB EBpaswuiickoro
MIPOU3BOIUTEITS, IPOU3BOIUTEIIS,
(Lpes) YKOHOMHYECKOTO CO03a, * YKOHOMHYECKOTO CO03a, *
MIPOLICHTOB MIPOLICHTOB
MIPOIICHTOB MIPOLICHTOB
1 2 3 4 5
= 023 024 0,34 04T
ot 500 pyOnei 3,6 X (Lpep) 4 x (Upegy) 0,6 % (Lpeq) 0,39 % (Lpeg)
1o 100 000 py6uneit (BKIIOYUTEIHHO)
ceeie 100 000 pyOueit 50 65 30 45

HNuoctpaHHOrO MNPOUM3BOAUTENS, B TOM YHKCJIE OCYIIECTBISIONIETO WM IUIAHUPYIONMIETO OCYIIECTBISATh MEPBUYHYIO U (WIM) BTOPUYHYIO YIAKOBKY
JIEKapCTBEHHOI0 penapara B Pocculickont denepanuu.
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[TPAJIOXEHHME Ne 10

K METOJMKE pacyeTa yCTaHABIMBAEMbIX
MIPOU3BOJUTEIISIMA JIEKAPCTBEHHBIX
MPEMApaTOB MPEACIbHBIX OTITYCKHBIX LIEH
Ha JICKaPCTBEHHBIC MPENApaThl, BKIIOUCHHBIE
B [IEPEUYCHb )KU3HEHHO HEOOXO0IMMBIX
Y BOXKHEUIINX JICKAPCTBEHHBIX MPENapaToB,
IIPU UX TOCYAapCTBEHHON PETUCTPALIUU
U TIepeperucTpanuu

OBOCHOBAHME PACYETA

NnpeaeJbHON OTILYCKHOM LEHbI HA JIEKAPCTBEHHBIN Mpenapar nNpou3BoAuTe/ el rocy1apcerTs - wWieHoB EBpa3uiickoro
IKOHOMMYECKOI'0 COK3a, NPEACTABIAECMOM HA NepePerucTpaumio

(HaI/IMeHOBaHI/IC OpFaHI/ISaHI/II/I'SaﬂBI/ITCHﬂ)

|. CBeneHus 0 JIEKAPCTBEHHOM TIpenapare

1. HoMep peructpanimoHHOTO YJI0CTOBEPEHUS

2. MC)KI[yH&pO)IHOC HCIIaTCHTOBAHHOC, UJIH I'PYIIIIMPOBOYHOC, NJIIKM XUMHUYCCKOC HAMMCHOBAHHUC

3. ToproBoe HauMeHOBaHHUE

4. JlexapcTBeHHas (hopma, JO3UPOBKA WIIM KOHIIEHTpAIlKs, 00hEM, aKTUBHOCTb B €IMHUIIAX JICHUCTBUS

5. O61uiee KOJIMYECTBO BO BTOPUUYHON (TOTPEOUTENBCKOI) yIIAaKOBKE
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Il. Pacuer ueHsbI

[IpsimMbie pacxomst OO0u1enpon3BOACTBEHHbIC pacxonm*
. IpenensHast OTIyCKHAs LiEHA
IIpornosupye- dakruueckuit
N 32 MOTPEOUTENBCKYIO YIIaKOBKY
MBIl YPOBEHb | YpPOBEHb HHQIISILIUH C .
No 3JIEKTPOIHEPTHsl, (6e3 HJIC), pyOueit
aMOPTH3ALMs OCHOBHBIX CPEJICTB, UHQIALUY, | y9ETOM MPOTHO3HOTO
n/m MaTepuabl CBIpbE TEIUIOCHA0KEHHE,
HCIOJIb3YEMBIX IJISI TIPOM3BOJCTBA HPOLEHTOB YPOBHS,
BOJIOCHA0)KEHHUE H TOILTHBO ** —
(1) HPOLICHTOB
3aperucT- [POLICHTOB
HPOLICHTOB HPOLICHTOB MPOLICHTOB MPOLICHTOB 3asB-
¢akr. | mIaH. ¢daxr. | maH. ¢axr. IUIaH. (axr. IUIaH. pUpOBaH- yBeIH-
YBEITHYCHHUS YBEITHYCHUSI YBEITHMYCHUSI YBEITMYCHUSI JICHHAsI
Hasi YCHHS
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18
PYKOBOIII/ITCJIB OpraHu3anunu-3as1BUTCIIA
(Tmomuch) (p.m0.) (Tenedon, agpec FMEKTPOHHOHN ITOYTHI)
HUcnonnurens
(moamuce) (b.m.0.) (TenedoH, ajgpec AMEKTPOHHON TTOYTHI)

