[IPABUTEJILCTBO POCCUNCKON ®EJIEPAITM
[TOCTAHOBJIEHUE
ot 15 cents16ps 2015 roga Ne 979

O BHecenuu u3MeHeHui B mocranossenue [IpaBurenscTBa Poccuiickoit denepainu ot
29 okts6ps 2010 roga Ne 865 u 00 yTBEp)KI€HUH METOJIUKH pAacyeTa YCTaHABIMBACMBIX
[IPOU3BOIUTENISIMU JICKAPCTBEHHBIX MPENapaToB MPEACNIbHBIX OTIYCKHBIX IICH Ha
JIeKapCTBEHHBIE MPEnapaThl, BKIIOYECHHBIE B IEPEUYEHb KU3HEHHO HEOOXOIUMBIX U
BKHEUIIUX JICKAPCTBEHHBIX MIPENapaToB, IPU UX FOCYTAPCTBEHHON PErUCTpaIiuy U
[epeperucTpatun

C m3menenusmu Ha 31 okTsa0ps 2020 roga

JIOKyMEHT C U3MEHEHHSIMU, BHECEHHBIMU:

noctaHoBieHreM IIpaButenscTBa Poccutickoit @enepannn ot 8 okts6ps 2018 roga Ne
1207 (OdunmaibHbIi HHTEPHET-TIOPTANT MPABOBOM HH(MOPMAIIUT WWW.pravo.gov.ru,
18.10.2018, Ne 0001201810180006);

noctanoBieHueM [IpaBurtensctBa Poccuiickoit @enepannn ot 31 oktadpst 2020 roma Ne
1771 (OdunmanbHblii HHTEPHET-MIOPTAN IPABOBON HHGOPMAIIUU WWW.Pravo.gov.ru,
03.11.2020, Ne 0001202011030002).

[IpaBuTenscTBO Poccuiickoit deaepaiuunocTaHOBIISET:

1. YTBepanTh npusaraeMble:U3MEHEHUS, KOTOPBIE BHOCATCS B IOCTAHOBJIEHNE
[IpaButenscTBa Poccuiickoit @eneparuu ot 29 okta6pst 2010 rona Ne 865 "O
roCy/IapCTBEHHOM PETYJIMPOBAHUH LIEH Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIOYEHHbIE B
nepeyeHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX Mpenaparos”
(Cobpanue 3axkoHonatenscTBa Poccuiickoit @enepammu, 2010, Ne 45, c1.5851; 2011, Ne
50, ¢1.7390; 2012, Ne 37, ¢1.5002);MeTOIMKY pacyeTa yCTaHABIUBAEMBIX
IIPOU3BOIUTENISIMU JIEKAPCTBEHHBIX MIPENAPATOB NMPEACIBHBIX OTIYCKHBIX LIEH Ha
JIEKapCTBEHHbIE MPENapaThl, BKIOYEHHbIE B IEPEUYEHDb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX MPENApATOB, IPU UX FOCYIapCTBEHHON PETUCTpaLluu U
nepeperucTparmm.

1.1. MununcrepctBy 3apaBooxpanenus Poccuiickoit ®denepanuu u GenepanbHoit
AHTHUMOHOIOJIBHOM CiTy0€ AaBaTh MPU HEOOXOAUMOCTH Pa3bsCHEHUS MO0 MPUMEHEHHUIO
METOJIMKH pacueTa yCTaHaBIMBAEMbIX IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX NPENApaTOB
Mpe/ieIbHBIX OTIYCKHBIX 1IEH Ha JIEKApCTBEHHBIE MIPEnapaThl, BKJIOYEHHbIE B IIEpPEYCHb
KHU3HEHHO HEOOXOAMMBIX M BaXHEHUIITNX JIEKAPCTBEHHBIX MPEMapaToB, MPH UX
roCy/1apCTBEHHON PETUCTPALMU U MIEPEPETUCTPALINH, YTBEPHKIEHHOW HACTOSIIUM
IIOCTAHOBJICHUEM.

(ITlynkt nomonHuTeNbHO BKItOUEH ¢ 18 okTsa0ps 2018 roga moctaHOBIEHUEM
ITpaButenscTBa Poccuiickoit deneparn ot 8 oxTs10ps 2018 roma Ne 1207)

2. Hacrosiiiee nmocraHoBiieHHE BCTyMaeT B cuity ¢ 1 okTs16ps 2015 roza.



[Ipencenarens [IpaButenbcTBa
Poccuiickoit ®enepanun
H.Mensenes

VYTBEPXIEHBI
nocranoBieHueM [IpaBuTenbcTBa
Poccuiickoit ®eneparuu

ot 15 cents16ps 2015 roga Ne 979

N3Menenus, KoTopble BHOCITCS B moctaHoBiieHue [IpaBurenscrBa Poccuiickoii
®enepanyn ot 29 okta6ps 2010 roma Ne 865

1. AG3ar BTOpo# myHKTa | U310KUTH B cieayroen pegakuuu: "[IpaBuna
TOCYJJAPCTBECHHOMN PErUCTPAIlK U TIEPEPErHCTPALIMU YCTaHABIMBACMBIX
MIPOU3BOIUTEIISIMH JICKAPCTBEHHBIX MIPEMapaToB MPEAeIbHBIX OTIYCKHBIX IICH Ha
JICKapCTBEHHBIC MTPETapaThl, BKIOYCHHBIC B TIEPEUYCHb )KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX MPENaparos;".

2. [IpaBuna rocy1apcTBEHHOM PETUCTPALIUU IPEJEIbHBIX OTIYCKHBIX LIEH
IIPOU3BOJIUTEIICH Ha JIEKAPCTBEHHBIE IIPENIapaThl, BKIOYCHHbIE B [IEPEYECHb KU3HEHHO
HEOOXOIMMBIX M BKHEUIINX JIEKAPCTBEHHBIX MTPETIapaToB, yTBEP)KIACHHbBIC YKa3aHHBIM
IIOCTAaHOBJICHUEM, U3JIOKUTH B CIEAYIOLIEH PeJaKLIUU:

"VTBEPXJEHbI
noctaHoBieHueM lIpaButenbcTBa
Poccuiickoit ®enepanun

ot 29 oxTs6ps 2010 roga Ne 865
(B peakiuu MOCTaHOBIICHUS

IIpaBurensctBa Poccuniickoit denepanuu
ot 15 cents6ps 2015 roga Ne 979)

[IpaBuna rocyapCTBEHHOM PETUCTPALIMU U NIEPEPETUCTPALUN YCTAHABINBAEMBIX
MIPOU3BOAUTENSAMH JIEKAPCTBEHHBIX IMIPENAPATOB MPEAEIIBHBIX OTITYCKHBIX LIEH Ha
JIEKapCTBEHHBIE MTPENapaThl, BKIIOUCHHBIC B TIEPEUYCHD JKU3HEHHO HEOOXOIUMBIX U
BAKHEMIIUX JIEKAPCTBEHHBIX MpenapaToB

1. Hacrosimue IIpaBuia ycTaHaBIMBaOT MOPSIIOK OCYIIECTBICHUS TOCY 1apCTBEHHON
pETUCTpALMK U IEPEPETUCTPALIMH YCTAHABINBAEMBIX IPOU3BOJUTENSAMHU T'OCYJAPCTB -
4yieHOB EBpa3uiickoro 5KOHOMHYECKOTO COK03a U MHOCTPAHHBIMU MTPOU3BOJUTENSIMHU
JIeKapCTBEHHBIX MPEnapaToB (J1anee - MPOU3BOAUTEINN) MPEIENbHbBIX OTIYCKHBIX IIeH Ha
JIEKapCTBEHHbIE MPENapaThl, BKIIOYEHHbIE B IEPEUYEHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIIINX JIEKAPCTBEHHBIX MPENApaToOB, €KErOJHO yTBEP)KAaeMbli [IpaBurenscTBOM
Poccuiickoit @eaepanuu (nanee - IeKapCTBEHHBIE MTPENapaThl).

2. 'ocynapcTBeHHAsi pErucTpalus U IEPEPEruCTpaIus MpeIebHbIX OTIYCKHBIX LIEH
MIPOU3BOIUTENEH HA JIEKAPCTBEHHBIE TIPETIapaThl OCYIIECTBISETCS B pyOIsX.



3. MunucTepcTBO 3/ipaBooxpaneHus Poccutlickoit @eaepaiuy oCyniecTBIICT
PETUCTPALMIO IPEAETBHOM OTITYCKHOM LEHBI TPOU3BOIUTEIIS HA JIEKAPCTBEHHBIN
rpenapar, ee nepeperucTpanuo, BHECEHUE YKa3aHHOM 3aperuCcTpUpPOBAHHON
(mepeperucTpupoBaHHOMN) MPEAEIBLHON OTIYCKHOM IIEHBI B TOCYIaPCTBEHHBIN peecTp
MpEeAENIbHBIX OTITYCKHBIX LIEH POU3BOJIUTENECH Ha JIEKAPCTBEHHbBIE ITpenapaTsl,
BKJIIOYCHHBIE B TIEpPEUEHb )KU3HEHHO HEOOXOIMMBIX U BKHEHIINX JICKAPCTBEHHBIX
IpenapaToB (Aajiee - FoCyAapCTBEHHBIN PeecTp), BblIauy JepiKaTellt0 WU BIIJIENIbIly
PErUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara (YIoJIHOMOYEHHOMY UM
JIMITY) BBIMMCKYU U3 MpUKa3za MuHUCTEpCTBA 31paBooxpanenus Poccutickoit denepamnuu o
roCy/1apCTBEHHON perucTpanuu (IepeperucTpalum) NpeaeabHON OTIYCKHOM 1IEHbI
IIPOU3BOJUTEIS HA JICKAPCTBEHHBIN IIpenapar.

4. J1ns rocyAapCTBEHHOM PETUCTPALIUU U TIEPEPETUCTPALIUY TTPEIETbHON OTITYCKHOM
LIEHBI TPOU3BOIMUTENIS HA JIEKAPCTBEHHBIN IIpenapat B MUHUCTEPCTBO 3/ipaBOOXPaHEHUS
Poccuiickoit @deaepauu npeacTaBIisioTCs ClIeIyONIHe JOKYMEHTHI (Ha OyMaKHOM
HOCHUTEJE B 2 9K3EMIUISIpax 1 B AJICKTPOHHOM BHJIE):

a) 3asBJICHHUE O PETUCTPALIMH WUJIH MEPEPErUCTPALIUU MPEIEIbHOM OTIYCKHON IIEHBI
MIPOU3BOIUTEIIS HA JICKAPCTBEHHBIH Mpenapar 1o ¢popme, yTBep:KIaeMoil
MunucrepcTBoM 3apaBooxpanenus Poccurickoit denepanuu, coaepxalliee Cleayroime
CBEJICHUS:HAMMEHOBAHUE JCPKATENs WIM BJIAJIEIbLA PETUCTPALMOHHOTO YIOCTOBEPEHHUS
JIEKApCTBEHHOTO Mperapara, aipec 3JIEKTPOHHOM NOYThl, HANMEHOBAHUE MTPOU3BOIUTES,
MECTO HaXOXIACHUS IPOU3BOACTBEHHBIX IIJIOIIAI0K, YUYACTBYIOIINX B IIpoOLECCe
MIPOU3BOJICTBA JIEKAPCTBEHHOTI'O MIpenapara, ¢ yKa3aHUueM CTaIuM Ipouecca
IIPOM3BO/ICTBA; HAUMEHOBAHUE JIEKAPCTBEHHOT0 Mpenapara (MeKIyHapoJHOe
HEIMaTeHTOBAHHOE, WIH IPYIIIMPOBOYHOE, WIM XUMHUYECKOE U TOProBOE
HauMEHOBAaHMS);HOMEP PETUCTPALIMOHHOTO YA0CTOBEPEHUS JIEKAPCTBEHHOTO
npernapaTa;iekapcTBeHHas popMa C yKa3aHHEeM JO3UPOBKH JIEKAPCTBEHHOT'O TIperapara u
€ro KOJINYeCTBa BO BTOPUYHON (TIOTPeOUTENBCKON) YITaKOBKE, a TAaKKe

KOMIUIEKTHOCTB; IIITPUXOBOI KO/, HAHECEHHBIH Ha BTOPUYHYIO (TOTPEOUTETHCKYIO)
YIIAaKOBKY JIEKapCTBEHHOI'O MPEIapaTa; Kol JEKapCTBEHHOIO IIpenapara 1o aHaToMo-
TepaneBTHYECKO-XUMUYECKON KilacCu(UKallUU, PeKOMEH0BaHHON BecemupHoit
OpraHu3anyen 34paBoOXPaHEHM ;KO JIEKAPCTBEHHOT'O Tpenapara B COOTBETCTBUH €
Oobmepoccuiickum Ki1accupuKaTopoM MpOAYKUMH U (MIK) eAnHOM ToBapHOI
HOMEHKJIaTypOW BHEIIHEAKOHOMUYECKON NEATEIbHOCTH EBpa3suiickoro 3KOHOMUYECKOT O
COI03a;IIpeieNIbHAs OTIIYCKHAs LI€HA POU3BOAUTENS Ha JIEKApCTBEHHBIN Mpernapar,
paccuuTaHHas B COOTBETCTBUHU C METOJMKOM pacueTa yCTAHABIMBAEMBIX
MPOU3BOAUTENSAMHU JIEKAPCTBEHHBIX MPENAPATOB MPEAEIbHBIX OTITYCKHBIX LIEH Ha
JIEKapCTBEHHbIE MPEnapaThl, BKIIOYEHHbIE B IEPEUYEHb KU3HEHHO HEOOXOIUMBIX U
BOXKHENIIMX JIEKAPCTBEHHBIX NIPENAPATOB, IIPU UX TOCYJAPCTBEHHON PETUCTPALIUU U
MepeperucTpannm, yTBepKJIeHHOM mocTaHoBlIeHueM [IpaBurenscTBa Poccuiickon
®enepanun oT 15 centsops 2015 roga Ne 979 "O BHeceHHH U3MEHEHHIA B
noctanoBienue [IpasutenscTBa Poccuiickoit @eneparun ot 29 oktsa6pst 2010 roma Ne
865 1 00 yTBEpP)KJICHUH METOIUKH pacyeTa yCTaHABIMBAEMbIX IPOU3BOIUTEIISIMU
JIEKAPCTBEHHBIX IPEMAPaTOB NPEAEIbHBIX OTITYCKHBIX IIEH HA JIEKAPCTBEHHbIE
MpernapaTsl, BKIIOUEHHBIE B TIEPEeYCHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX



JIEKapCTBEHHBIX MPENapaToB, IPH UX TOCYIAPCTBEHHON PErUCTPALUH U
nepeperucTpanun” (aanee - MeTOUKA);IOANNCH U pacinpoBKa HOAMHCH
YIIOJIHOMOYEHHOTO JIUIIA, T0JDKHOCTh, KOHTAaKTHBIE TeIe(OHBI;

0) KOmusl JIMLIEH3UH Ha TIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;
B) KOIUSI PETUCTPALIMOHHOTO yI0CTOBEPEHUS JICKAPCTBEHHOTO IIpenapara;

I) CIEAYIONINE TOKYMEHTHI, MPEJICTABIIsIEMbIE C YU€TOM TPeOOBaHUM METOIUKU:CBEICHUS
00 o0BbemMax U IieHax OTITyCKa HaxoAsmuxcs B oopamiennu B Poccuiickoit ®denepanuu
JIEKapCTBEHHBIX MPENAPATOB MIPOU3BOJICTBA TOCYAAPCTB - WieHOB EBpa3uiickoro
SKOHOMHUYECKOI'O CO03a;pacueT MpeAesbHbIX OTIYCKHBIX IIEH Ha JIEKAPCTBEHHBIE
Ipenaparsl IPOU3BOCTBA TOCYAAPCTB - WICHOB EBPa3suiickoro 5JKOHOMHUYECKOIO COX03a,
MPEACTABISIEMBIX HA TOCYJAPCTBEHHYIO PETUCTPALIMIO;PACUET IPEAEIbHBIX OTITYCKHBIX
LICH Ha JICKAPCTBEHHBIE ITPEnapaThl IPOU3BOICTBA TOCYIaPCTB - YIECHOB EBpa3uiickoro
SKOHOMHUYECKOI'0 COI03a, PEJCTABIAEMbIX Ha FTOCYJaPCTBEHHYIO
MepeperucTpaIuio;000CHOBaHUE TIPEIETbHBIX OTITYCKHBIX 1IEH HA JIEKAPCTBEHHbBIC
npenapaThl, BKIIOYEHHBIC B IEPEYCHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX
JIEKaPCTBEHHBIX MPENAPATOB, MPEACTABISEMbIX HAa TOCYIAPCTBEHHYIO PETUCTPALIUIO HIIH
MepeperucTpauio;cBeeHIs 00 00beMax U 1IeHaxX BBO3a JIEKAPCTBEHHBIX MPENapaToB
WHOCTPAHHOTO MPOU3BOJICTBA, HAXOIAIIUXCS B 0OpalieHuu Ha Teppuropun Poccuiickoit
®enepannn;pacyeT NpeleabHbIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHbIE IIPenapaThbl
WHOCTPAHHOT'O TPOU3BOJICTBA, IPEACTABISEMBIX HA TOCYAAPCTBEHHYIO PETUCTPALUIO.

5. MunucrepcTBo 3apaBooxpanenus Poccuiickoit denepanyu He BnpaBe TpeOOBATh y
JieprKaTess WM BIaIeblia PETUCTPALMOHHOTO Y IOCTOBEPEHMS JIEKAPCTBEHHOTO
npemnapara (yImoJHOMOYEHHOT0 UM JIMIa) MPECTaBIeHNs KOIUH JOKYMEHTOB,
MpeAyCMOTPEHHBIX ToAmyHkTamu "0" u "B" myHkra 4 Hactosmux [Ipasun. [Jepxarens
WJIY BJIaJEIIell PETUCTPALMOHHOTO Y IOCTOBEPEHMS JIEKAPCTBEHHOTO IIpenapara
(YIOJIHOMOYEHHOE UM JIULO) BIIpaBe MPECTABUTH KOMMU YKa3aHHBIX JOKYMEHTOB I10
COOCTBEHHOW MHUIIMATHUBE.

6. B ciiyuae npencraBineHus aepkaresneM WiIu BiIaJeblieM PEruCTPallMOHHOTO
YII0CTOBEpPEHUS JIEKAPCTBEHHOTO MperapaTa (YyIoJHOMOYSHHBIM UM JIUIIOM) 3asiBJICHUS O
pPErucTpaly NPEAeIbHON OTITYCKHOM IIEHBI POU3BOIUTEINS Ha JIEKApCTBEHHBIM
npenapar /10 UICTE€UYeHHs 3 JIET CO JHS MPUHATHUS PEIICHHs 00 UCKIIFOUCHUH TIPEeIIbHON
OTIYCKHOM 1I€HBI Ha 3asBJISIEMbIN JIEKApPCTBEHHBIN MpenapaT U3 rocyJapCTBEHHOr0
peecTpa, IPUHATOrO Ha OCHOBAHUU 3asBJICHUS 3TOTO JIepKaTes UK BiiaJeblia
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpenapara (ynoJIHOMOYEHHOTO UM
JIU11A), 3asBJICHHAS TIpe/iebHAs OTITYCKHAs IIeHa HE MOJKET MIPEBBIIIATh PAHEE
HCKIIIOYEHHYO.

7. MunmuctepcTBO 3apaBooxpanenus Poccuiickoit @enepannu B TedeHue 15 padbounx
THEH co THA oOpallleHus AepKaTels WIK BIaJeNblia peruCTPAlMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TpernapaTta (YIoTHOMOYEHHOTO MM JIUIA):



a) OCYIIECTBIISICT MPOBEPKY IMOJTHOTHI MPEICTABICHHBIX B COOTBETCTBHH C ITYHKTOM 4
Hacrosux [IpaBuil JOKyMEHTOB (J1ajiee - TOKYMEHTBI) U COACPKALTUXCS B HUX
CBCJICHUM;

0) B cily4ae eciu JIepKaTeNb UIH BIaJIeNel] PETUCTPAMOHHOIO yI0CTOBEPEHUS
JIEKapCTBEHHOI'0 Ipernaparta (yInoJIHOMOUYEHHOE UM JIUII0) HE NPEACTABUI:KOIIUIO
PEruCTPallMOHHOIO YAOCTOBEPEHUS HA JIEKAPCTBEHHBIN IIpenapar, - IpOBEPsET CBEICHUS
0 rOCYZJapCTBEHHOM PErUCTPALIMU JIEKAPCTBEHHOIO MpernapaTa Ha OCHOBAHUU JaHHBIX
roCyJapCTBEHHOT'0 peecTpa JIEKAPCTBEHHBIX CPEACTB;KOMMIO JIUIIEH3UN Ha TPOU3BOJICTBO
JIEKaPCTBEHHBIX CPEJCTB, - 3alIPALIMBACT U MOJIYYaET B MOPAJIKE MEKBEJOMCTBEHHOT O
MH(OPMALIMOHHOTO B3aUMOACHCTBHS OT MHUHHCTEPCTBA MPOMBIIIJIEHHOCTH U TOPTOBIH
Poccuiickoit @eaepanuu HHPOPMAIUIO O HATHYUY 110 JAHHBIM PeecTpa JIUICH3UI Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB JJIs1 MEJULMHCKOTO IPUMEHEHUS
COOTBETCTBYIOIICH JINIIEH3UHU Y IPOU3BOIUTENS (B OTHOIICHUH POCCUHUCKOTO
MIPOU3BOIUTENA);

B) IIPOBOJIUT B COOTBETCTBUU C METOJUKON IPOBEPKY MPEAEIbHON OTIYCKHON LIEHBI
IIPOU3BOIUTEIIS Ha JIEKAPCTBEHHBIN IIpenapaT Uil peLIeHHs BOIIpOca O HanpasiieHuu |
AK3EMILIAPA TI0KyMEHTOB B DeiepalibHyI0 aHTUMOHOIIOJBHYIO CITyKO0Y;

I') IPUHUMAET peleHUe 00 0TKa3e B rOCYAapCTBEHHOM PErucTpauuy nin
IIepeperucTpatyy NpeAeIbHON OTIIYCKHOM LIEHBI IPOM3BOANUTENS HA JIEKAPCTBEHHBIN
npernapar B ciiydae OTCYTCTBHUS B IPEICTABICHHBIX JOKYMEHTAaX HEOOXOIMMBIX
CBEZICHUI, BBISIBIICHUS CONEPKAIIUXCS B HUX HEJOCTOBEPHBIX CBEICHUI WU
MIPEBBILICHUS 3asBJICHHON NIPEIEIbHON OTITYCKHOW LIEHBI ITPH Mojaue 3asBIEHUS C
yueToM TpeboBaHM MyHKTa 6 Hactosmux [IpaBui, a Takke B ciiyyae HeNpeACTaBICHUs
CBEICHUI B COOTBETCTBUU C MMyHKTOM 10 Hacrosmux [Tpasui.

8. denepanpHas aHTUMOHOMOJIBHAS cIyk0a B TeueHue 15 pabounx AHei co THs
MOJTyYEHUsI TJOKYMEHTOB MPOBOJIUT B COOTBETCTBUH C METOJUKON SKOHOMUYECKUN
aHaJIMN3 MPEeACIbHON OTIYCKHOM 1IeHbl TPOU3BOAMUTENI HA JIEKAPCTBEHHBIN ITpenapar, a
TaKKe MPUHUMAET U HarpasiisieT B MUHUCTEPCTBO 3/1paBooxpanenus Poccuiickoit
®denepanuu perieHrne o0 COrJacoBaHUU yKa3aHHOM MpeieIbHON OTIYCKHOM 1IEHBI Ui 00
OTKa3€ B €€ COTJIACOBAaHUH (C U3JIOKEHUEM IIPUUMH OTKa3a).

9. MunuctepcTBO 311paBooxpaneHus Poccuiickoit denepamnuu B TeueHne 5 pabounx qHen
CO JHA nojiy4yeHus peuieHus PenepanbHON aHTUMOHOIIOJIBHON CITY>KOBI O COrJIaCOBaHUU
MpeieIbHON OTITYCKHOM 1I€HbI MPOU3BOINUTENS Ha JIEKApCTBEHHBIH Npenapat miu 00
OTKa3€ B €€ COINIACOBAHUM IIPUHUMAET PELICHUE O FOCYAapPCTBEHHOM PErUCTPALIMU WIH
MepeperucTpalny NpeaesibHON OTIYCKHOMW LIEHBI MPOU3BOUTENS HA JIEKAPCTBEHHBIM
npernapar Hiu 00 0TKa3e B rocy1apCTBEHHON PEerucTpalu yKa3aHHOU IIeHbI ¢ yYeTOM
peuienus, npunaroro denepanbHON aHTUMOHOIIOIBHOM CITYKOOH.

10. B cmydae He0OXOAMMOCTH YTOYHEHHS CBEJICHUH, COJIEPIKAINUXCS B MIPEACTABICHHBIX
JIOKYMEHTaX, MOJIy4eHUs JOMOJIHUTETHHON HE00X0AMMON HHGOPMAITUU AepKaTelhb HIIN
BIIAJIEJICT] PETUCTPAIIMOHHOTO Y0CTOBEPEHHUS JIEKAPCTBEHHOTO TIpernapara



(YIOJITHOMOUYEHHOE UM JIMLO) IPEeACTaBIISET M0 3apocy MUHUCTEPCTBA
3npaBooxpaHeHus Poccuiickoit denepanuu COOTBETCTBYIOIIYIO JOKYMEHTAIBHO
oopmnennyro uadopmanuto. [Ipu 3ToOM Cpok paccMOTpEHHsI JOKYMEHTOB,
MIPEyCMOTPEHHBIN MyHKTOM 7 HacTosAumx [IpaBui, yBennuuBaercs He 6osee yem Ha 10
pabouux aHel.B ciryuyae He0OXOAMMOCTH YTOUHEHMsI CBEACHUH, COlepKaIUXCs B
MPEJCTAaBICHHBIX JOKYMEHTaX, MOJIY4YEeHUS TOTOIHUTEIBHOW HEOOX0IMMON
uHbOpMaLUU AeprKaTellb WU BlIaJiesiel] pErUCTPallMOHHOIO YJI0CTOBEPEHUS
JIEKapCTBEHHOT O Ipenapara (YIOoJHOMOUYEHHOE UM JIMLO), FOPUIMYECKUE JIULIA,
OCYILECTBIISIOUINE ACATEIbHOCTh IPU OOPALIEHNUH JIEKAPCTBEHHBIX CPEICTB, OPIaHbI
HCIIOJIHUTEJILHOM BJIACTHU B MPEJENIax UX KOMIETEHIIMU [IPEICTABIISIOT 10 3alIpocy
®enepanbHON aHTUMOHOIIOJIBHOMN CITYKObI COOTBETCTBYIOLIYIO JOKYMEHTAIBHO
oopmrnennyro napopmaruro. [Ipr 3TOM CpoK paccCMOTPEHHSI JOKYMEHTOB,
IPeSyCMOTPEHHBIN MyHKTOM § HacTosAuux [IpaBui, yBennuuBaercs He 6osee yem Ha 10
pabouunx auei. Ilpu HEMOCTYIIIEHUH OT JepKaTelsl W Ba/ieNblia PErHCTPAlMOHHOTO
yIIOCTOBEpPEHHMsI JIEKApCTBEHHOT'O Npenapara (YHOoJIHOMOYEHHOTO UM JIMLA) B IIpeeiax
YCTaHOBJIEHHOTO CPOKa 3alPOLICHHON JOKYMEHTAIBHO 0(OpMIIEHHON HH(DOpMAITIH
denepanbHas aHTUMOHOIOJIbHAS CITyK0a B TeueHUe 5 pabounx JHEH o JHS UCTeUSHUS
CpOKa €€ IpeACTaBICHUs IPUHUMAET PELIEHUE 00 0TKa3e B COIIACOBAaHUU IIPEAEIbHON
OTIIyCKHOM LIEHBI IPOU3BOUTEISI HA JIEKAPCTBEHHBIN IIpenapaT U HaIpaBJIsieT €ro B
MunucrepcTBo 3apaBooxpaneHus Pocculickont @enepannn, KOTOpOe B T€UEHUE S
pabouux AHEH co AHS MOJYUYEHUS ITOTO pelIeHUs IPUHUMAET pelieHre 00 oTkase B
roCy/1apCTBEHHON PETUCTPALMU WM NIEpEPErucTpali yKa3aHHOH 1IEHbI, O YEM B
MUCbMEHHOMN (hopMe yBeAOMIISET JIeprKaTessl Ui BJIaJIesblla PEruCTPallMOHHOIO
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O TpenapaTa (yInoJIHOMOYEHHOE UM JIUILIO).

11. B ciiy4ae npuHSTHS pELLIEHUS O TOCYAAPCTBEHHOM PETUCTPALIMU UK
MepeperucTpaluy NpeaesibHON OTIYCKHOW LIEHBI TPOU3BOAUTENS HA JIEKAPCTBEHHbBIN
npenapatr MunuCTepCTBO 31paBooxpanenus Poccuiickoit denepanuu BHOCUT
COOTBETCTBYIOLINE TAHHBIE B TOCYJaPCTBEHHBIN PEECTP, BBIIAET AEPKATEIO WIIN
BJIAJIENIbIy PETUCTPALIMOHHOIO yIOCTOBEPEHU JIEKAPCTBEHHOTO IIpenapara
(YIOJIHOMOYEHHOMY MM JIMITY) BBIMMCKY U3 MPHUKa3a O rOCyAapCTBEHHON perucTpanuu
WJIY TIEPEPErUCTPALIMH IPEAEIbHON OTIYCKHON LIEHBI IIPOU3BOJUTENSA Ha JIEKAPCTBEHHbIN
npenapaT 1 pa3MeniaeT COOTBETCTBYIONIYIO HH(OPMAIIMIO Ha CBOEM O(QUIIHAIILHOM caiiTe
B UH(OPMALIMOHHO-TEIEKOMMYHUKaIMOHHOU ceTn "VHTepHeT".

12. B cnyuae mpuHsTHS penieHns 00 0Tka3e B TOCYIapCTBEHHON pEeruCTpalluy Hin
MEepepPErucTpalny NpeaesIbHON OTIYCKHOW LIEHBI MPOU3BOIUTENS HA JICKAPCTBEHHBIMN
npenapat MunuctepcTBo 3apaBooxpaneHus Poccuitickoit denepanuu yBe1oMisieT

Jiep KaTeNsl UM BIIaJIeNblla PETUCTPALIMOHHOTO YA0CTOBEPEHUS JIEKAPCTBEHHOTO
npemnapata (yIoJHOMOYEHHOE MM JIUI0) B TUCBbMEHHON (hopMe O IPUHATOM PELIeHUH (C
M3JI0KEHUEM TTPUYHMH OTKAa3a).

13. OcHoBanueM AJis oTKa3a B corsiacoBaHuu denepanbHO aHTUMOHOIOIBHOM CITy>KO0M
roCyJapCTBEHHOM PErUCTPALIMU WIH IIEPEPETUCTPALUU IIPEAEIBHON OTIIYCKHOM LIEHBI
MIPOU3BOUTEIS HA JIEKAPCTBEHHBIN ITpenapar, 0TKas3a B TOCYapCTBEHHOW PETHCTPaLluN
WJIM TIepeperucTpanuu MUHUCTEPCTBOM 3ApaBooxpaHeHus Poccuiickoit denepanun



IIPEIEIbHON OTIIYCKHOM LIEHBI IPOM3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar ¢ y4eToM
pemenust, npunsaToro deaepanbHON aHTUMOHOIIOIBHON CITY>KOOH, SIBIISIETCA:

a) MpeJICTAaBJICHUE HEJOCTOBEPHBIX CBEJICHUI;

0) mpeacTaBiICHUE JOKYMEHTOB B HEMIOJHOM 00BbeMe U (MJIM) HETIOJTHOTA COICPKAIIMXCS
B HUX CBCJICHHIM;

B) IIPEBBIIICHNE IPEICTaBICHHOMN JIs TOCYIapCTBEHHON pPErUCTpaliy UIu
IIepEepEruCTpaLy NPEAEIbHON OTIIYCKHOH LIEHBI IPOM3BOAUTENS HA JICKAPCTBEHHBIN
rpenapar HaJl LeHOH, paCCYUTaHHOM B COOTBETCTBUU C METOUKOM.

14. Pemenne 06 oTKa3e B rocy1apcTBEHHOW PETHCTPALINHN HITH ITEPEPETUCTPAIIH
NpeAeIbHOM OTIYCKHOM LIEHBI IIPOU3BOIUTEINS Ha JIEKAPCTBECHHBIN TPEnapaT MOXXET ObITh
00>KaJI0BaHO B CyJJeOHOM MOPSIKE.

15. JInst rocyjapcTBEHHOM perucTpanyy NpeAeabHbIX OTIYCKHBIX LIEH IIPOU3BOJAUTENIECH
Ha JIEKapCTBEHHBIE IIpenapaThl, HE IOCTYIABIINE B O0palleHUE Ha TEPPUTOPUU
Poccuiickoit @enepanuu, KpoMe TOKyMEHTOB, IPEACTABIIIOTCS:

a) MPOU3BOIUTEISIMHU FOCYAAPCTB - WIEHOB EBpa3uiickoro SKOHOMHYECKOTO
COI03a:pacyeT pacxo/0B, CBI3aHHBIX C pa3pabOTKOM, TPOU3BOJACTBOM U peaTn3aluen
JIEKapCTBEHHOT'O IIpernapaTta, ¢ IpeCTaBIeHHeM HEOOXOUMBIX IOKYMEHTOB;JaHHbIE 00
YYETHOM MOJUTUKE MPEANPUITHS B 4aCTU CIIOC00a yUeTa U pacipeiesieHus
O0IIeTPON3BOACTBEHHBIX U O0IIEX03HCTBEHHBIX PaCcX0JI0B Ha C€0ECTOMMOCTh
JIEKApCTBEHHBIX MPEMapaToB;IaHHbIe, TOKYMEHTAIBHO TOITBEPKIAIOITUE CYMMY
00IIeTPON3BOACTBEHHBIX U O0IIEX03HCTBEHHBIX PacX00B;HH(POPMAITHUS O CIIOCO0e
OTHECEHUS OOIIEMPOU3BOJCTBEHHBIX U 00IIEX035IUCTBEHHBIX PACX0/I0B HA
ce0ecTOMMOCTh KOHKPETHOTO JIKAPCTBEHHOTO Mpenapara;JaHHble 00 00beMax BBITYCKa
JIEKapCTBEHHOTO MperapaTa, ero yJeIbHOM Bece B 00111eM 00beMe MPOU3BOIUMBIX
JIEKapCTBEHHBIX MPENapaToB;I0KyMEHTAIbHOE MMOATBEPKACHNE U paciIn(poBKa 3aTpar,
3aHUMAIOIINX HAaMOOJBIINI YIeThHBIN BEC B CEOECTOMMOCTH MPEenapaToB;pacuudpoBka
pacxoJI0B Ha MPOU3BOACTBO JIEKAPCTBEHHOTO MpernapaTa 1o cratbsim "Ceipbe" 1
"Matepuansl", a TakkKe T0KyMEHTAJIbHOE MOATBEPKICHNE PACXOI0B M0 YKa3aHHBIM
CTaThbsIM;

0) NPOM3BOIUTENIIMU FOCYIapCTB - WIEHOB EBpa3uiickoro 3KOHOMHUYECKOI0 CO03a,
TUTAHUPYIOIIMMU OCYIIECTBIATH MEPBUUHYIO U (UJIH) BTOPHUHYIO YIIAKOBKY
JIEKapCTBEHHOT O Tipenapara B Poccuiickoit denepanui, 1epraresieM WA BlIaJesIbleM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpernapara (yrnoJIHOMOYEHHBIM UM
JIUIIOM) B CJIy4ae OTCYTCTBHS 3apETUCTPUPOBAHHOMN MPEAEIbHON OTIYCKHON 1IEHBI
MHOCTPAHHOTO ITPOU3BOIUTEIS HA ATOT JIEKAPCTBEHHBIN MTpenapar - pa3mep
MUHUMAaJIbHON OTITYCKHOM LIEHbI MPOU3BOAUTEINS (6€3 yueTa HauMEeHOBaHUS
IIPOM3BOJICTBEHHBIX IUIOMAJ0K, YYaCTBYIOLIMX B IIPOLIECCE IPOU3BOICTBA) HA
JIEKApCTBEHHBIN MTpenapar B CTPaHax, yKa3aHHbIX B IPUIIOKeHUH Ne 4 Kk METOIMKe, C
YUETOM PacxXoJi0B, CBA3aHHBIX C TAMOXXEHHBIM O(QOPMIICHHEM (TaMOKEHHBIX MOLUINH U



cOOpOB 3a TaMOKeHHOE 0(DOPMIICHHE), a TAaK)KE CBEJIeHUs (10 BEIOOPY JepiKaTess Uilu
BJIaJIENIbLIa PErHCTPALMOHHOTO YI0CTOBEPEHHS JISKAPCTBEHHOT'O Tpernapara
(YIOJTHOMOUYEHHOTO MM JIHIIA), TIOTBEPKIAIOIIHNE TPEACTABICHHYI0 MUHUMAIIbHYFO
OTITYCKHYIO IICHY IPOU3BOIUTENS Ha JIGKAPCTBEHHBIN Ipenapar (Ha OyMa)KHOM HOCHUTEE
C 3aBEpEHHBIM B YCTAHOBJICHHOM TOPSIJIKE TIEPEBOJIOM Ha PYCCKHM S3bIK);

B) MHOCTPAHHBIMU MPOU3BOAUTEISIMH - pa3Mep MUHUMAJIbHOW OTITYCKHOM LIE€HbI
MHOCTPAaHHOTO POU3BOIUTENS (0€3 yueTa HauMEHOBAHUS MPOU3BOJCTBEHHBIX
IJIOLIA/I0K, YYACTBYIOIIUX B MpOIecce MPOU3BOJICTBA) HA JIEKAPCTBEHHBIN Mpenapar B
CTpaHaXx, YKa3aHHbIX B IPUJI0KEeHUHU Ne 4 K METOAMKE, C yUETOM PacXO/0B, CBA3aHHbIX C
TaMO>KE€HHBIM 0(OpMIICHHEM (TaMOKEHHBIX MOLUIUH U COOPOB 32 TAMOKEHHOE
oopmienue), a Takxe cBeleHus (110 BEIOOPY JepiKaTelis WK Biaesbla
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara (ynoJIHOMOYEHHOTO UM
JM1a), TOATBEP K IAI0LIUE NTPEACTABIEHHYI0 MUHUMAJIbHYIO OTIIYCKHYIO LIEHY
MHOCTPAHHOTO MTPOU3BOIUTENIS HA JIGKAPCTBEHHBII Mpernapat (Ha OyMaKHOM HOCHUTEIIE C
3aBEPEHHBIM B YCTAHOBJICHHOM MOPSJKE NEPEBOJOM HA PYCCKUH S3bIK).

16. Jlep>xaTenb UM BiIajeNel] perucTpalliOHHOTO yI0CTOBEPEHUS (YIOJTHOMOYEHHOE UM
JIMI0) BOCIIPOU3BECHHOIO JIEKAPCTBEHHOT'O MpenapaTa MHOCTPAHHOIO MTPOU3BOJICTBA
WJIM BOCIIPOU3BEAECHHOTO JIEKAPCTBEHHOT'O IIpenapara Mpou3BOICTBA FOCYAapCTB -
wieHOB EBpa3uiickoro 3KOHOMHMUYECKOTO COK03a, HE HaXOIIErocs B 00palleHny B
Poccuiickoit deneparuu, npeacTapiser 1uisl TOCY1apCTBEHHON perucTpauuu
MPEJETbHYIO OTIIYCKHYIO LIEHY IPOU3BOIUTENI HA JICKAPCTBEHHBIN MpEnapar, He
npeBbIarnyo 80 IpOLEHTOB CPEAHEN 3aperuCTPUPOBAHHOM MPEAEIbHON OTITYCKHOM
LIEHBI [TPOU3BOIUTEINS HA pepepeHTHBIN JIEKapCTBEHHBIN MpenapaT, pacCCUUTaHHOM 3a
nepuos 3 JIeT 10 MPEACTaBICHUS AepKaTeIeM WIH BIIJIEIbLEM PETUCTPALIMOHHOTO
ya0cTOBepeHus (YIOJIHOMOUYECHHBIM UM JIMIIOM) YKa3aHHOTO BOCITPOU3BEIEHHOTO
JIEKapCTBEHHOTO ITperapara npeaeabHON OTIIYCKHOM LEHbI, PACCYMTAHHOU UCXOS U3
CTOMMOCTH OJTHOM JIEKApCTBEHHOU (POPMBI, a B ClTydae €ro OTCYTCTBUS - IPEIETBHYIO
OTIYCKHYIO IIEHY, HE MPEBBIAONIYI0 80 MPOLEHTOB MaKCUMaJIbHOU
3apEeruCTPUPOBAHHOM MPEAETBHON OTITYCKHOM IIEHBI MPOU3BOINUTEIIS HA aHATOTUYHBIN
JIeKapCTBEHHBIHN Mpemnapar (1o MeXIyHapOAHOMY HETTaTeHTOBAHHOMY HaUMEHOBAHHIO
WJIY TIPY €70 OTCYTCTBUHU - XUMHYECKOMY WJIM TPYIIIUPOBOYHOMY HAMMEHOBAHUIO,
JIeKapCTBEeHHOHN (hopMe U TI03UPOBKE (KOHIIEHTPAIIMH, aKTUBHOCTH B €UHHUIIAX
JIENCTBUS ), PACCUUTAHHON UCXO/I U3 MAKCUMAJIbHOW CTOMMOCTH OJHOM JIEKAPCTBEHHON
¢dbopMel. B cnyuae ecniu ¢ MOMEHTa rOCyJapCTBEHHOM perucTpaliy 1eHbl Ha
pedepeHTHBIH JIeKapCTBEHHBIN MpemnapaT MpoIuio MeHee 3 JIET, pacyeT MPOU3BOAUTCS
UcXos u3 (aKTUYECKOTO MEePHo/ia TOCYJapCTBEHHOM perucTpaliy eHbl Ha
pedepeHTHBIH JIeKapCTBEHHBIN mpernapat.Jlepx’aTenb win Biajener] perucTparioHHOTO
yAOCTOBEPEHUS (YIOTHOMOYEHHOE MM JIUI0) BTOPOTO U MOCIEAYIOIINUX
BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPEMAPATOB HHOCTPAHHOIO MPOU3BOJICTBA, HE
HaxoJsAmmxcs B oOpaiieHuu B Poccuiickoit denepanuu, mpeacTaBiseT s
rOCy/IapCTBEHHOW PErUCTPAllUH MPEIETbHYI0 OTIYCKHYIO IIEHY TPOU3BOIUTEIIS HA
JIEKapCTBEHHBIN IpenapaT HUKE Ha 5 IMMPOLEHTOB MOCIEAHEN 3apEruCTPUPOBAHHON
MpeIeTbHON OTITYCKHOM IIEHBI TPOU3BOIUTEINS HA AHAJTIOTUYHBIN BOCITPOU3BEACHHBIN
JIEKapCTBEHHBIN Mpenapar (1o MeXIyHapoIHOMY HENATEHTOBAHHOMY HAMMEHOBAHUIO



WJIY TIPU €70 OTCYTCTBUU - XUMHYECKOMY MJIM TPYIIIMPOBOYHOMY HAUMEHOBAHUIO,
JIEKapCTBEHHOH (hopMe, T03UPOBKE (KOHIIEHTPAIINU, aKTUBHOCTH B €IMHUIIAX JICUCTBUSA),
pacCYMTaHHOM MCXOMAS U3 MAaKCUMAJIBHOM CTOMMOCTH OJTHOH JIeKapcTBEHHOM GopMbl.IIpu
CHWKEHUHU OT MAKCUMAJILHOM 3apErMCTPUPOBAHHOM IPEIEIBbHON OTIIYCKHOMN LIEHBI
MIPOU3BOIUTEINS Ha pepepeHTHBIN JIeKapCTBEHHBIH Mpernapar, a B ciIy4yae ero OTCyTCTBUS
- OT MAaKCHUMAaJIbHOM 3apETUCTPUPOBAHHOM LIEHBI HA AaHAJIOTUYHBIN JIEKAPCTBEHHBIN
npenapart (1o MeKIyHapOJHOMY HEMAaTeHTOBAaHHOMY HAMMEHOBAHUIO WJIH IIPH €T0
OTCYTCTBHUHM - XUMUYECKOMY WJIM FPYIIIIUPOBOYHOMY HAMMEHOBAHUIO, JIEKAPCTBEHHOMN
¢dbopMe U 103UPOBKE (KOHLIEHTPALIMU, aKTUBHOCTH B €IMHUIIAX ACHCTBUS), pACCUUTAHHON
HCXOJIS 13 MAaKCUMAIBHON CTOMMOCTH OJIHOH JIeKapcTBEeHHOU (hopMbl, Ha 40 TIPOIICHTOB
IpezeibHas OTIIYCKHAs LIeHa POU3BOINUTENS HA BOCIIPOU3BEICHHBIH JIEKapCTBEHHBIN
IIpernapaT MHOCTPAHHOT'O MPOU3BOACTBA HE MOKET MpeBbIaTh 60 IPOLEHTOB
MaKCUMaJbHOM 3apEruCTPUPOBAHHON MPEIEIbHON OTITYCKHOM LEHbI POU3BOUTENS Ha
pedepeHTHBIH JIeKapCTBECHHBIN Tpernapar, a B Cliydae ero OTCYTCTBHS - MaKCUMaTbHOU
3apEeruCTPUPOBAHHON MTPEAEIbHON OTIIYCKHOM LIEHbI TPOU3BOAUTEIIS HA aHAJOTUYHBII
JIEKapCTBEHHbIHN Mpernapar (110 MeXAyHapOoAHOMY HETATEHTOBAHHOMY HAaUMEHOBaHUIO
WJIY TIPU €70 OTCYTCTBUU - XUMHYECKOMY MJIM TPYIIIUPOBOYHOMY HAUMEHOBAHMUIO,
JIEKapCTBCHHON (hopMe U JIO3UPOBKE (KOHIICHTPAIIMH, aKTUBHOCTH B €TUHHUIIAX
JEHCTBHS ), PACCUNTAHHON UCXO/S U3 MAKCUMAJIbHOM CTOMMOCTH OJTHOM JIEKapCTBEHHOMN

(bopMBL.