" HaxmaJHble PacXoibl 3amoJHSIOTCS TPH TEPEPEerHCTPAIiy MPEACIbHBIX OTIYCKHBIX IIH TPOM3BOIWTENCH Ha JIEKAPCTBEHHBIC NPENapaThl B CIydasx,
IIPENyCMOTPEHHBIX noanyHkTamu "a" m "B" myHkra 32 IlpaBun rocynapCTBEHHON pPErMCTpallMy M NEPEPErucTpalii yCTAHABIMBAEMBIX IPOU3BOJUTEISMU
JIEKapCTBEHHBIX IPENapaToB IMpeeiIbHbIX OTIMYCKHBIX LIEH Ha JEKapCTBEHHbIE IMpernapaThl, BKIOYEHHbIE B MEPEUEHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IpPEnapaToB, YTBEpXAEeHHBIX noctaHoBieHueM IlpaButensctBa Poccuiickoit @enepaunu ot 29 okrabpsa 2010 r. Ne 865 "O rocynapcTBeHHOM
PerynMpoBaHNH LEH HA JIKAPCTBECHHBIC TPENAPAThl, BKIIOUCHHBIC B IEPEUCHD XKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIIX JICKapCTBEHHBIX MPEMapaToB”.
[Tporuo3upyemblii ypoBeHb HHMISAINHN TEKYLIETO I0/ja, YCTAHOBIIEHHBIN (eiepalibHbIM 3aKOHOM O (eiepaibHOM Or0/IKETe Ha COOTBETCTBYIOIINN (PUHaHCOBBIN
rOJl ¥ IIJIAHOBBIN MEPUOI.
™" MakTHdyecknii ypoBeHb MHQISALUK MPEIIIECTBYIONIEr0 KATCHIAPHOTO TOa C y4eTOM IPOTHO3HOrO YPOBHS HH(IIAIMH TEKYIIETO TOIa, YCTAHOBJICHHOTO
denepambHBIM  3aKOHOM 0  (QenepanbHOM  OIO/DKeTE  Ha  COOTBETCTBYIOUIMM — ()MHAHCOBBIM TOA W IUIAHOBBIM  MEPUOJ,  pacCUUTHIBAEeTCS
B COOTBETCTBUM C MYHKTOM 41 METOIMKH pacyeTa YCTaHABIMBAEMbIX IPOU3BOJAUTENSMU JIEKAPCTBEHHBIX MPENapaTroB MpeNeibHbIX OTIYCKHBIX LIEH
Ha JIEKapCTBEHHbIE NpenapaTsl, BKIIOYEHHBIE B MEPEUYeHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX MpENapaToB, NMPH UX TOCYAapCTBEHHON

perucTpalnmy u nepeperucTpalny, yreepkieHHoi nocranosnenuem [IpaBurtensctBa Pocecuiickoit ®eneparuu ot 15 centsOpst 2015 r. Ne 979.
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IMPUJIOXEHHUE Ne 11