17. lep>kaTenb UM BIaJeNel] peTUCTPalliOHHOTO yIOCTOBEPEHUS (YIOTHOMOYEHHOE UM
JUI10) OMOaHAIOTOBOTO (OMOMOJ00HOT0) JICKApPCTBEHHOTO Tperapara HHOCTPAHHOTO
MIPOM3BOICTBA WJIM OMOaHaI0roBOro (OMOmo00HOT0) JIEKApCTBEHHOTO Mperapara
IIPOU3BOJICTBA FOCYAAPCTB - WICHOB EBpa3suiickoro 3KOHOMHUYECKOr0 COX03a, HE
HaxoJsmierocs B oopamennn B Poccuiickoit deneparuu, npeacTapiseT s
roCy/1apCTBEHHON PETUCTPALUU IPEAEIbHYIO OTIIYCKHYIO IIEHY ITPOM3BOIUTENS Ha
JIEKapCTBEHHBIN Mpenapar, He MpeBblaonlyo 90 npoleHToB cpeaHeit
3apETUCTPUPOBAHHON MIPEICITbHON OTITYCKHOM 1IEHBI TPOU3BOAUTEINS Ha pedepeHTHBIM
JIEKapCTBEHHBIN Mpenapar, pacCCUMTAaHHOM 3a EpHO 3 JIET 10 NPEACTABICHUS
JiepKaTesieM WIN BIaIeblEeM PErUCTPAlMOHHOTO Y0CTOBEPEHHUS (YIIOJTHOMOUYEHHBIM
UM JIMIIOM) YKa3aHHOTO OM0aHaJI0roBoro (6MonoJ00HOro) JeKapCTBEHHOTO Mpenapara
MpeIeabHON OTITYCKHOM IIEHBI, PACCYMTAHHOW UCXOMS U3 CTOUMOCTH OJHOMN
JIeKapCTBEHHOHN (POPMBI, a B CIIydae ero OTCYTCTBHS - IPEAETIbHYIO OTIYCKHYIO IIEHY, HE
MPEBBIIAOITYI0 90 TPOLIEHTOB MaKCUMAIBHOM 3apETUCTPUPOBAHHON MPEIETHbHOM
OTITYyCKHOM 1I€HBI Ha aHAIIOTMYHBIN JIEKAPCTBEHHBIH Mpenapar (1o MexayHapOaHOMY
HEMAaTeHTOBAHHOMY HAaUMEHOBAHUIO WJIM MPU €r0 OTCYTCTBHH - XUMUUYECKOMY HIIH
TPyNIHUPOBOYHOMY HAMMEHOBAHHUIO, JIEKAPCTBEHHOUN (JOopME U TO3UPOBKE
(KOHIIEHTpAIH, AKTUBHOCTHU B €MHUIIAX ICUCTBUS ), PACCIMTAHHOW HCXOIS U3
MaKCHUMaJIbHOW CTOMMOCTH OJTHOM JIEKapCTBEHHOU GopMmbl. B ciydae ecinu ¢ MOMeHTa
rocy/1apCTBEHHON PETUCTpaLliy IIeHbl Ha pe)epeHTHBIH JIEKapCTBEHHBIN Ipenapar
MPOIIJIO MeHee 3 JIET, pacueT MPOU3BOAUTCSA UCXOS U3 (PaKTHUECKOTo Mepruoia
roCy/1apCTBEHHON PETUCTPALlMU IIeHbl Ha pe)epeHTHBIH JIEKapCTBEHHBIN
npenapar./lep>xarenb UM BiIajesiel perucTpallMOHHOIO yA0CTOBEPEHUS
(YTIO;THOMOYEHHOE MM JIUIIO) BTOPOTO M MOCIEIYIONUX OH0aHaI0TOBBIX (OMOMO00HBIX )
JIEKapCTBEHHBIX MPENapaToB MHOCTPAHHOTO MPOU3BOJICTBA, HE HAXOIAILIUXCS B



obOpamenuu B Poccutickoii @enepanuu, mpeacTaBiseT A1 ToCy1apCTBEHHON
pPErucCTpalvy MPEAeIbHYIO OTITYCKHYIO IIEHY MPOU3BOUTEIS Ha JIEKAPCTBEHHBIN
rpenapar HHKe Ha 5 IPOLEHTOB NOCJIEIHEN 3apEeruCTPUPOBAHHOM NIPEEIbHON
OTITYCKHOM 1I€HBI TPOU3BOAMUTEIIS HA aHAJIOTUYHBIN JIEKapCTBEHHBIN Mpemnapart (1o
MEXIyHApOAHOMY HEITaTeHTOBAHHOMY HAaUMEHOBAaHUIO WM IIPU €r0 OTCYTCTBHH -
XUMHYECKOMY WUJIU TPYIITMPOBOYHOMY HAUMEHOBAHUIO, JIEKAPCTBEHHOU (hopMe U
JO3UPOBKE (KOHIICHTPAIIUH, AKTUBHOCTHU B €IMHULIAX JIEHCTBUS ), PACCUNTAHHOM UCXOS
U3 CTOMMOCTH OJIHOM JieKapCTBeHHOM (popMbl.[Ipy CHIDKEHUH OT MaKCUMaIbHOU
3aperucTpUPOBAHHOMN MpeieIbHON OTITYCKHOM 1IE€HbI TPOU3BOAUTENS HA peepeHTHBIH
JIEKapCTBEHHBIN Ipenapar, a B CJIy4ae ero OTCyTCTBHS - OT MAaKCUMaJIbHOU
3apEruCTPUPOBAHHON MTPEAEIBHON OTITYCKHOM LIEHBI TPOU3BOAUTEIIS HA aHAJIOTUYHBII
JIEKapCTBEHHBIN Mpenapar (1o MeXAyHapOIHOMY HEMATEHTOBAHHOMY HAaMMEHOBAHUIO
WJIY TIPU €70 OTCYTCTBUU - XUMHYECKOMY MJIM TPYIIIMPOBOYHOMY HAUMEHOBAHUIO,
JIEKapCTBCHHON (hopMe U JIO3UPOBKE (KOHIICHTPAIIMH, aKTUBHOCTH B €TUHHUIIAX
JEHCTBHS ), PACCUNTAHHON UCXO/S U3 MAKCUMAIIbHOM CTOMMOCTH OJTHOM JIEKapCTBEHHOMN
¢dopMmel, Ha 40 TIPOIIEHTOB TIpeIeIbHAs OTITYCKHAS ICHA TPOU3BOIUTEIIS Ha
OMoaHaIOTOBbIN (OMOITOA00HKII) JIEKAPCTBEHHBIN MTpenapaT HHOCTPAHHOTO
MIPOU3BOJICTBA HE MOXKET MPEBHIIATh 60 TPOLIEHTOB MaKCUMATHHOM
3aperucTpUPOBAHHOMN MpeIeIbHON OTITYCKHOM 1IEHbI MPOU3BOAUTENS HAa pedepeHTHBIM
JICKapCTBEHHBIN Ipenapar, a B CIy4ae ero OTCyTCTBHS - MAKCUMaJIbHOU
3apEeruCTPUPOBAHHON MTPEAEIbHON OTITYCKHOM LIEHbI TPOU3BOAUTEIS HA aHAJIOTUYHBII
JIEKapCTBEHHBIN Mpenapar (1o MeXIyHapOIHOMY HEMATEHTOBAHHOMY HAMMEHOBAHUIO
WJIY TIPU €70 OTCYTCTBUU - XUMHYECKOMY WJIM TPYIIIMPOBOYHOMY HAMMEHOBAHUIO,
JIEKapCTBCHHON (hopMe U JIO3UPOBKE (KOHIICHTPAIIMH, aKTUBHOCTH B €TUHHUIIAX
NEHCTBHS ), PACCYUNTAHHON UCXOMS U3 CTOUMOCTHU OJTHOM JIEKapCTBEHHON (hOPMBI.

18. 3apeructpupoBaHHas npeeabHas OTIYCKHAs 1eHa TPOU3BOAUTEINS HA
JIEKapCTBEHHBIN MpernapaTr MOXKeT ObITh IEPEePErUCTPUPOBAHA HA OCHOBAHUU 3asBIICHUS U
JIOKYMEHTOB, ITOJaHHBIX JIepKATEIIEM WIIH BIIQJICTBIIEM PErHCTPAIMOHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara (ynoJIHOMOYEHHOTO UM Jinla) 10 1 okTsa0ps
Kaxx1oro roja. ['ocyjapcTBeHHAs IepepernucTpanus OCymEeCTBISETCS UCXOIS U3 pacyera,
MPeIyCMOTPEHHOT'O0 METOIMKOM, He Jaille 1 pa3a B KaJeHIapHOM TOy.

19. 3apeructpupoBaHHas npeeabHas OTIYCKHAs 1IEHa Ha JIEKapCTBEHHBIN Mpenapar
MIPOU3BOJICTBA TOCYIAPCTB - WICHOB EBpa3uiickoro 5)KOHOMUYECKOTO COI03a MOKET OBIThH
MepeperucTpupoBaHa:

a) JUIs1 JIEKapCTBEHHBIX MPErapaToB HIKHECPEIHETO 1IeHOBOro cermenTa 10 500 pyOuneit
(BKJIIIOUMTENBHO) - B CITyyae YBEJIMYECHHUSI LIEH Ha ChIPbE U MaTepuabl, HCIIOIb3yeMble
IIPY POU3BOJICTBE KOHKPETHOI'O JIEKAPCTBEHHOTO MpENapara, a TakyKe HaKJIaJ HbIX
pacxo/10B, KOTOpbIE B PABHON CTENEHU BIUSIOT HA YPOBEHb 3apErMCTPUPOBAHHBIX II€H Ha
BCE JIEKapCTBEHHBIE NIPENapaThl, OTHECEHHBIE K OAHOMY MEXIYHAapOJHOMY
HENMaTeHTOBAaHHOMY HaUMEHOBAHHUIO (KOJe0aHusl BATIOTHBIX KYpPCOB, MOBBIILIEHUE CTABOK
HAJIOTOB, POCT Tapu (OB Ha ANEKTPOIHEPTHIO, TEIIIOCHAOXKEHNE, BOJOCHAOXKEeHHUE,
Tapu(oB Ha NIEPEBO3KH, 1IEH Ha TOILIUBO, (hOpCc-MaKOpHbIE OOCTOATEILCTBA, BOSHUKIIIHE
y MOCTABIIMKOB CHIPbsl U MAaT€PHAJIOB), HO HE BBILIE YPOBHS (PakTHUUECKONH MHQIIAUH



MPEAIECTBYIONIEr0 KAJICHIAPHOTO To/ia ¢ YYE€TOM IMPOrHO3UPYEMOT0 YPOBHS HH(IISAIINN
TEKYIIETo roJla, yCTAHOBIEHHOTO (peiepallbHBIM 3aKOHOM O (peiepaibHOM O0IKeTe Ha
COOTBETCTBYIOIIHMI (PMHAHCOBBIN TOJ] U TNIAHOBBIN MTEPUO/T;

0) B cily4ae U3MEHEHHUS LIEH Ha ChIPbE U MaTepualbl, a TAK)KE€ U3MEHEHUS HaKJIaIHbIX
Pacxo/I0B, HO HE BBIIIE POTHO3UPYEMOT0 YPOBHS HH(IISAIIUN TEKYIIIETO Toja,
YCTaHOBJICHHOTO (pesiepabHBIM 3aKOHOM O (hefiepaabHOM OI0KeTe Ha
COOTBETCTBYIOIINN (PMHAHCOBBIN TOJ U MJIAHOBHIHN MEPUO/T;

B) B ClIy4ae €CJIM CpelHEeB3BelICHHAas (DaKTHUeCKas OTITyCKHas LIeHa Ha JIEKapCTBEHHbIN
npenapar 3a nepuo/i, ICTEKIIUN CO JIHS FOCYJapCTBEHHOMN perucTpaiuu (mociaeaHei
MepeperucTpalum) npeaeabHoN OTIYCKHOM 1IeHbl, ObljIa HIKE 3aperuCTPUPOBAHHON Ha
3TOT MEPHOJ LIEHBI He 00JIee YeM Ha MPOrHO3UPYEMBIH YPOBEHb HHDIISINY,
YCTaHOBJICHHBIN Ha TEKYIIH rox ¢heaepaibHbIM 3aKOHOM O defiepalbHOM OroKeTe Ha
COOTBETCTBYIOIINN ()MHAHCOBBIN TO/ U TJIAHOBBIN IEPUO/T, HO HE BBIIIE PA3HUIIBI MEKITY
MIPOTHO3UPYEMBIM YPOBHEM MH(IIALMU TEKYIIET0 Tofla, YyCTAHOBICHHOTO (heJiepaibHbIM
3aKOHOM O (heZiepaIbHOM OFO/IKETE Ha COOTBETCTBYIOMINK (DMHAHCOBBIN TOJI M TIJIAHOBBIN
MIEPUOJI, U Pa3HULIEH, PACCUMUTAHHOMN B MPOLIEHTaX OT 3aPErUCTPUPOBAHHON LIEHBI, MEXKIY
3apEruCTPUPOBAHHOM MPEAETBHON OTIYCKHOM LIEHOW MPOU3BOINUTEII HA JICKAPCTBEHHBIN
npernapaT v CpeIHEeB3BEIICHHON (aKTUUECKOW OTITYCKHOM 1I€HOM Ha JIeKapCTBEHHBII
npenapar 3a nepuo/i, UICTEKIIUN CO JIHA TOCYJapCTBEHHOMN perucTpaiuu (mocaeaHei
MepeperucTpaym) NpeeabHON OTITYCKHOM 1IEHBI.

20. IIpu rocyaapcTBEHHOU MepeperucTpaluy MpeaebHbIX OTIYCKHBIX 1IEH
MPOU3BOAUTENEH TOCYIapCTB - WiIEHOB EBpa3nuiickoro 3kOHOMHUYECKOT0 COK03a
JOKYMEHTBI Ha UHOCTPAHHOM $SI3bIKE MIPEJICTABIISIFOTCS Ha OyMa)KHOM HOCHUTEE C
3aBEPEHHBIM B YCTAaHOBJICHHOM MOPSIIKE MEPEBOIOM HA PYCCKUU S3bIK./[aHHBIE B
OTHOIICHUH BceX (PaKTHUUECKUX IIeH B BaJIIOTE TOCYIapcTBa - WwieHa EBpasuiickoro
SKOHOMHUYECKOTO COI03a MPEJICTABIISIOTCS C YUYETOM MepecueTa Ha pyOuH 1mo Kypcy,
ycraHoBiaeHHOMY LleHTpanbubiM 6ankoM Poccuiickoit @enepanuu Ha AaTy, Koraa
MIPOU3BOIUTENIEM ObLTa OCYIIECTBIICHA (DaKTUUECKas peann3alusi JIEKapCTBEHHBIX
MpernapaToB OpraHU3allii ONITOBOM TOPTOBIHU U (UJIN) allTEeYHON OpraHU3aluK JH00
WHJIMBUIYATFHOMY TIPEANPUHUMATEI0, UMEIOIITUM JIMIICH3UIO Ha (PapMaIieBTHYECKYIO
JIEATEIIbHOCTb.

21. 3apeructpupoBaHHas NpeeabHas OTIYCKHAs 1I€HA Ha JIEKapCTBEHHBIN IIpenapar
WHOCTPAHHOTO MTPOU3BOIUTEINS MOXKET OBITh IEPEPETUCTPUPOBAHA B CITy4Yae, €CIIH POCT
Kypca HalluOHAJIbHOM BaJIIOThI TOCYAApCTBA - IPOU3BOAUTEINS K pyOIII0 32 IEPHOJ CO THS
roCy/IapCTBEHHON peTUCTpalnu (TOCIeIHel mepeperucTpalin) npeaeabHON OTIYCKHON
IIEHBI TPOU3BOIMTEIIS HA JICKAPCTBEHHBIN IIpenapar 0 JTHS IMOJa4H JIOKYMEHTOB Ha
OUEPEIHYIO €€ MePePerucTPaIUio MPEBHIIIACT TPOTHOZUPYEMBIA YPOBEHb HHQIIAIUN
TEKYIIEro rojia, yCTaHOBJIEHHBIN (peepabHBIM 3aKOHOM O (heiepaabHOM O0KEeTe Ha
COOTBETCTBYIOIINN (PMHAHCOBBIN TOJ U MJIAHOBHIN nepuo .l ocynapcTBeHHas
MepeperucTpanus NpeAeaIbHON OTIYCKHOW LIEHBI JIJI1 THOCTPAHHBIX MTPOU3BOIUTENEH
OCYIIECTBISIETCS C YYETOM MPOTHO3UPYEMOTO YPOBHS HMH(IIALNUN TEKYIIETro Toja,
YCTaHOBJICHHOTO (heJIepaTbHBIM 3aKOHOM O (heZIepaibHOM OI0/IKETE Ha



COOTBETCTBYIOLIUI (PMHAHCOBBIN I'OJ] U IUIAHOBBIN NIEPUOA, HO HE BBIIIE PA3HUIBI MEXITY
MIPOTHO3UPYEMBIM YPOBHEM MHQIIALINYU TEKYIIETO T0/1a, YCTAHOBJICHHBIM (eiepaaIbHbIM
3aKOHOM O (heZiepalibHOM OrO/IKETe Ha COOTBETCTBYIOIINN (PMHAHCOBBIN IO U MJIAHOBBIN
IIEPUOJ, U PA3HULIEH, PACCUUTAHHOMN B IIPOLICHTaX OT 3aPErUCTPUPOBAHHOM LICHBI, MEXIY
3apEruCTPUPOBAHHON ITPENENbHON OTITYCKHOM LIEHOM NMPOU3BOAUTEINS HA JIEKapCTBEHHBIN
Ipernapar ¥ CpeTHEB3BEIICHHON (haKTHUECKOH 1IeHOW BBO3a JIEKAPCTBEHHOTO IpenapaTa
3a NepuoJl, UCTEKIINH CO HA TOCYJapCTBEHHOM peructpanu (mocieaHen
MepeperucTpanumn) npeieabHON OTITYCKHON [IEHBI, C Y4€TOM MUHUMAJIBHOW OTITYCKHOM
LIeHBI POU3BOAUTENS (6€3 yueTa HAaMMEHOBAHUI IPOU3BOACTBEHHBIX ILIOIIAIOK,
Yy4acTBYIOIIMX B IIPOLIECCE POU3BO/ICTBA) HA TaKOMU JIEKApCTBEHHBIN Npenapar B
CTpaHax, yKa3aHHBIX B IPUIIOkKEeHUN Ne 4 K METOJMKe, ¢ IPEACTABICHUEM CBEICHUH (110
BBIOOpY Jiep KaTetst WM BIaeNblia PeruCTPAMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOTO
npemnapara (ynoJHOMOYEHHOTO UM JIMIa), TOATBEPKIAIOIIUX [IPEJCTaBICHHYIO
MUHUMAaJIbHYIO OTITYCKHYIO IIEHY ITPOM3BOJUTENS Ha JIEKAPCTBEHHBIN Ipenapar (Ha
OyMa)KHOM HOCHUTEJIE C 3aBEPEHHBIM B YCTAaHOBJICHHOM IOPSIKE IIEPEBOJIOM Ha PYCCKUI
S3BIK).

22. Ilpu rocy1apCTBEHHON NEPEPETUCTPALMU ITPEIETbHBIX OTIYCKHBIX LIEH
IIPOU3BOAUTEIIEH FOCYy1apCTB - WIEHOB EBpa3suiickoro 3KOHOMUYECKOI0 COK03a, B TOM
YHciie OCYIIECTBIISIONUX NEPBUYHYIO U (WJIN) BTOPUYHYIO YIIAKOBKY JICKApPCTBEHHOTO
npenapara B Poccuiickoit denepanny, Ha J€KapCTBEHHBIE IIPENAapaThl B CIIydasx,

nn

MPeyCMOTPEHHBIX MoAmyHKTaMu "a" u "6" myHkra 19 nactosumx [IpaBui, npenenbHbIi
YPOBEHb PEHTA0OCIIEHOCTH HE MOKET MPeBHIIaTh 30 IPOIEHTOB.

23. Ha ocHOBaHMM 3asiBJICHUSI JE€PKATEIs WU BJIaJEIblla PETUCTPALIMOHHOTIO
yJIOCTOBEpEHHSI JIEKApCTBEHHOT'O Npenapara (YHOJIHOMOYEHHOTO UM JIMIA) O CHUKEHUHU
3apEeruCTPUPOBAHHOM MPEAEITBHON OTYCKHOM LIEHBI MPOU3BOAUTENI MUHUCTEPCTBOM
3apaBooxpaneHus Poccuiickoii denepanuu paccMaTpuBacTCs BOIPOC O BHECEHUNU
COOTBETCTBYIOIINX U3MEHEHUI B PEECTPOBYIO 3aIIMCh FOCYJapCTBEHHOTO peecTtpa.B
Clly4yae CHUKEHUS 3apEeruCTPUPOBAHHOM IIPENEIBbHON OTIIYCKHOU LIEHBI IIPOU3BOIUTENSA
Ha OCHOBAHUU 3asIBJIICHUS JI€pKATENsI WM BIIAJENbI[a PETUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Npenapara (YIHoJIHOMOYEHHOTO MM JIMIIA) 1IeHa Ha TaKoM mpenapar He
MOJKET OBITh 3asBJIEHA JIEPKaTeIeM WM BJIAJIENIbLIEM PETUCTPALIMOHHOIO yI0CTOBEPEHUS
JIEKapCTBEHHOTO Mpenaparta (YIoJIHOMOUYEHHBIM UM JIMLIOM) Ha MTEPEPETUCTPALIHIO B
TE€UYEHUE T0J1a CO JIHA NMPUHATHS PELICHUS O CHU)KEHHUH MPEJEIbHON OTITYCKHON

eHbl. MunucTepcTBo 3apaBooxpaneHus Poceniickon denepanuu 1o pe3yibraraM
BHECEHMS COOTBETCTBYIOIINX U3MEHEHUH B FOCYAApCTBEHHBIA PEECTP BBIAET
JEPKATEII0 UIIU BIIAJEINIbIy PETMCTPALIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOT O
npenapata (yInoJIHOMOYEHHOMY UM JIMILY) BBIIIUCKY M3 TOCYJIapPCTBEHHOI'O peecTpa.

24. I'ocynapcTBeHHas: perucTpanus U epeperucTpanus IpeieabHbIX OTIYCKHBIX LIEH
IIPOU3BOJUTEIIEN HA JIEKAPCTBEHHBIE IIPENapaThl OCYIECTBISAETCS U1l IPOU3BOAUTEIIEH
OecIuIaTHO.

25. ®enepanbHasi aHTUMOHOIIOJNIbHAS CITY’k0a OTMEHSIET PELIeHUE O COTJIACOBAHUU
Mpe/ieIbHON OTIYCKHOM 1I€HbI MPOU3BOAUTENS HA JIEKapCTBEHHBIN Mpenapar, eciid mocie



MPUHATHS TAKOTO PELICHUs] YCTAHOBJIEHO, YTO JAEPKATEIEM WIH BIIAJIEIbLEM
PEruCTPallMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOIO Mpenapara (ynoJIHOMOYEHHBIM UM
JTUIOM) OBUTH MPEACTABICHBI MOBJIUABILINE Ha PE3yJIbTAT PEIICHUS HEIOCTOBEPHbBIE
cBeleHus. MuHUCTEPCTBO 3ApaBooxpaneHus Poccuiickoit denepaum OTMEHSET
peuIeHre 0 rocyJapCTBEHHON PETUCTpaIluy WK [IEPEPErUCTPaluu IPeaAeIbHON
OTIYCKHOM LIEHBI IPOU3BOJUTENS HA JICKAPCTBEHHBIN Npenapar B CIy4ae, €CIu MoCie
MIPUHATHS TAKOTO PELICHUs] YCTAHOBJIEHO, YTO JAEPKAaTEIEM WIH BIIAJIEIbLEM
PEruCTPalIMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOIO Mpenapara (ynoJIHOMOYEHHBIM UM
JUIOM) OBUTH MPEACTaBICHBI HEJIOCTOBEPHBIEC CBEICHUS, IOBIIHUABIINE HA PE3yJIbTaT
MPUHATOr0 MHUHUCTEPCTBOM PELICHHUS, a TAKKE B cirydae, eciiu DenepanbHas
AHTHUMOHOIOJIbHAS CITy’k0a OTMEHIIIA PEIIEHUE O COTJIACOBAaHUU MPEENIbHON OTIYCKHON
LICHBI IPOU3BOAUTENS HA JIEKAPCTBEHHBIN Npenapar. MUHHUCTEPCTBO 3IpaBOOXPAHEHUS
Poccuiickoit ®denepaiiuy B yKa3aHHBIX CIIydasX UCKIOYAET 3apErUCTPUPOBAHHYIO
(mepeperucTpupoBaHHYIO) MIPEACIbHYIO OTITYCKHYIO LIEHY U3 TOCYJapCTBEHHOTO
peectpa.".

3. B [IpaBunax BeneHUs rocyJapCTBEHHOTO peeCcTpa NPEACIIbHBIX OTIIYCKHBIX LIEH
IIPOU3BOJUTENIEH HA JIEKAPCTBEHHBIE IIPENApaThl, BKIIFOYCHHBIC B IIEPEYCHb )KM3HEHHO
HEOOXOIMMBIX M BKHEUIINX JIEKAPCTBEHHBIX MIPETIApPAaTOB, YTBEP)KACHHBIX YKa3aHHBIM
[IOCTaHOBJICHUEM:

a) MyHKT 5 U3JI0KUTH B CIeAyolIel penakuuu: "S. PeecTpoBas 3amuce COAEpKUT
CJIEIYIOIIHE CBEJICHUS

a) HaIMEHOBAHHUE JIepKaTellsl WIN BIIAJIeIbla PETUCTPALIMIOHHOIO YJOCTOBEPEHNUS
JIEKapCTBEHHOI'O IIpeTapaTa, HAMMEHOBAHHUE TPOU3BOIUTEINS JIEKAPCTBEHHOTO Tpernapara,
MECTO HaXOX/IEHUS ITPOU3BOJICTBEHHBIX IUIOIIAI0K, YYaCTBYIOLINX B ITPOLIECCE
IIPOU3BOJICTBA JIEKAPCTBEHHOIO NIpenapara, ¢ ykazaHueM CTaJIuu Ipouecca
MIPOU3BO/JICTBA;

6) HAaNMCHOBAHUC JICKAPCTBCHHOT'O IIPCIIapaTa (Mexcz[yHapoL[Hoe HCIMMaTCHTOBAHHOC, NN
IrpynmnupoOBOYHOC, HJIU XUMUYCCKOC U TOProBOC HaI/IMeHOBaHI/ISI);

B) HOMEp PErucTPaIMOHHOTO YJIOCTOBEPEHHUS JIEKapCTBEHHOTO Mpernapara;

T) IeKapCcTBEHHast (popMa ¢ yKa3aHUEM JIO3UPOBKH JICKAPCTBEHHOT'O ITpenapara 1 ero
KOJINYECTBA BO BTOPUYHOM (TIOTPEOUTEITHCKOI) YIIaKOBKE, a TAK)KE KOMIICKTHOCTB;

1) 3aperucTpupoBaHHas peebHas OTIYCKHAs LeHa MPOU3BOAUTENS Ha JIEKaPCTBEHHBIIN
npemapar B pyOsix;

€) JaTa ¥ HoMep npukaza MuHuCTepCcTBa 31paBooxpaneHus Poccuiickoit @enepanuu o
roCyJapCTBEHHOM pPEruCTPALNH, IEPEPETUCTPALIUN NTPEIEIBHON OTIIYCKHOM LIEHBI
IIPOU3BOJUTEIS HA JIEKAPCTBEHHBIN IIpEnapar;



) WITPUXOBON KO/, HAHECEHHBIN Ha BTOPUUHYIO (MIOTPEOUTENBCKYIO) YITaKOBKY
JIEKapCTBEHHOI'O IIperapara;

3) KOJI JICKapCTBEHHOTI'O MIpernapara rno aHaTOMO-TE€pPaneBTUYECKO-XUMUYECKON
KJ1accuukanum, peKOMeHI0BaHHOK BceMupHO# opraHu3anmeit 34paBooxpaHneHust.";

0) JOMOJHUTE TYHKTOM 6.1 cremytromero conepkanus:"6.1. BHeceHne uzmMeneHnuii B
PEECTPOBYIO 3aMKUCh O TOCYIAPCTBEHHOMN PEerucTpaluu npeaebHOM OTIYCKHON IIEHbI
MIPOU3BOIUTEIS HA JICKAPCTBEHHBIN MpenapaT B 4aCTU U3MEHEHUs HAMMEHOBaHUS
JIEKapCTBEHHOI'0 MpernapaTa (MeXIyHapOAHOIO HEMAaTeHTOBAHHOTO, UJIH
PYIIIUPOBOYHOIO, UM XUMHUECKOTO U TOPTOBOI'0 HAUMEHOBAHUS ), HAITMCAHUS
JIeKapCTBEeHHOM (hOPMBI, HAlTMCAHUS T03UPOBKH JIEKAPCTBEHHOTO MIpernapaTa, U3MEHEHHUS
JIepIKaTessl UiIN BJIaIeNblla PErUCTPALIMOHHOTO yI0CTOBEPEHUS JICKAPCTBEHHOTO
npenapaTa, U3MEHEHHsI TPOU3BOIUTENS JIEKAPCTBEHHOTO IIperapara, HAMMEHOBAHUS
MIPOM3BOJICTBEHHBIX IUIOMIAI0K, YYaCTBYIOIIMUX B MPOIIECCE MPOU3BOJICTBA
JIEKapCTBEHHOT'O MpernapaTa, HoMepa perucTpaluOHHOTO yI0CTOBEPEHUS
JIEKApCTBEHHOTO Mperapara, ITPUXOBOT0 KO/a, HAHECEHHOT'O Ha BTOPUYHYIO
(MOTPeOUTENbCKYI0) YIAKOBKY JIEKAPCTBEHHOTO MperapaTa, KOMIIEKTHOCTH
JIEKApCTBEHHOTO TpernapaTta (Mpy yCIOBUM OTCYTCTBUS U3MEHEHUS €ro KOJIUYECTBA BO
BTOPUYHOM (OTPEOUTEIHCKOI) YITAKOBKE) OCYIIECTBIISETCA HA OCHOBAHUU 3asBIICHUS
JepIKaTessl WU BJIaIeNblla PETUCTPALIMOHHOTO YIOCTOBEPEHHMS JIEKAPCTBEHHOTO
npenapata (yrnoJIHOMOYEHHOTO UM Juiia) MUHUCTEPCTBOM 3paBOOXPAHEHHUS
Poccuiickoit deneparuu 6e3 cornacoBanus ¢ OepepanbHON aHTUMOHOIIOIBHOM CITyKO0M
C COXpaHEHUEM IOCIeIHEN 3aperuCTPUPOBAHHON IIEHBI Ha JIEKAPCTBEHHBIN Ipenapar.
MunucrepcTBo 3apaBooxpaneHus Pocculickon @enepann 1o pe3ynbraraM BHECEHUS
W3MEHEHUH B PEECTPOBYIO 3aIIUCh BBIAAET JIEPKATEII0 WIIN BIIAJENbILY
PErUCTPAIMOHHOTO Y0CTOBEPEHUS JIEKAPCTBEHHOTO TIpenapara (yrnoJHOMOYEHHOMY UM
JIMILY) BBIMMCKY U3 peecTpa.”;

B) IIYHKT 7 JOTOJHUTH MOAMYHKTOM "T" CIIEIyIOIIEero Coiep KaHus: "T) OTMEHBI peIIeHUs
0 TOCYJIApCTBEHHOM PETUCTPAIIUU WK MEPEPETUCTPAIIUU TTPEACIBHON OTITYCKHOM IICHBI
MIPOU3BOUTEINS HA JIEKAPCTBEHHBIN MTpenapar.".

YTBEPXJIEHA

noctranoBieHueM [IpaButenbcTBa
Poccuiickoit ®enepanun

ot 15 cents6ps 2015 roga Ne 979

(B penaxuuu, BBeZIeHHOH B IeliCTBHE
¢ 18 okts6ps 2018 rona
[OCTaHOBJICHHUEM [IpaBUTEIIbCTBA
Poccuiickoii deneparuu

o1 8 okTsa0ps 2018 roma Ne 1207. -
CM. IpeapIyIIyIo peaaKkIno)

MCTO,Z[I/IKE[ pacyeTa YCTaHABJIMBACMBIX IIPOU3BOAUTCIIAMU JICKAPCTBCHHBIX MPCIIAPATOB
NpEaACIbHBIX OTITYCKHBIX II€H Ha JICKAPCTBCHHBIC MPCIapaThl, BKIIFOYCHHBIC B IICPCUYCHD



AKHU3HEHHO HEOOXOAMMBIX M BaXKHEHUIINX JIEKAPCTBEHHBIX MIPENapaToB, IPU UX
roCy/1apCTBEHHON PETUCTPALUU U IIEpEPETUCTpaLlun

C u3menenusamu Ha 31 okts6ps 2020 roga
1. OOwue mooXkeHNu

1. Hacrosimas MeToarKa yCTaHaBIMBAET NOPSIOK pacyeTa MpeaeiabHbIX OTIYCKHBIX LIEH
IIPOU3BOIUTEIIEN JIEKAPCTBEHHBIX IIPENapaToB (Aajee - MPOU3BOIAUTENIN) Ha
JIEKapCTBEHHbIE MPENapaThl, BKIIOYEHHBIE B IEPEUYECHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX MPENApaToB (Jlajee - JIEKapCTBEHHBIE IIpenapaThl), Py UX
roCyJapCTBEHHOM pPErucTpALMU U EPEPErUCTPALIUH.

II. Pacuer mpenenbHOI OTITYCKHOI LIEHBI Ha pe)epEeHTHBIH JIeKapCTBEHHBIN Mpenapar
MIPU €€ TOCYAaPCTBEHHON PErUCTPALUU

2. [IpenenpHas oTImycKHas 1leHa Ha peepeHTHBIN JIEKapCTBEHHBIN MpernapaT
YCTaHABJIMBAETCS AJIs KayKJOr0 IIPOU3BOJIUTEINS B paMKaX PErUCTPallMOHHOTO
yAOCTOBEpEeHUS pehepeHTHOTO JIeKapCTBEHHOTO Mpenapara B COOTBETCTBUU C
TpeOoBaHUAMU IyHKTOB 24 1 25 [IpaBui rocy1apcTBEHHON PEerucTpaluy u
MepeperucTpaniy yCTaHaBIMBAEMbIX TPOU3BOIUTENISIMHU JICKAPCTBEHHBIX MIPEMapaToB
MpeeNbHBIX OTITYCKHBIX 1IEH Ha JIEKAPCTBEHHBIC NIPenapaThl, BKIIOUSHHBIE B IEPEYCHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEUIITNX JIEKAPCTBEHHBIX MPENApaTOB, YTBEPKICHHBIX
noctanoBieHueM [IpasutenscTBa Poccuiickoit @enepannn ot 29 oktsaopst 2010 r. Ne 865
"O rocyaapcTBEHHOM PETYJIMPOBAHUU 1IEH Ha JICKApPCTBEHHbIE MTPENapaThl, BKIIOYECHHbIE
B IIepeYeHb )KU3HEHHO HEOOXOIMMBIX U BYKHEHIIINX JICKApCTBEHHBIX MpenaparoB”
(nanee - [IpaBuna), Ha OCHOBaHMM JAHHBIX, PACCYMTAHHBIX B COOTBETCTBUU C HACTOSIIEH
METOINKOM.

3. [Ipemyaraemas Kk TOCy1apCTBEHHOM PETHCTPAILIUU MPEEIbHAs OTITYCKHAs IIeHa
MIPOU3BOJUTENEHN rOCY1apCcTB - UIeHOB EBpa3zniickoro 3KOHOMHUYECKOTO COr03a Ha
pedepeHTHBIH IeKapCTBEHHBIN IpernapaT He MOKET MPEBbIIIATh:

a) CpPEHEB3BEIICHHYIO (DAaKTUYECKYIO OTIYCKHYIO IIEHY Ha peepeHTHBII
JIEKAPCTBEHHBIN ITpenapar 3a OTYETHBIN NIEPUOJ], PACCYMTAHHYIO B COOTBETCTBUU C
pazzaenoM IV HacTosimeit METOIMKK Ha OCHOBaHUHM CBE/IEHUI 00 00beMax U OTITYCKHBIX
LIeHaX Haxoasmuxcs B oOpaiienuu B Poccuiickoit denepanny geKapcTBEHHbBIX
[IpenaparoB IIPOU3BOAUTENECH TOCY1apCTB - WICHOB EBpa3suilcKoro 5 KOHOMUYECKOTO
CO03a M MHOCTPAHHBIX IPOU3BOJIUTENEH, OCYIIECTBISIFOIINX EPBUYHYIO U (MIIN)
BTOPUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO IIpenapara B Poccuiickon denepannu, COriiacHoO
npuinoxkeHuro Ne 1;

0) B ciy4ae eciM JIeKapCTBEHHBIN IpernapaT HHOCTPAHHOTO MPOU3BOJICTBA WM
MIPOU3BOUTEISI TOCYIapCTBA - ujieHa EBpa3niickoro 3KOHOMHUYECKOTO COr03a
peanu3yeTcsi B MHOCTPAHHBIX TOCYAapCTBAX, B OTHOIIEHUN KOTOPBIX MPEICTABIISICTCS
nHpopmanus 00 ypoBHE MUHIUMAILHBIX OTITYCKHBIX IIEH Ha JICKAPCTBEHHBIE MTpemapaThl



COTIACHO MpUiIokeHUIo No 2, - MUHUMAaJIbHYI0 OTITYCKHYIO IIeHY Ipou3Boautes (0e3
ydeTa MPOU3BOJICTBEHHBIX IJIONIA/I0K) HA JIEKAPCTBEHHBIN Mpenapar B yKazaHHbIX
rocyJapcTBax, paCCUMTaHHYIO B COOTBETCTBUU C paszzaesioM VII Hacrosield MeToauKy Ha
OCHOBaHMH pacyeTa NpeaesIbHON OTIYCKHOW LIEHBI POU3BOAUTENS HA JIEKAPCTBEHHBIN
rpernapar, MpeACTaBIsieMO Ha TOCYIapCTBEHHYIO PETUCTPALIMIO (IIepeperucTpaluio),
COTJIaCHO MPUJIOKEHHIO Ne 3 ¢ y4eTOM pacxo/i0B, CBSI3aHHBIX C TAMOKEHHBIM
oopMIICHUEM.

(IToamyHKT B peakuuu, BBEJCHHOM B feiictBue ¢ 3 HosiOpst 2020 ro1a HOCTaHOBICHUEM
[IpaBurenscTBa Poccuiickoit deneparuu ot 31 oktsi6ps 2020 roga Ne 1771. - Cwm.
MPEeABIIYIIYIO0 PEIAKIIHIO)

4. Ilpennaraemasi K rocyAapCTBEHHOM PETUCTPALIMHU IIpeieIbHAs OTIYCKHAs LIEHa
WHOCTPAHHBIX MPOU3BOAUTENCH Ha peepeHTHBIN JIeKapCTBEHHBIH MpenapaT He MOXKET
MIPEBBIIIATD:

a) CpelIHEeB3BEIICHHYIO (DaKTUUECKYIO IIEHY BBO3a Pe)epeHTHOr0 JIEKaPCTBEHHOTO
rpenapara 3a OTYETHBIN MEPUOJ] C Y4ETOM PACX0/I0B, CBA3AHHBIX C TAMOKCHHBIM
odopMmIIeHHEM, pAaCCUMTAHHYIO B COOTBETCTBHUH C pa3zenoM VI HacTosmei MeTOANKY Ha
OCHOBaHUU CBe/IeHUH 00 00beMax U O LeHaX BBO3a JIEKapCTBEHHOI'O IIpernapara
WHOCTPAHHOTO MTPOU3BOJICTBA, HAXOAIIETOC B OOpallieHuH Ha TeppuTopuu Poccuiickoit
®denepannu, 3a OTYECTHBIN MEPUOJ COTIIACHO MPHIIOKEHUI0 No 4,

0) MHHUMAJBHYIO OTITYCKHYIO [IEHY HHOCTPAHHOTO Mpou3BoauTes (6e3 yuera
MTPOM3BOICTBEHHBIX ILIOIIAI0K) HA peepPEHTHBIN JICKapCTBEHHBIN IIpenapar B
WHOCTPAHHBIX TOCYAApCTBAX, YKA3aHHBIX B MIPHIIOKEHUU Ne 2 K HaCcTOsIIEH METOIHKE,
ONPEACIIEHHYIO B COOTBETCTBUH C pazzenoM VII Hacrosiien METOAMKY Ha OCHOBAaHUU
pacdeTa, mpeayCcMOTPEHHOTO TIprioxkeHneM Ne 3 K HacToAIIeH METOINKE, C YYETOM
Pacxo/I0B, CBA3aHHBIX C TAMOKEHHBIM O(OPMIICHHUEM.

5. Ilpemtaraemasi K roCyJapCTBEHHOM pETUCTPALMK IPEAEIIbHAS OTITYCKHAs LIEHa
WHOCTPAHHBIX MPOU3BOAUTENEH Ha peepeHTHBII JeKapCTBEHHBIN Mpenapar,
OCYIIECTBIISIOLIUX WM MJTAHUPYIOUIUX OCYLIECTBIIATh NEPBUUHYIO U (M) BTOPUUHYIO
YIaKOBKY JIEKApCTBEHHOT 0 MpernapaTa Ha Tepputopun Poccuiickoit denepanuu, He
MOKCT MPCBLINIATE!:

a) CpeIHEB3BEIICHHYIO (DAKTHUECKYIO OTIYCKHYIO IIEHY Ha pe)epeHTHbIN
JIeKapCTBEHHBIH Mpenapar 3a OTYETHBINA MEePHO/], PACCUMTAHHYIO B COOTBETCTBHUU C
pazznenom IV Hacrosmieln METOIMKY Ha OCHOBAHHUM CBEJICHUM, PEyCMOTPEHHBIX
npuioxenrneM Ne 1 kK HacTosIei MeToTUKe;

0) MUHUMAJIBHYIO OTITYCKHYIO IIEHY HHOCTPaHHOTO Mpou3BoauTens (6e3 yuera
MIPOM3BOJICTBEHHBIX TUIOIIAJI0K) Ha pepepeHTHBIN JeKapCTBEHHBIH Mpenapar,
pacCUUTAHHYIO B COOTBETCTBUHU C pazzaenoM VII Hacrosieln METOIMKHA HA OCHOBAaHUHU
pacdeTta, mpeyCMOTPEHHOTO TipriioxeHneM Ne 3 K HacTosIIEelH METOINKE, U CBEACHUH 00
YPOBHE MUHUMAJIbHBIX LIEH JIEKAPCTBEHHOI'O IIpenapara B MHHOCTPAHHBIX FOCYAapCTBax,



yKa3aHHBIX B IPMIIOKeHUU Ne 2 K HaCTOSIIIEH METOIMKE, C YI€TOM PacXo0B, CBA3aHHBIX
C TaMOKECHHBIM 0(OPMIICHUEM.

6. Ilpu rocyaapcTBeHHOM perucTpanuy npeaeabHas OTIyCKHas 1ieHa Ha pedepeHTHBII
JIEKApCTBEHHBIN MTpenapar s BCeX MPOU3BOAMUTENEH B paMKaX PErUCTPALlUOHHOTO
yAOCTOBEPEHUS JIEKaPCTBEHHOI'O MIpenapara ¢ yueroM TpedoBanuii mynkra 24 [lpasun ne
MOJKET IIPEBBIIIATH YPOBEHbh MUHUMAIILHOM U3 1IEH, PACCYUTAHHBIX C yU€TOM TpeOOBaHUI
IIYHKTOB 3-5 HACTOALIEH METOAMKHU.

7. IIpennaraemasi K rOCy1apCTBEHHOW PETUCTPALIMU MIpeiebHAas OTIYCKHAs LIeHa Ha
pedepeHTHBIH JIeKapCTBEHHBIN Tpernapar sk BCeX MPOU3BOAUTENCH JIEKapCTBEHHOTO
npenapata 0e3 yuera ¢GopMbl BBITyCKa JIEKAPCTBEHHOTO Mpenapara, 3a HCKII0UeHUeM
CJIy4aeB, IPEAyCMOTPEHHBIX TyHKTOM 25 [IpaBui, HE MOXKET MPEBBIIIATH:

a) B CIIy4ae €CIM B PAMKaxX OJHOI'0 PErHCTPALMOHHOIO yI0OCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara 3aperucTpUpOoBaHbl IPeebHbIEe OTIYCKHbIE LIEHbl Ha pe(epeHTHBIN
JIEKapCTBEHHBIH Mperapar ¢ TaKoH ke JIEKapCTBEHHON (OPMOI B JO3UPOBKOM
(KOHLIeHTpalMel, aKTUBHOCTBIO B €IMHUIAX JACHCTBHS), - IPEACIIbHYIO OTITYCKHYIO LIEHY
Ha peepeHTHBIH JIeKapCTBEHHBIN MpenapaT, paCCUUTaHHYIO UCXO0/1 U3 CPEIHETO
apu(METHYECKOr0 3HaYE€HUSI CTOMMOCTH OJIHOM JIEKapCTBEHHOU (hOPMBI JIEKAPCTBEHHBIX
[IpenapaToB, UMEIOLIUX OJIMKANIINE CMEXHbIE KOJIMYECTBA BO BTOPUYHON
(moTpebuTeNnbCKOi) yakoBKe, HA OCHOBAaHUM CBEACHUHN O HAJTMUUU
3apEruCTPUPOBAHHBIX IPEIEIBHBIX OTIIYCKHBIX LIEH 3asBISEMOTI0 JIEKAPCTBEHHOI O
Ipenapara corjacHoO IpuiIoKeHuo Ne 5.

0) B ciTydae eciii He 3aperuCcTpUpPOBAHbI MPeIeIbHbBIE OTITYCKHBIE IIEHBI Ha pedepeHTHBIM
JIEKapCTBEHHBIN Mpernapar ¢ TaKOH ke J03UPOBKOH (KOHIEHTpalluell, aKTHBHOCTHIO B
eAMHUIAX IEUCTBUS), - IPEACIbHYIO OTITYCKHYIO 1IEHY Ha peEpEeHTHBIN JIEKapCTBEHHBIN
npenapar, pacCCUMTaHHYIO UCXO/I U3 CPEeIHEro apuMETUUECKOTO 3HAUCHHUSI CTOMMOCTH
€IMHHUIIBI ICUCTBYIOIIETO BEIIECTBA JIEKAPCTBEHHBIX MTPENAPATOB, UMEIOIINX
Onmuxkaiiiie CMeKHbIE TO3UPOBKH, HA OCHOBAHUU CBEJICHUH, MPEAYCMOTPEHHBIX
npusiokeHneM Ne 5 Kk HaCTOsIEeNn METOTUKE.