K METOJMKE pacyeTa yCTaHABIMBAEMbIX
MPOU3BOJUTEIISIMUA JIEKAPCTBEHHBIX
MPEMapaToB MPEACIbHBIX OTITYCKHBIX LIEH
Ha JICKaPCTBEHHBIE MPENAPaThl, BKIFOUCHHBIC B
nepeyeHb KU3HEHHO HEOOXOIUMBIX
Y BQXXHEWIINX JICKAPCTBEHHBIX MPENapaToB, IMPU UX
rOCYJIapCTBEHHOW PETUCTPALIUU
U TIEPEPETUCTPALINU

SHAYEHUNUA

k03¢ duIMeHTa e HOBOM IPyNIbl, IPUMEHAEMOI0 IIPH pacyeTe NpeaebHbIX OTIYCKHbBIX LIeH MPON3BOANTE e HA JIEKAPCTBEHHbIE
npenaparbl, NPeACTABJISAEMbIX HA MepeperuncTpaunio

rjﬁl LlenoBas rpymnma Koaddunuent rienoBoii rpymmsl, npouentos (1)
1 2 3
1. 10 50 pyOunelt (BKIIOUUTENBHO) 100
2. ot 50 pyouteti 1o 500 pyOIeit (BKIFOUNTETHHO) 90
3. ot 500 py6neit no 1000 py6uieit (BKIIIOUUTEIHHO) 85
4. ot 1000 py6uteii o 3000 pyOiteli (BKIIOUUTEIHHO) 80
5. ot 3000 py6ueit 1o 5000 py6meil (BKIOUUTENBHO) 75
6. ot 5000 py6ueii no 10000 pybmeit (BKIFOUUTETHHO) 70
7. ot 10000 py6neit 1o 20000 pyOsreli (BKIIOYUTEIBHO) 60
8. ot 20000 py6neit no 40000 pyOuieli (BKIIOYUTEIHHO) 50
Q. ot 40000 py6seii 1o 100000 pyOmeit (BKIIOUATETHHO) 40
10. | cBeime 100000 pyOGneit 30
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[MTPAJIOXEHHME Ne 12

K METOJIMKE pacyeTa yCTaHABIMBAEMBbIX
IPOU3BOIUTEISIMU JIEKAPCTBEHHBIX
IIpenapaToB MPEAEIbHBIX OTITYCKHBIX LIEH
Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUCHHbBIC
B IIEPEUYCHb JKU3HEHHO HEOOXOIMMBIX
Y BOKHEUIINX JIEKAPCTBEHHBIX IIPENApaTOB,
IIPU UX TOCYAapCTBEHHON PETUCTPALIUU
U [IepeperucTpanuu

OBOCHOBAHHUE PACYETA

npeaeJbHON OTIIYCKHOM LeHbI HA JIEKAPCTBEHHBIN NMPenapaT HHOCTPAHHbBIX POU3BOAMTEICH,
B TOM YHCJ/Ie OCYIIEeCTBJISIIOIIMX MEPBUYHYI0 U (W) BTOPUYHYIO YIIAKOBKY JIEKAPCTBEHHOI0 Ipenapara
B Poccuiickoii @enepannu, npeacTaBjisgeMoid HA MepepPerucTpanmio,
3a EPHOJ C r. 110 r.

(HaI/IMeHOBaHI/IC OpFaHI/ISaHI/II/I'SaﬂBI/ITCHﬂ)