8. B ciryuae ecnu 1o cOCTOSIHUIO HA JIAaTy NMPEICTABICHUS 3asBICHUS O TOCYapCTBEHHOM
perucTpanuy npeaeabHON OTIYCKHOM LIeHbl IPOM3BOIUTENS Ha peepeHTHBIH
JIEKapCTBEHHBIN ITpenapar B MUHUCTEPCTBO 31paBooxpaHeHus Poccuiickoit denepanuun
B PaMKax MEXJIyHapOJHOIO HEMaTeHTOBAaHHOIO HAMMEHOBAHUS U JIEKAPCTBEHHOU (hOpMBI
3apeTUCTPUPOBAHBI MPEIETBHBIC OTITYCKHBIE IIEHBI TPOU3BOINTEINCH Ha
COOTBETCTBYIOIIME BOCIIPOU3BEICHHBIE, OM0aHAIOrOBbIE (OO0 I00HBIE)
JIeKapCTBEHHBIE MTPETapaThl, P ATOM IMpeieNIbHas OTIYCKHAs IIeHa TIPOU3BOIUTENS Ha
pedepeHTHBIH JeKapCTBEHHBIH MpenapaTr He 3aperucTpUpoBaHa, TO MpeaaaraeMas K
TOCYJApPCTBEHHOM PETUCTPAINH MTpeesibHAs OTITYCKHAs IIeHa Ha pedepeHTHBIN
JIEKapCTBEHHBIH Mpenapar He MOXKET MPEBBIIIATh MAaKCUMAIbHYIO 3apETUCTPUPOBAHHYIO
MpEebHYI0 OTITYCKHYIO IIEHY Ha COOTBETCTBYIOIININ BOCIIPOU3BEICHHBIN,
O61oaHasoroBbIi (6MOMOA0OHBIHN) IeKapCTBEHHBIN Mpenapar.



III. PacueT npenensHOM OTITYCKHOM IIEHBI Ha BOCTIPOU3BEACHHBIN, OMOaHATIOTOBBIN
(Omoro100HBI) IEeKapCTBEHHBIHN Mpemnapar Mpu ee rocy1apcTBEHHON perucTpanuu

9. [IpenenpHast OTIYCKHAsI [IEHA HA BOCIIPOU3BEACHHBIN, OMO0aHATIOTOBBIN
(6roroa00HEII) JIeKapCTBEHHBIN Mpenapar (1anee - BOCIPOU3BEICHHBIN JICKapCTBEHHBIN
Ipernapar) yCTaHaBIMBACTCS IS K&KAOTO MPOU3BOJIUTENS B paMKaX PErHCTPAlMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara B COOTBETCTBUU C TPEOOBAHUSIMU ITYHKTOB
24 u 25 IlpaBui, Ha OCHOBAHUU JAHHBIX, PACCUUTAHHBIX B COOTBETCTBUHU C HACTOSIIEH
METOJIMKOM AJIs1 Ka)KAO0W TPYIIbI MPOU3BOAUTENICH JIEKapCTBEHHBIX NPENapaToB.

10. Ilpearaemast K rocyJapCTBEHHOU perucTpanuy rnpeaeabHas OTIyCKHas [ieHa
IIPOU3BOUTEIIEH TOCYIapCTB - WIEHOB EBpa3uiicCKOro 5KOHOMUYECKOTO COX03a Ha
BOCIPOU3BE/ICHHBIN JIEKApPCTBEHHBIN NpenapaTr He MOKET IIPEBBILIATD:

a) OTIYCKHYIO IIEHY, PACCYUTAHHYIO C y4eTOM TpeOoBaHMil MyHKTOB 26-28 [IpaBun u B
cooTBeTcTBUH ¢ pa3zaenom VIII Hacrosiiel METOIMKY Ha OCHOBAaHUU JIaHHBIX pacyeTa
MpeIeIbHON OTITYCKHOM IIEHBI Ha BOCIIPOU3BEICHHBIN, OMOAaHAIOTOBBIN (OMOIT0100HbIN)
JIEKapCTBEHHBIN Mpernapar, IpeaCTaBIsieMOi Ha TOCYAapCTBEHHYIO PErHCTPaIlHIio,
COIJIACHO NMpuiIokeHuto Ne 6;

0) cpeHEeB3BEIICHHYIO (PaKTHUECKYIO OTITYCKHYIO IIEHY Ha BOCTIPOM3BEICHHBIN
JIEKApCTBEHHBIN ITpenapar 3a OTYETHBIN MIEPUOJ], PACCYMTAHHYIO B COOTBETCTBUU C
pasznenom IV Hacrosmen METOAUKY HA OCHOBAHUM CBEACHUH, IIPELyCMOTPEHHBIX
npuinokeHneM Ne 1 K HacTosAIEeH METOAUKE;

B) B CJIy4ae €CJIH JICKapCTBEHHBIHN MpernapaT HHOCTPAHHOTO MTPOU3BOJICTBA UITH
MIPOU3BOUTEINS TOCY1apCTBa - ujieHa EBpa3niickoro 3KOHOMUYECKOTO COr03a
peanu3yeTcsi B MHOCTPAHHBIX TOCYAapCTBAX, B OTHOIIEHUN KOTOPBIX MPEICTABIISACTCS
nHpopmairsg 00 ypoBHE MUHIUMAIIBHBIX OTITYCKHBIX II€H Ha JIEKapCTBEHHBIE MPENapaThl,
yKa3aHHBIX B MpuiiokeHne Ne 2 K HaCTOSIIeH METOIUKE, - MUHUMAJbHYIO OTITYCKHYIO
[[eHy Mpou3BoauTeNs (6€3 yueTa MPOUu3BOICTBEHHBIX TUIONIAI0K) Ha JIeKapCTBEHHBIH
mpenapaT B yKa3aHHBIX FOCyAapCTBaX, paCCUNTaHHYIO B COOTBETCTBUU ¢ pazneioM VI
HaCTOSIIEH METOJIMKU HAa OCHOBAHHMH pacyeTa MpeIeIbHON OTITYCKHON LIEHbI
MIPOU3BOIUTEIS HA JIGKAPCTBEHHBIN Mpemnapar, MpeAcTaBIsieMOoil Ha TOCy1apCTBEHHYIO
perucrtpanuio (mepeperucTpaiuio), NpeaycMOoTpeHHOro npuiiokeHneM Ne 3 k HacTosIIeH
METOJMKE, C YYETOM PacX0/0B, CBSI3aHHBIX C TAMOXKEHHBIM O(POPMIICHUEM.

(IToamyHKT B pefakiyu, BBeIeHHOU B feiicTBUE ¢ 3 HOsAO0pst 2020 roja mocTaHOBIEHUEM
[IpaButensctBa Poccuiickoit @eneparuu ot 31 okta6ps 2020 rona Ne 1771. - Cwm.
MPEIbIAYIIYIO PEIAKIIHIO)

11. Ilpennaraemast K roCyJapCTBEHHOM pEerucTpanuy NpeesibHas OTIIyCKHas LIeHa
MHOCTPAHHBIX IPOU3BOJANUTENIEH HA BOCIIPOU3BECHHBIN JIEKApCTBEHHBIN ITpenapar He
MOXKET MPEBIIATH:



a) OTITYCKHYIO IIEHY, PACCUMTAHHYIO C y4eTOM TpeOOBaHMI MyHKTOB 26-28 [IpaBui u B
COOTBETCTBUH C paszzaesioM VIII HacTosme METOIUKY HA OCHOBAaHUM pacyera,
MIPelyCMOTPEHHOT0 MpuiioskeHrneM Ne 6 K HaCTOSIIEeH METOIHKE;

0) cpesHEB3BELICHHYIO (PaKTUUECKYIO LIEHY BBO3a JIEKAPCTBEHHOIO IIpernapara 3a
OTYETHBIN NEPUOJI C YIETOM PACX0/I0B, CBSI3aHHBIX C TAMOKCHHBIM O0(OPMIICHUEM,
pacCUMTaHHYIO B COOTBETCTBMH ¢ pa3znenoM VI Hacrosmied METONUKY Ha OCHOBAaHUNU
CBEICHUI, IPEyCMOTPEHHBIX ITpHiI0keHnEM Ne 4 K HacTosIIeH METOIUKE;

B) MUHUMAJIbHYIO OTITYCKHYIO IIEHY HHOCTPAHHOTO Mpou3BoauTes (0e3 yuera
IIPOM3BOJICTBEHHBIX IUIOIIAJI0K) HAa BOCIIPOU3BEICHHBIN JIEKApCTBEHHBIN ITpenapar,
paccUMTaHHYIO B COOTBETCTBUU C pazzaenoM VII Hacrosiein MeToauKyu Ha OCHOBaHUHU
pacuera, IpeayCMOTpeHHOro npuinoxeHreM Ne 3 K HaCTOALIEH METOAMKE, C yUETOM
Pacxo/I0B, CBA3aHHBIX C TAMOXKEHHBIM O(POPMIICHUEM.

12. TIpennaraemas K rocyJapCTBEHHOM pErHCTpalvy MIpeebHas OTIIyCKHas LIeHa Ha
BOCIIPOM3BEICHHBIN JIEKAPCTBEHHBIN IPENapaT HHOCTPAHHBIX MPOU3BOINUTENEH,
OCYILECTBISIOUIMX WU IJIAHUPYIOLUX OCYILECTBIIATh IEPBUUHYIO U (MJIM) BTOPHUHYIO
YIIAKOBKY JIEKAPCTBEHHOTO Tpernapara B Poccuiickoi denepannu, HE MOKET PEBBIIATD:

a) OTIYCKHYIO IIEHY, PACCYUTAHHYIO C y4eTOM TpeOoBaHMiT MyHKTOB 26-28 [IpaBun u B
COOTBETCTBUH C paszzaenoM VIII HacTosme METOAUKN HA OCHOBAaHHUH pacyeTa,
IIPEyCMOTPEHHOIO IpUiI0skeHueEM Ne 6 K HacTOsAIIeH METOIUKE;

0) cpenHeB3BeNICHHYIO (PaKTUYECKYIO OTITYCKHYIO 1IEHY Ha BOCITPOU3BEICHHBIH
JIEKapCTBEHHBIN MpenapaT 3a OTYETHBIN MEPHUO/I, PACCYUTAHHYIO B COOTBETCTBUH C
pazaenom IV HacTosedn METOAMKY Ha OCHOBAHUU CBEICHUH, TPENYCMOTPEHHBIX
npusioxkeHrneM Ne 1 Kk HaCTOsIENd METOTUKE;

B) MUHUMAJIbHYIO OTITYCKHYIO IIEHY MHOCTPAHHOTO pou3BoauTens (0e3 yuera
MIPOU3BO/ICTBEHHBIX IUIOIIA/10K) Ha BOCIIPOM3BEICHHBIH JIEKapCTBEHHBIH Mpenapar B
WHOCTPAaHHBIX TOCYIapPCTBAX, YKa3aHHBIX B MPUIIOKEHUHN Ne 2 K HACTOSIIEH METOIHKE,
paccUMTaHHYIO B COOTBETCTBUU C pa3zenoM VII HacTosIel MeTOAMKN Ha OCHOBaHUHU
pacdera, IpeayCMOTPEHHOTO npriioxenneM Ne 3 k HacTosIIel METOANKE, C yIEeTOM
pacxo/I0B, CBSI3aHHBIX C TAMOKEHHBIM O0()OpPMIIEHUEM.

13. Ilpu rocynapcTBEHHON pETUCTpaLliyU IpeaesibHas OTIIYCKHAs LIeHa Ha
BOCIIPOM3BEICHHBIN JICKAPCTBEHHBIN Ipenapar s BCEX MPOU3BOJUTENEH I'OCY 1apCTB -
9IEHOB EBpa3uiiCKOro 5KOHOMHYECKOTO COK03a B pAMKAX PErMCTPALlMOHHOTO
yJIOCTOBEpEHHsI JIEKApCTBEHHOT'O Mpenapara ¢ yueroMm TpedoBanuii myHkra 24 Ipasun He
MOJKET IIPEBBIIATH YPOBEHb MUHUMAJILHOM U3 1IEH, PACCUUTAHHBIX C yU€TOM TpeOOBaHUI
nyHkTa 10 Hacrosmel Mmetoauku.lIpu rocygapcTBEHHONM perucTpanuy npeaeinbHas
OTITyCKHas 1I€Ha Ha BOCIIPON3BEACHHBIN JICKapCTBEHHBIN Mperapar I BcexX
MHOCTPAHHBIX IIPOU3BOAUTEIIEH, B TOM YHCIIE OCYILIECTBISAIOIINX UIN INIAHUPYIOLIUX
OCYIIECTBIISATH IEPBUYHYIO U (MJIM) BTOPUYHYIO YIAKOBKY JIEKAPCTBEHHOTO Ipernapara B
Poccutickoii denepanuu, B paMKax peruCTpalMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOIO



Ipernapara ¢ yueToM TpeboBaHui myHKTa 24 [IpaBui He MOKET MPEBBIIIATh YPOBEHb
MUHHMAaJIbHOHN U3 1I€H, paCCYUTAHHBIX C y4yeToM TpeOoBanuii myHkToB 11 u 12
HACTOSILEH METOIUKH.

14. Ilpennaraemast K roCyJapCTBEHHON pEerucTpaluy NpeAeibHas OTIyCKHAs LieHa Ha
BOCIIPOM3BEICHHBIN JIEKAPCTBEHHBIMN Mpenapar A1 BCeX IIPOU3BOIUTEIICH
JIEKapCTBEHHOT'0 Npenapara 6e3 ydyera popMbl BbIITYCKa JIEKapCTBEHHOTO IIpenapara, 3a
HCKJIIOUEHUEM CIIy4YaeB, IPEyCMOTPEHHBIX IyHKTOM 25 IIpaBui, He MOXKET IpEBBILIATD:

a) B CJIyyae €ciii B paMKaxX OJTHOTO PEruCTPaIlIOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOTO
Ipenapara 3aperuCTpUPOBAHbI PEAEIbHbIE OTIIYCKHbIE LIEHBI HAa BOCIIPOU3BEIEHHBIN
JIEKApCTBEHHBIN Mpenapar ¢ TaKOH K€ JICKapCTBEHHOH (OPMOii U TO3UPOBKOM
(KOHILIEHTpalel, aKTUBHOCTBIO B €IMHULIAX JIEHCTBUS), - IPECIIbHYIO OTIIYCKHYIO LICHY
Ha JICKAPCTBEHHBIH MpernapaT, pacCUMTaHHYI0 UCXO/I U3 CPEeIHEro apumMeTuIecKoro
3HAYEHUS] CTOUMOCTH OJIHOM JIEKapCTBEHHOW (POPMBI JIEKAPCTBEHHBIX IIPENapaToB,
UMEIOIIUX OMMKalIe CMEXHbBIE KOIMYECTBa BO BTOPUYHON (TTOTPeOUTEIbCKOI)
YIIAKOBKE, HA OCHOBAHMM CBEJICHMI, IPEyCMOTPEHHBIX NpuiiokeHneM Ne 5 k
HAaCTOSIIEH METOJIUKE;

0) B ciryuyae ecliy He 3aperucTpupOoBaHbl NpeeIbHbIE OTITYCKHBIE IIEHbI Ha
BOCIIPOM3BEICHHBIN JIEKAPCTBEHHBIHN MPENapar ¢ TAKOH K€ TO3UPOBKOU
(KOHLIeHTpalMel, aKTUBHOCTBIO B €IMHUIAX JACUCTBHS), - IPEACIIbHYIO OTITYCKHYIO LIEHY
Ha JIEKapCTBEHHBIN IIpernapaT, pacCCUUTaHHYIO UCXO0/I U3 CPEIHEr0 apuPMETUUECKOTO
3HAYEHUS CTOUMOCTH €VHMIIBI ICHCTBYIOLIETO BEIIECTBA JIEKAPCTBEHHBIX IIPENapaTosB,
MMEIOLIUX ONMKalIIie CMEXHbIE I03UPOBKHU, HA OCHOBAaHUU CBEICHU,
IIPEyCMOTPEHHBIX MPHIIOKEHHEM Ne 5 K HacTOsAIEN METOIHUKE.

15. Ilpu rocygapCTBEHHOM pErUCTpaLKi NPEAECIBHON OTIYCKHOW LIEHBI POU3BOAUTENS
Ha BOCITPOM3BEJICHHBIN JIEKapCTBEHHBIN Mpernapar B CiIyyae, €Clid B paMKax
MEX/1yHapOAHOI0 HEMAaTeHTOBAaHHOTO HAUMEHOBAHUS U JIEKapCTBEHHON (POPMBI HE
3aperucTpupoBaHa MpejelibHas OTIIYCKHas [IeHa Ha COOTBETCTBYIOIHNI pedepeHTHBII
JIEKapCTBEHHBIHN Mpernapar U He 3apETUCTPUPOBAHBI PEAEIbHbIE OTITYCKHbIE 1IEHbI
IIPOU3BOJUTENIEH HA BOCIIPOU3BEACHHBIE JIEKAPCTBEHHBIE IIPENIapaThl, pacyeT LEHBI
ocymecTBisieTcss DenepabHOM aHTUMOHOIIOJIBHOM CITY»KOO0M Ha OCHOBAaHUU
MUHHUMAaJIbHON OTIYCKHOW IIEHBI MPOU3BOAUTENS (6€3 yueTa Mpou3BOACTBEHHBIX
IJIOLIA/I0K, C YYETOM PaCcX0/I0B, CBSI3aHHBIX C TAMOXKEHHBIM 0()OpMJIIEHHUEM) Ha
COOTBETCTBYIOIIUN pedepeHTHBIN JeKapCTBEHHBIN Mpenapat B MHOCTPAHHBIX
rocy/apcTBax, yKa3aHHBIX B Ipui1oskeHUU Ne 2 K HacTOsIIed METOIUKE, C MPUMEHEHUEM
MOHMKAOIETro K03 HUIMEeHTa, 3HAYSCHUS KOTOPOTO ONPEIEISIOTCS B COOTBETCTBUU C
pazaenom VIII HacTosIein METOaUKH.

IV. Pacuer cpenneB3BenieHHON (aKTUYECKOM OTITYCKHOM IIEHbI MPOU3BOAUTENS
rOCyJIapCTB - WICHOB EBPa3zuiiCKOro SJKOHOMHYECKOTO COK3a U HHOCTPAHHOTO
MIPOU3BOIUTEISI, OCYIIECTBIISIFOIIETO IEPBUYHYIO U (MJIM) BTOPUYHYIO YIIAKOBKY
JIEKapCTBEHHOT O Ipernapara B Poccuiickont denepannu, Ha JIEKAPCTBEHHBIN nIpenapar



16. PacueT cpenHeB3BemIeHHON (DAKTUYECKOM OTITYCKHOMW 1IEHBI TIPOU3BOIUTEIIS
roCy/1apCTB - WIEHOB EBpa3uilckoro 3KOHOMHYECKOI0 COr03a U (UJIM) UHOCTPAHHOTO
MIPOU3BOIUTEIS, OCYIIECTBISIONIETO EPBUYHYIO U (MJIM) BTOPUYHYIO YIAKOBKY
JIEKapCTBEHHOTI 0 npenapara B Poccuiickon denepanyiv, Ha KOHKPETHBINA JIEKAPCTBEHHbBIN
rpenapar Npou3BOJUTCA 3a OTYETHBIN NIEpUOJ HA OCHOBAaHUU CBEJICHUN,
peAyCcMOTpeHHBIX mprioxeHueM Ne 1 k Hacrosien meroauke. Ilpu pacuere Takoi
CpeIHEB3BEIICHHOM (PAKTHUECKON OTITYCKHOM LIEHbl YUUTHIBAIOTCS CBEACHUS 00 00beMax
U OTIIyCKHBIX LIEHAX Ha JICKapCTBEHHBIN Ipenapar 3a OTYETHBIN IEPUOJ IO KAXKAOMY
MIPOU3BOJUTENIO B PAMKAaX OJIHOI'O PETMCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOT O
npemapata.PacueT cpeaHeB3BeneHHON (haKTHUECKOM OTIYCKHOM IIEHBI Ha
JIEKapCTBEHHBIN Mpernapar OCyLIECTBISETCS C Y4eTOM BceX (PopM BbIycka (YIaKOBKH,
KOMIUIEKTHOCTH) JIEKAPCTBEHHOI'O IIperapaTa, 3a UCKJIIOUEHUEM CIIy4aes,
MPeAYCMOTPEHHBIX ITyHKTOM 25 [IpaBui.

17. Cpennen3BenieHHas pakTHUECKas OTIYCKHas IIeHa IPOU3BOJUTENEH rocy1apCcTB -
4y1eHOB EBpazuiickoro 5KOHOMHUYECKOI0 COK3a Ha JIEKapCTBEHHBIN ITpernapar
(Yka3bIBaeTcsi 10 TOPrOBOMY HAaUMEHOBAHHIO, MEX/IyHapOAHOMY HEIIATEHTOBAaHHOMY
HaUMEHOBAaHMIO, IO3UPOBKE (KOHLEHTPALMU, AKTUBHOCTH B €JMHUIIAX JIEUCTBUSA),
JIEKapCTBEHHOH (pOpMe, KOTUYECTBY JIEKAPCTBEHHBIX (POPM B MOTPEOUTEIBCKOM
YIaKOBKE (KOJIMYECTBY 103 B YIIAKOBKE, 00bEMY) B paMKaX PErMCTpalliOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOT0 Mpenapara, OTIYIIEHHbINH 3a OTUETHBIN Nepuoy (1eHa

cpe3Bmp T TR ) (py6uieit), onpenensercst mo GpopmyIie:

> (UeHa baRTHYECKS [0 OTIYCKA X KOIHIECTES oTI)
UEHA CPESEND 0T, =

KOIHYECTED OEI-)I.LIEE OTII

rjae:1eHa (akTUYECKOro OTIycka - (hakThuueckas OTIyCKHas 1[eHa POU3BOAUTENS
rocyJapcTBa - ujieHa EBpa3uiickoro 5KOHOMHYECKOro cOr3a Ha 0JIHY MOTPEOUTENBCKYIO
YHaKOBKY JIEKQpCTBEHHOTO Npenapara (yka3blBaeTcsi 10 TOPrOBOMY HaUMEHOBAHHUIO,
MEXYHapOJAHOMY HEMaTeHTOBAHHOMY HaUMEHOBAaHMIO, JO3UPOBKE (KOHLIEHTPAIIH,
aKTUBHOCTH B €IMHUIIAX AEHCTBUS), I€KApCTBEHHOUN (pOpMe, KOJIMUECTBY JIEKAPCTBEHHBIX
(dhopM B MOTPEOUTENHCKOM yIaKOBKe (KOJIMUYECTBY /103 B YIIAKOBKE, 00bEMY)
(pyOueit);KOTMYECTBO OTII - KOJIMYECTBO YIAKOBOK JIEKAPCTBEHHOTO Mpernapara
(Yka3pIBaeTcs 0 TOPrOBOMY HAMMEHOBAHUIO, MEXIyHAPOAHOMY HEITaTEHTOBAHHOMY
HaMEHOBAaHMIO, JO3UPOBKE (KOHLIEHTPAIMH, aKTUBHOCTH B €IMHUIIAX IEHCTBUS),
JIEKapCTBEHHOM (opMe, KOJIMYECTBY JIEKAPCTBEHHBIX ()OPM B OTPEOUTETHCKOM
YIaKOBKe (KOJMYECTBY 03 B YIIaKOBKE, 00bEMY) MPOU3BOJUTENSI TOCYIapCTBA - WieHa
EBpasuiickoro 3k0oHOMH4ECKOI0 COr03a, OTIPY>KEHHOT'0 32 OTYETHBIN NIEPUO/I IO OTHON
1eHe (IUTYK);KOJIMYECTBO 00I1Iee OTM - 00IIee KOJTMUECTBO YIIAaKOBOK JIEKAPCTBEHHOTO
npemnapaTa (yKa3bIBaeTcs 10 TOPrOBOMY HaMMEHOBAHMIO, MEXKIYHAPOJHOMY
HEMaTeHTOBAaHHOMY HaUMEHOBAHMIO, J03UPOBKe (KOHIIEHTPAI[UH, aKTUBHOCTH B
€IMHUIIaX IeUCTBUS), IEKapCTBEHHON (hopMe, KOTMYECTBY JIEKApCTBEHHBIX (hOpM B
NOTPeOUTENBCKON yITaKOBKe (KOJIMUYECTBY /103 B YIIAKOBKE, 00bEMY) MPOU3BOAUTENEH
rocy/1apcTB - WieHOB EBpa3uiickoro SKOHOMHUYECKOTO COI03a B paMKax
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara, IpoOM3BEJEHHOIO U
OTIPY’KEHHOI'0 32 OTUETHBIN nepuo (ITyk). 13 olmiero koauvecTBa HCKITIOYAIOTCS



OKCIIOPTHBIC ITOCTaBKH, IIOCTaBKH, OCYHICCTBJICHHEIC B paMKaX pa3/IMYHbIX BUIOB
FYMaHHTapHOﬁ IMOMOIIH, U MOCTABKHU JICKAPCTBCHHBLIX IIPLCIIAPaTOB B paMKax
6J'IaFOTBOpI/ITeJ'IBHOCTI/I, a TaKKC IMOCTaBKHU JICKAPCTBCHHBIX IIPEIApaTOB C OCTATOYHBIM
CPOKOM roaHoCTu MCHEC 5 IIPOLCHTOB.

18. Cpennen3BenieHHas (haKTUUECKask OTIYCKHAS [[eHa HHOCTPAHHBIX MPOU3BOAUTEIICH,
OCYILIECTBIISIOUIMX MEPBUUHYIO U (M) BTOPUYHYIO YIIAKOBKY JIEKAPCTBEHHBIX
npenapaTtoB B Poccuiickoit denepanuu, Ha J€KapCTBEHHbIN Ipenapar (yKa3bplBaeTcs 110
TOProBOMY HaAMMEHOBAHUIO, MEKYHAPOJIHOMY HEIIATCHTOBAHHOMY HaUMEHOBAHHIO,
J03UPOBKE (KOHIIEHTPAIINH, aKTUBHOCTH B €JMHULIAX JCHCTBU), TEKapCTBEHHOU (hopme,
KOJINYECTBY JICKAPCTBEHHBIX (DOPM B MOTPEOUTENBCKOM YIIAaKOBKE (KOJIUYECTBY J103 B
yIaKoBKe, 00bEMY) B paMKaX PErMCTPALMOHHOIO YIOCTOBEPEHMSI JIEKAPCTBEHHOIO

TIpenapara, OTIyIeHHbIH 33 OTYETHBIH Tepuos (py6eii) (eHa cp3mp ~THm ),

onpenensieTcs mo GopMysie, MPUBEICHHON B MMyHKTE 17 HACTOAIIEH METOIUKH.

V. Pacuer penTaGenbHOCTH AT JIEKapCTBEHHOTO IIpenapara IMpou3BOIUTENS TOCYAapCTB
- WIeHOB EBpa3uiicCKoro 3KOHOMHUYECKOI0 COI03a IIPU MIEPEPEruCcTpaLy PeAeIbHON
OTILyCKHOM LIEHBI HA JICKAPCTBEHHBIN IIpenapar

19. PacueT pacxo0B, CBA3aHHBIX C Pa3pabOTKOM, TPOU3BOJICTBOM U peaau3aiueit
JIEKapCTBEHHOI'O IIperapaTa pou3BOAUTENS TOCYAapCcTB - WwieHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a, MPEACTABISAEMON Ha IEPEPETUCTPALIUIO TPEACTEHON OTITYCKHON
LIEHBI Ha JIEKApCTBEHHBIN MTpenapaT, OCYILECTBIIAETCS COrIacHO NpUiIokeHuto Ne 7.

20. PacueTr peHTa0eNIbHOCTH JIEKAPCTBEHHOIO MIpernapaTa 3a OTYETHBII Mepuos
OCYILECTBISAETCS MO KaXKAOMY IPOM3BOIUTEIIO TOCYAapCTBa - uieHa Eppasuiickoro
HKOHOMUYECKOTO COI03a B PAMKaX OJJHOTO PETHUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO Mpenapara.

21. Ilpu nepepeructpaiyiv NpeAeabHON OTIYCKHOM IIEHbl IPOM3BOAUTENS TOCY1apCTBA -
yieHa EBpa3suiickoro 5KOHOMHUYECKOIO COK03a Ha JIEKApCTBEHHBIN IIpenapar,
HaxOJUBIIMICS B 0OpamieHnn Ha Teppuropun Poccuiickoii @enepanuu, GpakTHuecKuii

Fg
YPOBEHb peHTA0ETHLHOCTH MPOoAyKIuu (- F ) (IpoIeHTOB) onpeaensieTcs mo Gopmyiie:

darTHUeCcKad TpHALITE

= 100%

Eg

CcebECTOHMOCTE

rie:pakTuueckas IpuObUIb - MPUOBLTL OT pean3alluy IPOU3BOAUTEIEM KOHKPETHOTO
JIEKApCTBEHHOTO MperapaTa 3a OTYETHBIN IEPUOJI, IPUBEAEHHAsS B puiiokeHnn Ne 7 k
HacTosIel Meroauke (py0iieit);ce0ecTOMMOCTD - CyMMa MPsIMbIX,
001IePON3BOACTBEHHBIX U O0IIEX035HCTBEHHBIX PACX00B, IPUBEICHHBIX B
npusnoxennn Ne 7 k HacTosiei meroauke (pyouieit).

22. IIpu nepeperucrpauu npeaeabHOoN OTITYCKHON EHBI IPOU3BOINUTENEH TOCYAapCTBA
- ujieHa EBpa3uiickoro 3JKOHOMMUYECKOT0O COK03a Ha JICKapCTBEHHBIN IIpenapar, He



MOCTYMaBIIMi B oOpareHue Ha Tepputopun Poccutickoit denepaiiuu B TEUCHHE

OTYETHOTO MEPUO/Ia, POTHO3UPYEMBIH YPOBEHb PEHTA0CIEHOCTH PO TYKIIUU (Rﬂ )
(IporeHTOB) onpenensieTcs mo Gopmyie:

IpoTHO3HAA TpHOEIE

R, x100%

cebeCTOHMOCTE

IJIe:IPOTHO3HASI TPUOBLIB - TPUOBUIb OT PeaTH3alry IPOU3BOUTEIEM KOHKPETHOTO
JICKApCTBEHHOTO Mperapara 3a roji, KOTopasi IpUBeIeHa B MPHIIOKeHHH Ne 7 K
HacTosIIel MeToanke (py0Ieit);ce0ecTONMOCTh - CyMMa MIPSIMBIX,
OOIIETTPON3BOICTBEHHBIX U OOIEX03HCTBECHHBIX PACXO0JIOB, IPUBEICHHBIX B
npuioxkenuu Ne 7 k HacTosiend Meroauke (pyoseit).

23. Ilpu nepepeructpalyy npeaeabHON OTIMYCKHOMN IIEHbl IPOU3BOAUTENS TOCYIapCTBA -
ywieHa EBpa3uiickoro 5KOHOMHUYECKOTO COI03a Ha JIGKApPCTBEHHBIN Mpernapar B CiIydasx,
MPeyCMOTPEHHBIX MoAnmyHKTaMu "a" - "B" myHkra 32 [IpaBui, ecinu GpakTUUeCKHit
YPOBEHb PEHTAOCIBHOCTH 32 OTYETHBIN Mepro] peBhICUT 30 MPOLIEHTOB, 3asBIISIEMast K
NepeperucTpauy npeaeabHas OTIyCKHas IIeHa Ha JICKApCTBEHHBIH MpenapaT MoIeKUT

CHMIKCHUIO C YUCTOM JAaHHOI'O OIrpaHUYCHUA.

V1. Pacuet cpenneB3BeieHHON (haKTHUYECKOM IIEHBI BBO3a JIEKAPCTBEHHOTO IIpernapara
MHOCTpaHHOTo npousoautens B Poccuiickyro denepanuto

24. Pacuer cpeHEB3BEILIEHHON (aKkTHUYeCKON [IEHbl BBO3a KOHKPETHOIO JIEKAPCTBEHHOTO
IpenapaTa MHOCTPaHHOTO pou3BoauTens B Pocculickyro denepanuto Npon3BOAUTCS Ha
OCHOBaHUU CBEJICHUMN, IPEIYyCMOTPEHHBIX puiiokeHueM Ne 4 k HacTosien
metoauke.[Ipu pacuere cpeHeB3BEILICHHON (GakTHUECKON IIEHbI BBO3a JIEKAPCTBEHHOTO
IpernapaTa yYMThIBAIOTCS CBEACHUS 00 00beMax U O 1IEHaX BBO3a JIEKAPCTBEHHOTO
Ipernapara 3a OTYETHBIN MEpUOJ IO KaKOMY MHOCTPAHHOMY ITPOU3BOIUTEINIO B paMKax
OJTHOT'O PErMCTPALIMOHHOIO yA0CTOBEPEHU JIEKapCTBEHHOr 0 Ipenapata.Pacuer
CpeAHEB3BEIICHHON (paKTHUECKON IIeHbI BBO3a JIEKAPCTBEHHOTO Mpenapara
OCYIIECTBIISIETCS C Y4€TOM (POPMBI BhITyCKa (YHaKOBKH, KOMIUIEKTHOCTH)
JIEKapCTBEHHOI'O IIPETapaTa, 3a HCKJIOUEHUEM CIIy4aeB, IPEIyCMOTPEHHBIX TyHKTOM 25
[IpaBui.

25. CpenHeB3BelieHHas (pakTHUecKas LeHa BBO3a JIEKApCTBEHHOTO Npenapara
(Yka3pIBaeTcs 10 TOPrOBOMY HAMMEHOBAHUIO, MEXyHAPOJAHOMY HENTAaTEHTOBAHHOMY
HauMEHOBAHMIO, TO3UPOBKE (KOHIEHTPALIMU, AKTUBHOCTH B €IMHULIAX JEHCTBUS),
JIEKapCTBEHHOH (popMe, KOJTUYECTBY JIEKAPCTBEHHBIX ()OPM B MOTPEOUTEIBCKOM
yHakoBKe (KOJIMYECTBY 7103 B YIIAKOBKE, 00beMY) HHOCTPAHHBIX MPOU3BOINUTENEH,
YKa3aHHBIX B PETUCTPALIMOHHOM yJI0CTOBEPEHHHM JIEKAPCTBEHHOI'O IIpernapara,
BBE3EHHOI0 3a OTUETHBIN Meproj] Ha TeppuToputo Poccuiickoit @eneparun (1ieHa

cpB3BIp "°N) (py6ueit), ompeensercs mo Gopmye:



> (UeHa PaTHYECKOTO BEOIAXKOIHYECTES EE)
UEHA CPESENP EBp =

EQIHYECTEO OEIH.IEE EE

rie:neHa (pakTHUecKoro BBO3a - (hakTHYECKas IIeHa BBO3a OTHOW MTOTPEOUTENbCKOM
YIIaKOBKH JIEKAPCTBEHHOTO Ipernapara (yKa3bIBaeTcs 0 TOProBOMY HaMMEHOBAHUIO,
MEKIyHAPOAHOMY HEMaTeHTOBAHHOMY HaMMEHOBAHHUIO, I03UPOBKE (KOHIICHTPAIIHH,
aKTUBHOCTH B €MHUIAX ACUCTBUS), JIGKAPCTBEHHOW (hopMe, KOIMYECTBY JICKAPCTBEHHBIX
($hopM B MOTPEOUTENHCKOM YITaKOBKE (KOJUYECTBY /103 B YIIAKOBKE, 00BEMY)
MHOCTPAHHOTO IPOU3BOIUTENS (PyOIIei);KOJTMUECTBO BB - KOJIMYECTBO YIAKOBOK
JIEKapCTBEHHOTO IIpenapaTra HHOCTPAHHOTO MPOU3BOIUTENS (YKA3bIBACTCS IO TOPTOBOMY
HAaMMEHOBAHMIO, MEXKYHAPOIHOMY HEITAaTEHTOBAHHOMY HAMMEHOBAHUIO, TI03UPOBKE
(KOHIIEHTpAIMU, aKTUBHOCTU B €MHUIIAX JEHCTBHS), IEKapCTBEHHOH (opme,
KOJIMYECTBY JICKAPCTBEHHBIX (DOPM B MOTPEOUTENBCKOM yaKoBKe (KOJIMYECTBY /103 B
yIIaKoOBKe, 00beMY), BBE3EHHOTO HHOCTPAHHBIM IIPOU3BOIUTEIEM (MMIIOPTEPOM) 3a
OTYETHBIN MEPUO/T TI0 OJJHOH IeHe (IITYK);KOJINIEeCTBO 00IIee BB - 001IIee KOITHMYECTBO
YIIaKOBOK JIEKaPCTBEHHOT'O Tpernapata (YKa3bIBaeTCs IO TOPrOBOMY HAaMMEHOBAHHIO,
MEXyHapOJAHOMY HEeIIaTeHTOBAHHOMY HaUMEHOBAHHIO, JO3UPOBKE (KOHIIEHTPAIIH,
aKTHBHOCTH B €IMHHIIAX JCHCTBHUS), IEKapCTBEHHOW (hOpMe, KOIUIECTBY JICKAPCTBEHHBIX
(opM B MOTPEOUTENBCKOM yITaKOBKe (KOJTUYECTBY 103 B yIIAaKOBKE, 00bEMY)
MHOCTPAHHBIX IPOU3BOAMTEINCH B paMKaX pPErUCTPAlMOHHOTO YAOCTOBEPEHHUS
JIEKapCTBEHHOI'O IIperapara, BBE3EHHOI0 32 OTUETHBIN nepuo (lTyk).M3 oduiero
KOJIMYECTBA MCKITFOYAIOTCS IOCTABKH, OCYIIECTBICHHBIE B paMKaX Pa3JIMYHBIX BUIOB
TYMaHHUTapHOH IMOMOIIH, ¥ TOCTaBKH JICKAPCTBEHHBIX MPEMApaToB B paMKax
0J1arOTBOPHUTEILHOCTH, TIOCTABKH JICKAPCTBEHHBIX MIPENApaToB ¢ OCTATOYHBIM CPOKOM
TOAHOCTH MEHee 5 MPOIEHTOB, a TAK)KE TIOCTABKH JIEKAPCTBEHHBIX MTPETIapaToB C
(akTHUECKO LIeHO! BBO3a, PEBBIMIAIOIIEH 3apErUCTPUPOBAHHYIO NPEIETbHYIO
OTITYCKHYIO IICHY ITPON3BOIUTEIIS.

VII. Pacyer MUHMMAaNIbHON LIEHBI IPOU3BOAMTEIIS HA JICKAPCTBEHHBIN IIpEnapar B
MHOCTPaHHBIX FOCYJapCTBaX, YKa3aHHbBIX B MPHIOKEHNU Ne 2 K HacTOAIIeH METOIUKe

26. Pacuer OoTIyCKHOI! 11I€HbI MPOU3BOANUTENS HA JIEKAPCTBEHHBIN npenapar (1o
TOProBOMY HaMMEHOBAHUIO, MEXKyHAPOJIHOMY HENIAaTECHTOBAHHOMY HaUMEHOBAHHUIO,
JO3UPOBKE (KOHIIEHTpAIlMHU, AKTUBHOCTU B €IMHULIAX JIEHCTBUS), IEKapCTBEHHON (opMe,
KOJINYECTBY JICKAPCTBEHHBIX (DOPM B MOTPEOUTENBCKOM YIIAaKOBKE (KOJIUYECTBY /103 B
yHakoBKe, 00beMY) IPOU3BOAUTCS HA OCHOBAaHUU CBEJIEHUN 00 ypOBHE MUHUMAJIBHBIX
IIeH JISKapCTBEHHOTO Npenapara (0e3 yueTa mporu3BOICTBEHHBIX IUIOMIAJI0K) B
MHOCTPAHHBIX TOCYJapCTBaX, YKa3aHHbBIX B MPHIIOKEeHUN Ne 2 K HacTosIIed MeToIuKe, U
Ha OCHOBAaHUM CBEJICHUH, MPeyCMOTPEHHBIX Tabauuen 1 npunoxenus Ne 3 k
HACTOSAIIEH METOIUKE.

27. B tabnune 1 npunosxenust Ne 3 K HACTOSIIIIEH METOANKE MUHIUMAIIBHBIC TIEHBI
IIPOU3BOJUTEIS Ha JIEKAPCTBEHHBIN IIpenapaT B MHOCTPAHHBIX I'OCY1apCTBaX, YKa3aHHBIX
B npuiiockeHnu Ne 2 K HacTosiIIe MeToIMKe, yKas3bIBatoTcs B pyossx. [lepecuer neHs! B
WHOCTPAaHHOU BaJIIOTE B pyOJIM OCYIIECTBIISIETCS 110 CPeTHEMY KypCy COOTBETCTBYIOIEH
MHOCTPaHHOU BaNMIOTHI K pyOutto Poccuiickoit @enepaiinu, ycTaHOBIEHHOMY



HentpansabiM 6ankoM Poccuiickoit @enepaninu 3a 3 KajleHIApPHBIX MECSIIa,
MPEANIECTBYIOIINE MECSITY JIaThl MOJIa4M 3asBJICHUS O TOCYAaPCTBEHHOM PErucTpaluu
(mepeperucTpalyu) NpeaeIbHON OTIYCKHOM IIEHBI TPOU3BOIUTENS Ha JICKAPCTBEHHBIN
mpermapar, KOTOpbIi (Kypc BaJIFOTHOTO TepecdeTa) yKa3plBaeTcs B TadIuIe 2
npuiioxkeHus Ne 3 Kk HaCTOsIEeNd METOIUKE.

28. B cinydae eciu JiekapCTBEHHBIH TTpernapar peain3yercsi B MHOCTPAHHBIX
rocyJapcTBax, yKa3aHHbIX B MpUiIokeHUU Ne 2 K HacToAIed METOANKE, IO JPYTUM
TOProBbIM HaMMEHOBaHUEM, B Tabmuie 1 npunoxxenus Ne 3 k HacTosIIeH METOIUKE
YKa3bIBalOTCSA COOTBETCTBYIOIIEE TOPIrOBOE HAUMEHOBAaHUE M MUHUMAJIbHBIC 1ICHBI
MIPOM3BOIUTEIS HA JICKAPCTBEHHBIN Mpenapar.

29. B ciydae rocyiapcTBEHHOM peructpaiuu (nepepeructpanun) B Poccuiickoit
denepanyy NpeaeaIbHON OTIIYCKHOH LIEHbI Ha JIEKAPCTBEHHBIN Ipenapar ¢ KOJIMYECTBOM
JIEKapCTBEHHBIX ()OPM B IMOTPEOUTENHCKON YyIIaKOBKE (KOJIMYECTBY /103 B YIIAKOBKE,
00bEMY), OTCYTCTBYIOLIIMM B HHOCTPAHHBIX FOCY1apCTBaX, YKa3aHHbBIX B IPUIIOKEHUU No
2 K HacTosiel MeToiuKe, B Tabauue 1 npunoxkenus Ne 3 K HacToALIEH METOAUKE
YKa3bIBaIOTCS MUHUMAJIBHBIE LIEHB MHOCTPAHHOT'O IPOU3BOAUTEINS HA JIEKAPCTBEHHBIE
IpenapaThl, UMEIOIIME OIMKaNIINe CMEXHbIE KOJIMYECTBA B IOTPEOUTEIBCKIX
YIaKOBKax (BHE 3aBUCUMOCTH OT HAJIMUMS UX TOCYAAPCTBEHHOM perucTpanuy Ha
teppuropun Poccuiickoit @enepanyin), KOTOpbIE PEATU3YIOTCS B MTHOCTPAHHBIX
rocyapcTBax, yKa3aHHbIX B IpuiiokeHuu Ne 2 k Hacrosend Mmetonuke.IIpu atom
MUHUMaJbHasl lIeHa IPOM3BOAUTENS Ha JIEKAPCTBEHHBIN Iperapar OnpeaeiseTcs Kak
MUHHUMaJIbHAs UCXO/I U3 pacyeTa CpeiHero apupMeTHYecKoro 3Ha4eHus: CTOUMOCTH
OJIHOM JIEKapCTBEHHOM (hOPMBI JIEKAPCTBEHHBIX MPENapaToB, UMEIONTUX OJuxKalIIme
CMEXKHBIE KOJIMYECTBA B MOTPEOUTENILCKUX YITAKOBKAX, B KaX/1I0M U3 HHOCTPAHHBIX
rocynapcts (rpada 6 tTadmuiel 1 npunoxenus Ne 3 k Hactosmein Mmeroanke).B cioyyae
roCyJapCTBEHHOI peructpanuu (nepeperucrpanuu) B Poccuiickoit @enepanuun
MIpEACIIBHON OTIIYCKHOM LIEHBI JIEKAPCTBEHHOIO IIpenapara ¢ J0O3UpOBKOH,
OTCYTCTBYIOILIEH B MHOCTPAHHBIX FOCYIapCTBaX, YKa3aHHBIX B IpUI0KeHUH Ne 2 K
HacTodAIel MeToAuKe, B Tabnuie 1 npunoxenust Ne 3 k HacTosIel METOIUKE
YKa3bIBaIOTCS MUHUMAJIBHBIE [IEHBI HHOCTPAHHOTO MIPOU3BOANUTENS HA JIEKAPCTBEHHBIE
IpenapaThl, UMEIOIIe OMKaiIIe CMeXHbIE T03UPOBKHU (BHE 3aBUCUMOCTH OT HaJIMYUs
UX perucrpanuu Ha Tepputopun Poccuiickoit denepannn), KOTOphIE pean3yroTCs B
MHOCTPAHHBIX TOCYJapCTBaX, YKa3aHHbBIX B MpHIokKeHUH Ne 2 Kk HacTos1ei
Metonuke.lIpu aTom 1eHa, npeuiaraemast K rocyJapCTBEHHOM perucTpanum,
ompezesnseTcss Kak MUHUMAalbHasi UCXO/Is U3 pacueTa CpeHEro apupMeTH4eCKOro
3HAUEHUS] CTOMMOCTH OJIHOM €IMHUIIB] JENCTBYIOLIETO BEIIECTBA JIEKAPCTBEHHBIX
MIpernapaToB, UMEIOLINX OJIMKalIINe CMEXHbIE I03UPOBKH, B KaXKI0M U3 HHOCTPAaHHBIX
rocyapctB (rpada 7 Tabnuusl 1 npunosxkenust Ne 3 kK HacTOAIIEH METOHKE).