CBeneHus 0 JEKapCTBEHHOM Ipernapare

1. HoMep peructpaiimioHHOTO YJI0CTOBEPEHUS

2. MC)KI[YHapOI[HOC HCTIAaTCHTOBAHHOC, WU I'PYIITUPOBOYHOC, HIIN XUMHUYCCKOC HAMMCHOBAHUC

3. ToproBoe HamMeHOBaHUE

4. JIekapcTBeHHas (hopma, JO3UPOBKA MIIM KOHIIEHTpAIIHs, 00heM, aKTHBHOCTD B €IMHUIAX JICHCTBHS

5. O61iee KOIMYECTBO BO BTOPUIHOM (MTOTPEOUTENHCKOM) YITAKOBKE
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N [IpenenpHast OTITyCKHAs IIeHA
Kypc HammonanbpHO# BafOTH TOCYIapCTBa- CpeHeB3BEIICH-
5 Benuuuna 3a MOTPEOUTENBCKYIO YITaKOBKY (0e3
HaunmenoBanmue MPOU3BOANTENS K pyOItro (py0iieit) Has (aKTHIecKas .
[IpousBogurens N YBEIIUYCHHS HJIC), pyGuneii
HAIMOHAIBHOMN 1IeHa BBO3a .
No (c yxazaaneM Kypc Tpu TIpeaeTbHON
BaJIFOTHI . (oTmycka) N
n/m CTaiuu TOCYIapCTBEHHON | KypcC IpH OTITYCKHOM 3aperu-
rocymapcTBa- [IPOLICHTOB JIEKapCTBEHHOTO 3asMBJICH- | IIPOIICHTOB
MIPOU3BOJICTBA) perucTpamnuu nepeperu- IICHBI, CTpUPO- 4
TIPOM3BOIUTEIIS . YBEITUYCHUS npenapara, 2 Has YBETHYEHUS
(mocnegHeit CTpariu Smciit MPOLICHTOB BaHHas
pPETUCTPAITAN) by
1 2 3 4 5 6 7 8 9 10 11
PYKOBOIII/ITCJIB OpraHu3anunu-3as1BUTCIIA
(Tmomuch) (p.m0.) (Tenedon, agpec IMEKTPOHHON TOUTHI)
M.II.
HUcniomaurens
(Tmomuch) (p.m0.) (Tenedon, agpec IMEKTPOHHOH ITOYTHI)

'Tpu mepeperncTpaui NpeieabHOA OTIYCKHOH IGHBI HA JIGKAPCTBEHHBI IPENapaT HHOCTPAHHOTO IMPOM3BONWTENIS YKA3HIBACTCS CpPEIHEB3BEIICHHAS
¢dakTHueckas 1ieHa BBO3a (OTIyCcKa) JIEKapCTBEHHOro mnpenapara. [Ipu mepeperucrpanuu NpeenbHOW OTIMYCKHOW IIEHbI Ha JIEKapCTBEHHBIH Ipemnapar
MHOCTPAHHOTO TPOM3BOAMTENS, OCYIIECTBISIOIEIO MEPBUYHYIO U (WJIM) BTOPUYHYIO YIAKOBKY JEKapCTBEHHOro mnpemnapara B Poccuiickoit denepauuu,
yKashIBACTCS CPeIHEB3BeNICHHAS (akTHueckas 1eHa OTIyCKa JIEKapCTBEHHOT O Mpernapara.

PaccuntbiBaeTCs B COOTBETCTBMM C MYHKTaMu 52 - 54 METOJIMKM pacyeTa YCTaHaBJIMBAEMBIX MPOM3BOAMUTEISIMHU JIEKAPCTBEHHBIX INPENapaToB IMPeaeabHbIX
OTIYCKHBIX II€H Ha JIEKapCTBEHHbIE IpernapaThl, BKIIOUEHHbIE B INEpPEYeHb >KU3HEHHO HEOOXOMUMBIX W BKHEHIIMX JIEKApCTBEHHBIX MpPENaparoB, MpU HX
roCy/1lapCTBEHHON PETUCTpALlMU U MIepeperucTpanuy, yreepxxaeHHon nocranosienueM [IpasurensctBa Poccuiickoit @enepanuu ot 15 centsiops 2015 r. Ne 979.

[IpenenpHas oOTHycKHas II€Ha @POU3BOJAUTENS Ha JIEKAPCTBEHHBIM IIpenapar, 3aperucTpUpOBaHHas 10 COCTOSIHMIO Ha JaTy IOJauM 3asBJICHUSA
0 MEPEPETUCTPALIMHU TTPENECTBHON OTIYCKHOW IIEHBI.

3asBIeHHAs K IEpeperucTpalny npeaeiabHas OTIyCKHAs [eHa TPOU3BOANUTENS Ha JIEKapCTBEHHBIH mpemnapar.".