30. B citydae eciu ekapCTBEHHBIN penapaT HHOCTPAHHOTO IPOU3BOAUTENS
MIPOU3BOJIUTCS TOJNBKO JUIsl Mpojiaxu B Poccuiickoit denepanuu (He peanusyeTcs B
MHOCTPAaHHBIX TOCYIapCTBaX, YKa3aHHbBIX B MPUIIOKEHUH Ne 2 K HaCTOSIIEH METOIHKE),
JUIsl pacyeTa OTITYCKHOMW LIEHBI Ha JICKaPCTBEHHBIH MpernapaT IpeIcTaBIsaeTCs
uH(poOpMalKg 0 MUHUMAJIBHBIX [IEHAaX JPYTHMX MHOCTPAHHBIX MPOU3BOIUTENCH Ha



JIEKapCTBEHHBIE MPENapaThl, COBNAAAIOIINAE 10 MEKYHAPOJHOMY HEIIAaTCHTOBAaHHOMY
HAaMMEHOBAHMIO (IIPH €r0 OTCYTCTBUU IO IPYyNIMPOBOYHOMY WJIM XUMHUYECKOMY),
JIeKapCTBEHHOH (opme, 103UpOoBKe (KOHLEHTPALUK, aKTUBHOCTH B €IMHUIIAX JIEHCTBUS),
oOpararoyecs B rocyJapcTBe IIPON3BOAUTENS JIEKAPCTBEHHOTO IIpernapara, Ha
OCHOBAHHUU JIaHHBIX U3 OTKPBITHIX OOIIEAOCTYIIHBIX HCTOYHUKOB, COOTBETCTBYIOLIMX
TpeboBanusaM myHkTa 17 IpaBuin. Ilpu 3TOM 3asiBIeHHAst K TOCY1apCTBEHHON
pErucTpanyy LeHa THOCTPAHHOTO IIPOU3BOAMTENS Ha JIEKAPCTBEHHBIN Ipenapar He
JIOJDKHA MPEBBIIIATh MUHUMAJIBHYIO LIEHY APYTUX HHOCTPAHHBIX IPOU3BOJUTENEH (C
Y4ETOM PaCXO/0B, CBSI3aHHBIX C TAMOKEHHBIM 0()OPMIIEHUEM ), PACCUUTAHHYIO HA
OCHOBaHUU TaOMUIBI | punoxkeHust Ne 3 K HaCTOAIICH METOAMKE.

VIII. Pacuer npeenbHON OTITYCKHOM LEHBI TPOM3BOJAMUTEINS HA BOCIIPOU3BEACHHbBIN
JIEKapCTBEHHBIN mpenapar

31. Jlepkarenb WK Baeslel] pEeruCTPaMOHHOIO y10CTOBEPEHHs (YIIOJIHOMOYEHHOE UM
JIMII0) BOCIIPOM3BEIEHHOI'0 JIEKAPCTBEHHOIO IIpenapaTa B Ciiydae, €M MpeiesibHas
OTIIyCKHAasl 1IeHa Ha COOTBETCTBYIOIIMNA pePEpEHTHBIN JIEKapCTBEHHbIN Mpenapar
3apEruCcTPUPOBaHa, NPEACTABIAET ISl TOCYJapCTBEHHOM PErUCTpalyy NPEACIbHYI0

OTITYCKHYIO IICHY Ha JIKAPCTBEHHBIN TIPEnapaT, He MPEBBIIIAIONIYIO [IEHY (H“P)
(py0uteit), paccuuTanHyo 1o hopmyiie:

100-E
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rae: peg 3apErucTpUpPOBaHHAs Ha JaTy NOJa4yM 3asBJICHUS O TOCYJapCTBEHHOMN
pEerucTpanuy NpeaeabHON OTIYCKHOM IIEHBI Iep>KaTesIeM WUIIU BIaJeNbIEM
PETUCTPALIMOHHOIO YAOCTOBEPEHUS BOCIIPOM3BECHHOIO JIEKaPCTBEHHOTO Mpernapara
(MM YTIOJTHOMOYEHHBIM UM JIMIIOM) NpeieNibHas OTITYCKHAs IIeHa 3a MOTPEeOUTENbCKYIO
YIaKOBKY pe(epeHTHOr0 JIEKapcTBEHHOI0 Ipernaparta (aajee - 1ieHa peepeHTHOro

JIEKapCTBEHHOT'O Mpernapara); En . MOHMKAIONUHN KOAPPHUIMEHT, 3HAYEHUS KOTOPOTO
IIPU TOCYJJApCTBEHHOM perucTpanyy pacCUUThIBAIOTCSA B COOTBETCTBUM ITYHKTOM 33
HACTOAIIEH METOANKHU U MyHKTOM 26 [IpaBuin (ganee - moHMXaromui KodPpPUIUEHT)
(mpoLeHTOB), ¢ OKpyriIeHueM 10 coTelxX; K¢ - koapduiment nepecuera pacoBku,
OTIpeIeNIIEMBIN KaK COOTHOIIEHUE MEX/Ty KOJTHYECTBOM JIEKapCTBEHHBIX (hOpM B
YIaKOBKE BOCIIPOU3BEICHHOI'O JIEKAPCTBEHHOIO IpenapaTa u peepeHTHOro
JIeKapCTBEHHOTO npenapara; K - KoapduueHT nepecyera J03UPOBKH, ONIPEIEIIIEMbIN
KaK COOTHOIIEHHE MEXIy KOJMUYECTBOM €IMHUI] aKTHBHOT'O BEILIECTBA B IO3UPOBKE
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO TIpenapaTa U KOJIMYeCTBOM €IMHHUI] aKTUBHOTO
BEIIECTBA B JI0O3UPOBKE peepeHTHOr0 JIEKAPCTBEHHOTO IIpenapaTa.

32. llena Ha pedepeHTHBIH JIeKapCTBEHHBIH Mpenapar onpeaesieTcss Kak MUHUMaJIbHas
3aperucTpupoBaHHas IpejelibHas OTITYCKHas LieHa Ha peepEeHTHBIH JIeKapCTBEHHBIN
Ipernapar ¢ TaKOH e TO3UPOBKOU (KOHIIEHTpalMel, aKTUBHOCTBIO B €IMHUIIAX
JEHCTBHS) U TAKUM K€ KOJMYECTBOM JIEKAPCTBEHHBIX (JOPM BO BTOPUUHOM



NOTPeOUTENBCKON yIIaKOBKE, YTO U BOCIIPOM3BEACHHBIN JIEKapCTBEHHBIH ITpernapar, ¢
Y4€TOM CIIy4aeB, IPeAyCMOTPEHHbIX IyHKTOM 25 IIpaBun.B ciydae ecnu He
3aperucTpUPOBaHbI NPE/IEIbHbBIE OTIYCKHBIE LIEHbI HA pe()epEeHTHbIH JIeKapCTBEHHBIN
Ipernapar ¢ TAKUM K€ KOJTMYECTBOM JIEKAPCTBEHHBIX ()OPM BO BTOPUUHOM
NOTPEOUTENBCKON YIIaKOBKE, UTO U 3asBJISIEMbI BOCIIPOU3BEICHHBIHN JIEKapCTBEHHBIN
mpernapar, 1ieHa Ha pe)epeHTHBIN JIEKapCTBEHHBIN MpenapaT onpeaesseTcs Kak
IpeJesibHas OTIIyCKHAas 1ieHa Ha pe)epeHTHBIN JIEKapCTBEHHBIN IpenapaT, pacCUuTaHHasI
UCXOJS U3 CPEAHEr0 apu(METHUECKOTO 3HAYEHUSI CTOMMOCTH OJIHOM JIEKapCTBEHHOMN
(GopMBI JIEKapCTBEHHBIX MPENapaToB, UMEIOLIMX ONMKaiIne CMeXHbIe KOJIMYECTBA BO
BTOPUYHOM (OTpeOUTENbCKOI) yrakoBKe.B cirydae eciu He 3aperucTpHpOBaHEI
IpeJesIbHbIE OTIIYCKHbIE LIEHbl Ha pepepeHTHBIN JIeKapCTBEHHBIN IpenapaT ¢ TaKou ke
JIO3UPOBKOM (KOHIIEHTpAIMEl, aKTUBHOCTBIO B €IMHUIIAX JICHCTBHS), KaK
BOCIIPOU3BEICHHBIH JIEKapCTBEHHBIH Mpenapar, 1ieHa Ha peepeHTHBIN JIeKapCTBEHHbIN
IpenapaT onpeneisiercs Kak IpeesibHas OTIIyCKHas LIeHa Ha peepEeHTHBIH
JIeKapCTBEHHBIH Mpenapar, pacCUUTaHHask UCXO/IS U3 CPEIHEro apupMeTHIECKOro
3HAQ4YEHMS] CTOMMOCTHU €MHUIbI AKTUBHOI'O BEILIECTBA JIEKAPCTBEHHBIX IIPENAPaTOB,
UMeoIIUX Onkaiiie CMeXHbIE J103UPOBKU. B citydae eciu npeesbHas OTIyCKHas
[IeHa MTPOU3BOIUTEIIS Ha pepepeHTHBIN JIeKapCTBEHHBIN NpenapaT Oblia
IIEPEPErUCTPUPOBAHA, TO YUUTHIBACTCS IIOCIIEAHAS 3apErMCTPUPOBAaHHAs [TpeeIbHAas
OTITyCKHAs IIeHa Ha peepeHTHBII JIEKapCTBEHHBIH Mpernapar.

33. B ciyuasx, mpu KOTOPBIX B paMKax MEX/yHApOJHOI'O HEMaTEeHTOBAHHOIO
HanMMCHOBAaHUA (HpI/I €T0 OTCYTCTBHHU - I'PYHIIMPOBOYHOI'O UJIN XI/IMH‘IGCKOFO) n
JeKapcTBEHHOH (opMbI Ha peepeHTHBIH JIeKapCTBEHHBIN MpenapaT 3aperucTpupOBaHbl
Pa3IMYIHBIC IPCACIBbHBIC OTITYCKHBIC LICHBI, IPUMCHACTCA CPEAHEC apI/ICbMeTI/I‘-ICCKOG
3Ha4YeHHe MOHIKAIOIIEro KO3 PUIlMeHTa, pacCUNTaHHOE Ha OCHOBAHUU
3aperucTPUPOBAHHBIX MPEENIbHBIX OTITYCKHBIX 1IEH Ha peepEeHTHBIN JIEKapCTBEHHbIN
Ipernapar, 3a HCKJIUYEHUEM CIIy4aeB, IPU KOTOPBIX MOHIDKAOUIMNA K03 duLineHT paBexH
HyJ10.B cityuae ecnu Ha naTy nogauu B MuHHCTEpCTBO 3/1paBooXpaHeHus Poccuiickoi
Denepanyy 3asBICHUS O TOCYAAPCTBEHHON PETUCTPALMK IPENEIBbHON OTITYCKHOM LIEHbI
IIPOU3BOJUTEISI TOCY1apCTBA - ieHa EBpa3uiickOro 3KOHOMHUYECKOTO CO3a Ha
JIEKapCTBEHHBIN Mpenapar He 3aperucTpupoBaHa MpeieabHas OTIyCKHas 1IeHa Ha
BOCIPOU3BE/IEHHBIN JIEKapCTBEHHBIH NMpenapar NpoU3BOAUTENS TOCYIapCcTBa - WieHa
EBpa3uiickoro 3k0OHOMH4ECKOI0 COr03a, COBIAJAOLIUHI 110 MEXyHAPOJIHOMY
HENaTeHTOBAaHHOMY HaUMEHOBAHHUIO (IIPH €r0 OTCYTCTBUU - IPYIIHUPOBOUYHOMY MIIH
XMUMHUYECKOMY), IEKapCTBEHHOHN (popMe U 103UPOBKE, MOHIKAIOMINN K03 duiimeHTt
omnpeaensercs no GopMysiaM MOHMKAIIUX KO((OULIMEHTOB, IPUMEHIEMbIX ITPU
pacuere IpeaesIbHON OTITYCKHOW LIEHBI TPOU3BOIUTEIIS HA TIEPBBIN BOCIIPOU3BEACHHBIN
JIEKapCTBEHHBIN Mpernapar, IpeaCcTaBIsieMOol Ha ToOCyAapCTBEHHYIO PErHCTpaluio,
cornacHo npuioxenuto Ne 8.B ciyuae ecnu Ha 1aTy nogauu B MUHHCTEPCTBO
3npaBooxpaHeHus Poccuniickoit denepanuu 3asBIEHUS O TOCYJaPCTBEHHON pErUCTpaiuu
IIpeIeIbHON OTITYCKHOM LIEHBI Ha JIEKapCTBEHHBIN MpenapaT HHOCTPAaHHOIO
MIPOU3BOJIUTEIS, B TOM YHCIIE€ OCYIIECTBISIONIETO NEPBUYHYIO U (MJIH) BTOPUYHYIO
YIaKOBKY JIEKapCTBEHHOT 0 Ipenapata B Poccuiickoit denepanuu, He 3aperucTpupoBaHa
IpeesIbHAas OTITYCKHAs [IEHa Ha BOCIIPOM3BEICHHBIN JIEKapCTBEHHBIN IIpenapar,
COBIAJIAOLIUI 0 MEXIyHApPOJAHOMY HENTAaTEHTOBAHHOMY HaUMEHOBAHMIO (IIPH €T0



OTCYTCTBHH - TPYNIIUPOBOYHOMY HIJIM XUMUYECKOMY ), JIEKapCTBEHHOU (hopMe U
J03UPOBKE, MOHMKAIOLINHA KOXPPHUIHUEHT onpeaensiercs no GopMysaM pacyera,
MpeAyCMOTPEHHBIM npuiiokeHreM Ne 8 k HacTose meroauke.B ciyyae ecnu Ha naty
noga4yu B MunucTepcTBo 3apaBooxpanenus Poccuniickoit denepanuu 3asBIeHUS O
roCyJapCTBEHHOMN pErucTpanuu NpeeabHON OTITYCKHON LEHbI IPOU3BOIUTENS
rocyzapcrsa - wieHa EBpasuiickoro 3KOHOMHUYECKOIr0 COX03a Ha JICKaPCTBEHHBIN
rpenapar 3aperucTpupoBaHa npejieibHas OTIYCKHas LIEHAa Ha BOCIIPOU3BEICHHbBIN
JIEKapCTBEHHBIN IpenapaT NPOU3BOJAMUTEINS TOCYJapCTBa - wieHa EBpa3uiickoro
SKOHOMHUYECKOI'O CO03a, COBIIAJIAIOIINM 110 MEXAYHAPOJHOMY HETATEHTOBAHHOMY
HaMMEHOBAHMIO (IIPH €r0 OTCYTCTBUU - TPYIIIMPOBOYHOMY UM XUMUYECKOMY),
JIeKapCTBEeHHOM (hopMe U 103UPOBKE, MOHMKAOIMINN KOAPDUITUEHT ONPEeNsIeTcs Mo
dbopmynaM pacyera HOHMKAOMMX KO3(PPUINEHTOB, IPUMEHSEMBIX IIPH pacyeTe
MpeAeNIbHON OTIYCKHOM LIEHbI TPOU3BOJUTEINS HA BOCIIPOU3BEICHHBIN JIEKAPCTBEHHbBIN
npenapar, npeACcTaBIsieMON Ha TOCYIapCTBEHHYIO PErUCTPALUIO, COTTIACHO MPUIIOKEHHUIO
Ne 9.B ciyuae ecnu Ha naty nojauu B MuHucTepcTBo 3apaBooxpanenust Poccuiickoit
®denepaunu 3a8BJICHUS O TOCYJAPCTBEHHON PETUCTPALIMU TPEAETbHON OTITYCKHOM IIEHBI
Ha JIEKapCTBEHHBIN IIpenapaT HHOCTPAHHOTO MPOU3BOINUTENS, B TOM YUCIIE
OCYIIECTBIISIOLIET0 NEPBUYHYIO U (WJIM) BTOPUYHYIO YIIAKOBKY JIEKAPCTBEHHOI'O
npenapara B Poccuiickoit @enepanuu, 3aperucTpupoBaHa MpeesibHasi OTIIyCKHasl [ieHa
Ha BOCIIPOMU3BEJACHHBIN JIEKAPCTBEHHBIM MPENapar, COBNAAAIONIAN M0 MEXAYHAPOIHOMY
HENMaTEeHTOBAaHHOMY HAaUMEHOBAHHUIO (IIPH €r0 OTCYTCTBUU - TPYIIHUPOBOUYHOMY WIIH
XUMHUYECKOMY), JIEKAPCTBEHHOU (popMe U JO3UPOBKE, NOHMKAIOUINHN K03 HULIEeHT
ornpezensercs no GopMmyiaM pacuera, IpeayCMOTPEHHBIM MpriiokeHneM Ne 9 k
HACTOSIIEN METOJIHKE.

34. B ciydae ecnu npesienbHas OTITYCKHAs [IEHA Ha pe)epeHTHBIH JeKapCTBEHHBbIIH
IpenapaT B paMKax MEXIyHapOJIHOTO HEMAaTEeHTOBAHHOIO HAUMEHOBAHUS U
JIeKapCTBEHHOM (POPMBI HE 3apEerMCTPUPOBAHA MM €CIIH B PAMKaX MEXITyHapOIHOTO
HENaTEeHTOBaHHOTO HAUMEHOBAHUS U JIEKAPCTBEHHON (hOpMBbI pedepeHTHBII
JIEKapCTBEHHBIN Mpenapar OTCYTCTBYET, AP KaTelb WIN BIaJEIel] pEruCTPalMOHHOTO
yaocToBepeHus (YIOJIHOMOYEHHOE UM JIMI0) BOCIIPOU3BEIEHHOTO JIEKAPCTBEHHOIO
Ipernapara npeAcTaBisieT A TOCYIapCTBEHHON PErUCTPalliy MPEEIIbHYI0 OTITYCKHYIO

LIEHYy Ha JIEKapCTBEHHBII IIpernapar, He MPEBBIIAIONIYIO LIEHY (H‘“P' ) (py©6meii),
paccUnTaHHYIO O popMyIIe:
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rae: Do 3aperucTpupoBaHHas peeNbHast OTIIYCKHAs 1leHa Ha TOTPEOUTEIbCKYIO
YIIAKOBKY JIEKAPCTBEHHOTO IIpenapaTa, COBIAAAIOIIEro M0 MEKIYHAPOJHOMY
HEMaTeHTOBAaHHOMY HaMMEHOBAHHIO (IIPU €ro OTCYTCTBUHU MO TPYIITUPOBOYHOMY MIIH
XUMHUYECKOMY) U JIEKapCTBEHHOU (popme, onpesiesieHHas B COOTBETCTBUU C MyHKTOM 35

HACTOSIIEH METOIUKH (J1ajiee - MaKCUMalbHas 1eHa) (pyosein); Kn . MOHMKAIOIIUNA
K02 (ppuIMeHT, 3HaueHUsT KOTOPOTO MPHU TOCYAAPCTBEHHOM PErUCTPAIUN
PacCUUTBIBAIOTCS B COOTBETCTBUU IMMYHKTOM 36 HACTOSIIEH METOJIUKU U ITYHKTOM 28



IIpaBui (IpOLIEHTOB), C OKPYIJIEHHEM A0 COThIX./[J1 pacyera npeaeabHOM OTIIyCKHOM
LIEHBI TPOU3BOIUTEINSI HA UMMYHOOHOJIOTMUECKHUN JIEKapCTBEHHBIH Npenapar (BakLuHy) B
COOTBETCTBUH C HALIMOHAJIBHBIM KaJIeHAapeM NPOQHIAKTHYECKUX TPUBUBOK
MOHMXKAIOIIUH KO3 UIMEHT HEe TpuMeHsieTcs. B ciyyae ecnu B paMkax
MEX/YHapOJAHOTO HEaTeHTOBAHHOIO HAUMEHOBAHMSI U JIEKAPCTBEHHOU (hOpMBI
npeenbHas OTIYCKHAs 1IeHa Ha pe)epeHTHBIN JIEKapCTBEHHBIN IpenapaT He
3apEruCcTPUPOBaHa U 3apEerMCTPUPOBaHa IPEEIIbHAs OTIIYCKHAs LIeHa IIPOM3BOAUTENS HA
BOCIIPOW3BEICHHBIH JIEKApPCTBEHHBIH Mpemnapar ¢ y4eToM TpeOoBaHuil myHKTa 15
HACTOAILLEH METOAMKH, [l pacdyeTa IpeIeIbHbIX OTIIYCKHBIX LIEH IPOU3BOJUTEIICH Ha
BOCIIPOW3BE/ICHHBIE JICKAPCTBEHHBIE MTPETapaThl MOHWKAOIMNN K03()(UITMECHT He
npumMensiercs; K¢ (eanHuIy) - COOTHOLIEHHE MEKIY KOJIUYECTBOM JIEKAPCTBEHHBIX (OPM
BO BTOPUYHOH yIIaKOBKE BOCIIPOU3BEACHHOIO JICKAPCTBEHHOTO IIPENapara U KaueCTBOM
JIEKapCTBEHHOI'O IIperapara, COBIAJAOLIEro 0 MEXAyHapOAHOMY HEITAaTEHTOBAHHOMY
HAaUMEHOBAHMIO (IIPH €r0 OTCYTCTBUU IO IPYNIMPOBOYHOMY WIIM XUMHUYECKOMY) U
nexapcTBeHHOH popme; K11 - cooTHOIIeHNEe MeX/1y KOJMYECTBOM €IUHHI] aKTUBHOTO
BELICCTBA B IO3UPOBKE BOCIIPOU3BEACHHOTO JIEKAPCTBEHHOTO IIPENnapaTa U KOJU4eCTBOM
€IMHUILl aKTUBHOT'O BEIIECTBA B JO3UPOBKE JIEKaPCTBEHHOI'O IIperapara, COBIAJAI0LIEr0
10 MEKAYHapOJHOMY HEMAaTE€HTOBAHHOMY HAaMMEHOBAHUIO (IIpU €ro OTCYTCTBUHU I10
IPYNIHPOBOYHOMY MJIM XMMHUYECKOMY) U JIEKapCTBEHHOH (opMme.

35. MakcumaibHas 1IeHa OIpeeisieTcsl Kak MaKCUMallbHasl 3aperucTpupOBaHHas
IIpeziebHas OTIIyCKHAs 1IEHA Ha JIEKAPCTBEHHBIN IIpenapar, COBIAJA0INN 110
MEX/1yHapOAHOMY HENaTEeHTOBAHHOMY HaMEHOBAHMIO (IIPH €r0 OTCYTCTBUH IO
IpYNIHPOBOYHOMY UM XMMHUYECKOMY), JIEKAPCTBEHHOU (hopMe, J03UPOBKE
(KOHILIEHTpalMK, aKTUBHOCTH B €JUHULIAX AEHCTBUS) U IO KOJIMYECTBY BO BTOPUYHON
NOTPeOUTENBCKON yITaKOBKE C BOCIIPOM3BEIEHHBIM JIEKAPCTBEHHBIM MpenapaToM.B
Cllydae eclM Ipe/ieibHas OTIYCKHAs IieHa IPOU3BOIMTEINS Ha JIEKapCTBEHHBIN MpenapaT
ObuIa IIepeperucTpUpPOBaHa, MPH ONPEIEICHUN MAaKCUMaIbHOM 1I€HbI yUUTHIBACTCS
MOCIIEAHSS 3apETUCTPUPOBAHHAS MIPe/IebHAs OTIIYCKHAs 1IeHA Ha JIEKapCTBEHHBIH
npenapart.B citydae ecin He 3aperucTpupoBaHa IpesiebHas OTIyCKHas IIeHa Ha
JIEKapCTBEHHBIN Mpernapar, COBMaIaloUi 10 KOJIUYECTBY JIE€KaPCTBEHHBIX (POPM BO
BTOPUYHOM MOTPEOUTENHCKON YITaKOBKE C 3asiBIIEHHBIM BOCIPOM3BEIEHHBIM
JIEKapCTBEHHBIM IperapaToM, MaKCUMaJIbHAs LI€HA OIPEAETsSeTCs KakK
3aperucTpUpOBaHHAas NpeeiibHAs OTIIYCKHAs LI€Ha Ha JIEKapCTBEHHbIN IIpernapar,
COBIAJIAOLIUH 0 MEXyHAPOJIHOMY HEMaTEHTOBAHHOMY HaUMEHOBAHHUIO (IIPH €ro
OTCYTCTBUH I10 TPYIIUPOBOYHOMY MJIM XUMHUECKOMY ), JIEKAPCTBEHHOM (hopme,
JO3UPOBKE (KOHIIEHTPAIIMH, AKTUBHOCTHU B €IMHULIAX JIEHCTBUS) C MAKCUMAJIbHOM
CTOMMOCTBIO JIEKapCTBEHHON (hOPMBI JIEKAPCTBEHHBIX MPETapaToB, UMEIOIMINX
Onmxaiiiire cMeXHbIE KOJTMYECTBA BO BTOPUYHBIX (OTPEOUTENHCKUX) yHaKkoBKax.B
Clly4ae €CJIM He 3aperucTpUPOBaHbl IPEIEIbHbBIE OTITYCKHBIE LIEHBI HA JIEKAPCTBEHHBIN
npenapar ¢ TaKou ke JO3UPOBKOM (KOHIICHTPAIMEH, aKTHBHOCTHIO B €TMHHUIIAX
JIeWCTBUS), UTO U 3asBJICHHBII BOCIIPOU3BEICHHBIN JIEKapCTBEHHBIH Mpenapar,
MaKCcHMaJbHas IIeHa ONpeeaeTcsl KaK 3aperuCTpUpOBaHHAs Mpe/iebHas OTIYCKHAas
LIEHa Ha JIEKapCTBEHHBIN Mpenapar, COBNAJAIOUINI 110 MEXTyHAPOIHOMY
HENMaTeHTOBaHHOMY HaUMEHOBAHHUIO (IIPU €ro OTCYTCTBUH 110 IPYNIHPOBOYHOMY HIIN
XMUMUYECKOMY), JIEKapCTBEHHOH (pOpME C MAKCHUMAIbHON CTOMMOCTBIO €MHUIIBI



AKTHUBHOTO BEIIECTBA JICKAPCTBECHHBIX MPENApaTOB, UMEIOIIUX OJIMKAUIIINE CMEKHBIC
TO3UPOBKH.

36. [Normxaromuii K03(HUIMEHT AJIS pacueTa MpeaesIbHBIX OTIYCKHBIX IIeH Ha
BOCIIPOU3BEICHHBIE JICKAPCTBEHHBIE IIPENapaThl OIPEIENSIeTCS B COOTBETCTBUHU C
MaKCHMaJIbHOW LIEHOW U PACCUUTHIBAETCS B COOTBETCTBUU C IYHKTOM 33 HacTOsLIEH
METOJIUKH.

[X. Pacuer npenenbHOM OTITYCKHOM LIEHBI IPOU3BOAUTENEN TOCYIaPCTB - YJICHOB
EBpazniickoro 53KOHOMHUYECKOr0 COr03a Ha JIEKapCTBEHHbIN ITpenapar Mnpu ee
MepeperucTpauumu

37. llpenenbHast OTITYCKHAS 1I€HA HA JIEKAPCTBEHHBIN MIpenapar Mnpu ee nepeperucTpanum
YCTaHaBJIMBAETCA JUIsl KaXKJ0r0 MPOU3BOAUTENS B pAMKAX PErUCTPALlMOHHOTO
YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara B COOTBETCTBUH ¢ TPCOOBAHUSIMU ITYHKTOB
24 u 25 TlpaBui1 ¥ HE MOXKET MPEBBIIATH MUHUMAJIbHYIO LIEHY, PACCUUTAHHYIO B
COOTBETCTBHH C HACTOSIICH METOTHUKOM.

38. [lepepeructpaiiust mpeaeabHON OTITYCKHOM 1I€HBI TPOU3BOAUTEIIS TOCYIAPCTB -
4yieHOB EBpa3uiickoro SKOHOMHUYECKOTO COK03a Ha JIEKAPCTBEHHBIN Mpenapar B Ciryyasx,

nyn

IIPelyCMOTPEHHBIX MoAyHKTaMu "a" - "B" nmyHkra 32 [IpaBui, ocyecTBisieTcs NCXOs:
a) U3 pacyera, peycCMOTPEHHOI 0 NpuiiokeHueM Ne 7 K HacTosLIeH METOAMKE;

0) 13 000CHOBaHUS pacyeTa MpelebHOM OTIYCKHOM IIeHbI Ha JIEKapCTBEHHBIN MpernapaT
IIPOU3BOJUTEINS TOCYIAPCTB - YWICHOB EBpa3HiiCKOr0 SJKOHOMUYECKOTO COK034,
IIPEICTaBIIsIEMON Ha MIEPEPETUCTPALINIO, COTIIACHO MpuioxeHuto Ne 10.

39. [IpenenbHas OTIYCKHAas II€HA IIPOU3BOIUTENS FOCY1apCTB - WieHOoB EBpasuiickoro
SKOHOMMUYECKOTO CO03a Ha JIEKapCTBEHHBIH Npenapar IpHy €€ NepeperucTpanny B
nyn

clly4asx, yKa3aHHbIX B moAnyHkTax "a" u "B" nmyHkra 32 IIpaBui, moanexur
YBEJINYEHUIO:

a) Ha BCJIMUYUHY YAOPOXKAHUA CBIPbI U MATCPUATIOB;
6) Ha BCJIMUUHY U3MCHCHU A HAKIIAAHBIX PACXOJ0B.

40. [IpenenbHas OTIyCKHAs IEHA IPOU3BOJIUTENS TOCYAAPCTB - WIEHOB EBpasuiickoro
SKOHOMMUYECKOTO COI03a Ha JIEKAPCTBEHHBIH Npenapar Ipy €€ NepeperucTpaluy B
cilydae, yka3aHHOM B noAnyHkTe "0" myHkra 32 [IpaBui, mouiexuT yBeIMUYEHUIO B
4acTH LIEH Ha ChIPbE U MaTEpHUaIIbl, UCIIOJIb3YEMBbIE IIPU IIPOU3BOACTBE KOHKPETHOTO
JIEKApCTBEHHOTO MperapaTa, IPONOPIHOHAIBHO BEIUYUHE YAOPOKaHUS CTOUMOCTH
CBIPBSI 1 MAaTEPHAJIOB B CTPYKTYpE 3aTpaT Ha IPOU3BOJCTBO U PEATU3ALUIO
JIEKApCTBEHHOTO IIperapaTa, KOTOpOE B paBHOW CTEIIEHHU BIIASIET HA 3apETUCTPUPOBAHHBIE
LIEHBI Ha BCE JIEKAPCTBEHHBIE IIPENAPaAThl, OTHECEHHBIE K OTHOMY MEXAYHapOAHOMY
HENaTeHTOBAHHOMY HaMMEHOBAHUIO U UMEIOIIUE OJMHAKOBBINA MyTh BBEICHUS.



41. BenuurHa yBEJIMYECHUS 3aPETUCTPUPOBAHHOMN MTPEACIbHOM OTIYCKHOM 1IEHBI Ha
JIEKaPCTBEHHBIN IpenapaT IPOU3BOIUTEIS TOCYAAPCTB - WIEHOB EBpa3uiickoro
SKOHOMMYECKOTO COI03a MU €€ MePeperucTpaliu B cilyyasx, yKa3aHHbIX B MOAIMYHKTaxX
"a" u "6" mynkra 32 [IpaBui, He JOJDKHA MTPEBHILIATH YPOBEHb (PaKTUUECKON HHIAIIH
MPeIIIECTBYIONIEr0 KajJeHAapHOoro rojia ¢ y4eToM MPOTrHO3UPYEMOT0 YPOBHS UHDIAIUU
TEKYIETO rojia, yCTAHOBICHHOTO (he/iepabHBIM 3aKOHOM O (peiepanbHOM OroKeTe Ha
COOTBETCTBYIOIIMI (PMHAHCOBBIN T0o/ U T1aHOBIN niepuo (M) (mporeHTOB),
orpeeNIieMbIi IO opmyIe:

= HITIIT = (100 +j.?pf§§Hh HEQIANHH ) 100%

rae: 1T - mamekc moTpeOUTEeNbCKIX IICH Ha TOBAPBI U yCIIYTH MPEIIICCTBYIOIIETO

KaJIeHIapHOTO To/1a (IIPOLIEHTOB); = - 1P HHQNANH My, IPOrHO3UPYEMBIN YPOBEHD

MHOISIUN TEKYIIETo rojia, YCTAaHOBIICHHBIH (peepaibHBIM 3aKOHOM O (herepaabHOM
Oro/KeTe Ha COOTBETCTBYIOUINI (PMHAHCOBBIN IO/l ¥ TJIAHOBBINA NIEPUOJ (ITPOLIEHTOB).

42. TIpu pacuere npeesbHON OTITYCKHOM LIeHbl Ha JIeKapCTBEHHBIH Ipenapar npu ee
IepeperucTpalnuy B ciayyasx, yKa3aHHbIX B HoAnyHkTax "a" - "B" mynkra 32 IlpaBui, He
YUUTBIBACTCS YBEJIMUEHUE HAKIIAHBIX PACX0JI0B IIPH U3MEHEHHH CII0c00a OTHECEHUS
OOIIETTPON3BOICTBEHHBIX U O0IIEX03HCTBEHHBIX PACX0/I0B Ha CE0ECTOMMOCTh
JIEKapCTBEHHOT'0 Mpenapara, a Takxke [pu W3MEHEHUH 3Ha4eHUH 1oKka3aTeneii,
HCIOJIb3YEMBIX B COOTBETCTBUH C YUETHOM MMOJUTUKON IPOU3BOAUTENS TOCY1apCTBA -
yiieHa EBpa3uiickoro 3KOHOMUYECKOI0 CO03a AJIsi OTHECEHUS 00ILENPON3BOICTBEHHBIX U

00IIEeX035ICTBEHHBIX PAacX0/I0B Ha CE0ECTOMMOCTD JIEKAPCTBEHHOTO ITpenapara.

43. [lepepeructparus MpeAeIbHON OTIYCKHOM IIEHBI TPOU3BOAUTENCH rOCYIapCTB -
y1eHOB EBpa3suiickoro 5KOHOMMUYECKOT0 COK03a Ha JIEKAPCTBEHHBIN IIpenapar B ciydae,
n_n

MpeAYyCMOTPEHHOM MOAMyHKTOM "I myHkTa 32 [IpaBui, ocyiiecTBiseTcss Ha OCHOBaHUU
CBEJICHUH, TPETYCMOTPEHHBIX puiiokeHrueM Ne 1 k HacTosiel MEeTOIUKeE.

44. IlpenenbHas OTIMYCKHas LIeHA IPOU3BOUTENEH rocyJapcTB - uaeHoB EBpazuiickoro
SKOHOMMUYECKOTO COI03a Ha JIEKapCTBEHHBIH Npenapar Mo UIEKUT IEPEPETUCTPaLliy B
cilydae, yka3aHHOM B noanyHkre "r" nmyHkra 32 IIpaBun, eciau cpeaHeB3BeLICHHAs
(akTHUeckas OTIYCKHas IIeHa Ha JeKapCTBEHHBIH Mmpemnapar 3a Mepuo, UCTEKIINH co
JTHSI TOCYJapCTBEHHOM perucrpanuu (mocaeaHen nepeperucTpaium) npeaeabHon
OTITYCKHOMH 1I€HBI, OblIa HUXKE 3apETUCTPUPOBAHHOM HA ATOT NMEPHUOJ LIeHBI He Oosiee ueM
Ha IPOTHO3UPYEMBII YPOBEHb MHMISAIUH, YCTAHOBICHHBIN Ha TEKYLIHH 1o
(benepanbHBIM 3aKOHOM O (esiepaIbHOM OI0/KeTe Ha COOTBETCTBYIONINI (PHHAHCOBBIM

roJ1 ¥ TUTAHOBBIN MEPHOI.

45. BenmnunHa yBeIM4EeHMS 3apErUCTPUPOBAHHOMN MPEIEIbHOM OTITYCKHON LIEHBI
MIPOU3BOJUTENIEN I'OCYIapCTB - YIEHOB EBpa3HiiCKOro 53KOHOMUYECKOT0 CO03a Ha
JIEKApCTBEHHBIN MTpenapar Mpu ee NepeperucTpanuu B CIydae, yKa3aHHOM B ITOJITYHKTE

"r" mynkTa 32 [IpaBun (Y'E= ) (TpOLIEHTOB), onpezensercs no Gopmyie:



IOeHa 3apel’ — OEHA CPE3E 0TIy

Y, =V %xH_ - x100%

OEHA 2aper

rae: . MIPOTHO3UPYEMbIN YPOBEHb HH(IISALNY, YCTAHOBICHHBIA HA TEKYIIUI T

(benepanbHBIM 3aKOHOM O (efiepaibHOM Or0KeTe Ha COOTBETCTBYIOUINI (PHHAHCOBBIM

T'OJT ¥ TJIAHOBBIN MEPUOJT (HpOHeHTOB);HI[ - K03 (HUIMEHT [IEHOBOM TPYIIIIHI,
OTIpeIeNIIEMBII B COOTBETCTBUH CO 3HAYCHUAMHU KO3 (DUIIMEHTA IIECHOBOW TPYIIIIBL,
MPUMEHSIEMOT0 IIPU pacueTe MpeAesbHbIX OTIYCKHBIX IIEH MPOU3BOAUTENCH Ha
JIEKapCTBEHHbIE MPENapaThl, IPEACTABIAEMBIX Ha IEPEPETUCTPALIUIO, COTIIACHO
npusioxeHnto Ne 11.1leHoBast rpynmna onpenensieTcs UCXOAs U3 3aperuCTpUPOBAHHOM
MIPEACIIBHON OTIIYCKHOM LIEHBI Ha JICKAPCTBEHHBIN IpeIapar 3a Nepuo, UCTEKIINN CO
JTHSI TOCYJApCTBEHHOM peructpaiuu (ocieaHel nepeperucTpaym);ueHa 3aper -
3aperucTpupoBaHHas MpejelibHas OTIIYCKHas LIeHa Ha JIEKapCTBEHHbIN Ipernapar 3a
MIePHOJ], UCTEKIIUI CO AHS FTOCYAAPCTBEHHON peructpauuu (mociaeaHen

nepeperucrpamun) (py6neit); F5H# “PEE 9Tln _ chenpepspemennas pakruyeckas
OTITyCKHAs [IeHa IPOU3BOIUTEIIS TOCYAaPCTBA - WieHa EBpa3uiickoro SKOHOMHUYECKOTO
CO03a Ha JIEKAPCTBCHHBIN TIperapar, OTIYIICHHBIN 32 OTYCTHBIN MIEPUOJI, PACCYHTAHHAS
B COOTBETCTBUHU C pazfenoM [V Hactosieit meroguku (pyomneit).

46. Ilpenaraemasi K nepeperucTpalyu npeaeabHas OTIyCKHas LieHa Ha
BOCIPOU3BE/IEHHBIN JIEKAPCTBEHHBIH Mpenapar He MOXKET MIPEBBIIATH OTIYCKHYIO LIEHY,
paccYMTaHHYIO B COOTBETCTBUU C HACTOSIIEH METOUKOH ¢ yueToM TpeOOBaHUM IyHKTa
31 IlpaBui.

X. Pacuer npeaenbHON OTIYCKHOW LIEHBI HHOCTPAHHBIX MPOU3BOAUTENIEN, B TOM YUCIIE
OCYIIECTBIISIOMNUX EPBUYHYIO U (MJIM) BTOPUUHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npenapara B Poccuiickon denepanuu, Ha I€KapCTBEHHBIN IIPEmapar Ipu €
MepeperucTpanumu

47. IlpenenbHas OTIyCKHas IIeHA Ha JIEKAPCTBEHHBIN MpernapaT HHOCTPAHHBIX
MIPOU3BOUTENEH MPU €€ NEePEPErUCTPAIIU YCTAHABIUBAECTCS JJI KaXK10I0
MIPOU3BOUTEINSI B pAMKaX PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapaTa B COOTBETCTBUHU ¢ TpeOOBaHUSIMH MyHKTOB 24 u 25 [IpaBui u He MOXeET
MIPEBBIIIATh MUHUMAIBHYIO IIEHY, PACCYMTAHHYIO B COOTBETCTBUU C HACTOSIIEH
METOIUKOM.

48. Ilepeperucrpanus npeaebHOW OTIYCKHOM 1IEHbl HHOCTPAHHBIX IPOU3BOIUTENEH Ha
JIEKapCTBEHHBIN MpenapaT OCyIIECTBISECTCS HA OCHOBAHUU:

a) CBe/ICHUH, MPelyCMOTPEHHBIX NpuiiokeHneM Ne 4 Kk HaCTOSIIEH METOIHKE;

6) 000CHOBaHUs pacyeTa MpeieIbHON OTITYCKHOW IIeHbI Ha JIEKAPCTBEHHBIN IpenapaT
MHOCTPAHHBIX MPOU3BOANUTENEH, B TOM YUCII€ OCYIIECTBISIONINX MEPBUYHYIO U (HJIN)



BTOPUYHYIO YIIAKOBKY JIEKApCTBEHHOTO Ipenapara B Poccuiickoit denepanuu,
IIPEICTaBISIEMON Ha MIEPEPETUCTPALINIO, COTIIACHO NpUiIoxkeHuto Ne 12.

49. Ilepepeructpanus nNpeAeIbHONW OTIMYCKHOM 1IEHbl MHOCTPAHHBIX MPOU3BOIUTENEH,
OCYIIECTBISIONIUX IEPBUYHYIO U (M) BTOPUUHYIO YIIAKOBKY JI€KapCTBEHHOTO
npemnapara B Poccuiickoit @enepannu, Ha JIEKAPCTBEHHBIN ITPENapaTr OCyILIECTBISETCS Ha
OCHOBAaHUMU:

a) CBEJICHU, IPeAyCMOTPEHHBIX NpuioxeHrueM Ne 1 k HacTosIEeNd METOIUKE;

0) 000CHOBaHHUS pacueTa, MPeayCMOTPEHHOTO MpriiokeHneM Ne 12 k HacTosimei
METOJTUKE.

50. IIpenenpHas OTIyCKHAs LIeHA MHOCTPAHHBIX IPOU3BOAUTENEH, B TOM YUCIIE
OCYIIECTBIISIOLIMX [IEPBUYHYIO U (UJIM) BTOPUUHYIO YIIAKOBKY JIEKapCTBEHHOI'O
npenapara B Poccuiickoit denepanuu, Ha J€KapCTBEHHBIN Ipenapar Ipu ee
IepeperucTpanuy MnoAJIeKUT YBEIUUEHUIO IPU COOIIOICHUH CIEAYIOLUINX YCIOBHI:

a) ecM POCT Kypca HallMOHAIBHON BaJIFOTHI TOCYapCTBA - IIPOU3BOIUTEILS
JIEKapCTBEHHOTO IIpenapara K pyOuIto co IHS roCyJapCTBEHHOH perucTpaiui (mociegHen
HepeperucTpanum) NpeieIbHON OTITYCKHOM LIEHBI TPOM3BOMTEIS HA JIEKAPCTBEHHBIN
npemnapar 1o OTHOICHHUIO K KYypCy HaIII/IOHaJIBHOﬁ BAJIIOTHI 0 A4ThI Moga4u JOKYMCHTOB
Ha €€ OYEPEIHYIO MEPEPEruCTPAIIHIO IPEBHIIACT TPOTHO3UPYEMBI YPOBEHD HH(IISAIINN
TEKYILETo roJla, yCTaHOBIICHHBIN (eiepaIbHBIM 3aKOHOM O (peepanbHOM OroKeTe Ha
COOTBETCTBYIOIIUI (PMHAHCOBBIN IOl ¥ TUIAHOBBIN NEPHOS;

0) eciu cpellHEB3BEIICHHAs (haKTHUECKas 11eHa BBO3a JIEKApCTBEHHOT'O Mpenapara (JUist
JIEKapCTBEHHOT'O MpenapaTra HHOCTPAHHOIO IIPOU3BOJUTENS, OCYILECTBIISIOLIETO
NEPBUYHYIO U (WJIK) BTOPUYHYIO YIIakoBKYy B Poccuiickoit @enepanuu, mpuMeHsercs
CpEIHEB3BEILIEHHAs 1IeHa OTIyCKa) 32 OTUETHBIN Nepuo Obliia HUXKE
3aperUCTPUPOBAHHOM Ha 3TOT MEPUOJI LIEHbI HE OoJiee UeM Ha IPOTHO3UPYEMBbI ypPOBEHb
MHOIAIUHN, YCTAaHOBICHHBIN HAa TEKYLIHH rox (efepanbHbIM 3aKOHOM O (defiepatbHOM
Or0/KeTe Ha COOTBETCTBYIOIINN (PMHAHCOBBIHN I'0J1 M MJIAHOBBIN MEPUO/;

B) €CJIM MpeJiebHast OTIMYCKHAs [IeHa MHOCTPAHHOTO MPOU3BOIUTENS HA JICKAPCTBEHHBIHN
Mpernapar Mpu €€ NePEeperucTpany He MPEBbIAcT MUHUMAJIBHYIO OTIIYCKHYIO LIEHY
WHOCTPAHHOTO TPOU3BOIUTEIISI HA JIEKAPCTBEHHBIN MTpEnapaT B HHOCTPAHHBIX
rocyJapcTBax, ykasaHHbIX B MPUJI0keHUH Ne 2 K HACTOsIIIed METOAUKE, ONPEIETIEHHYIO
B COOTBETCTBUH C pazaenom VII HacTosimel MEeTOIMKA Ha OCHOBaHUHU pacyeTa,
MPEAYCMOTPEHHOTO IpuiiokeHrueM Ne 3 K HacTOsIIEN METOJIUKE, C YIETOM PacXo/I0B,
CBSI3aHHBIX C TAMOXXCHHBIM 0()OPMIICHHEM.

51. [IpennaraemMas K nmepeperucTpanuy npeaesibHas OTIyCKHas [IeHa Ha
BOCIIPOU3BE/IEHHBIN JIEKAPCTBEHHBIH Mpenapar He MOXKET MPEBBIILIATH OTIYCKHYIO LIEHY,
paccuMTaHHYIO B COOTBETCTBHHM C HACTOSIEH METOJAUKON ¢ y4eTOM TpeOOBaHUM MyHKTa
31 IlpaBui.



52. BennuuHa yBeIWYEHUS 3apETUCTPUPOBAHHON MPEICIbHON OTITYCKHOM IIEHbI
WHOCTPAHHOTO MPOU3BOJIUTENS HA JIEKAPCTBEHHBIN Mpenapar MpH ee nepeperucTpauum
(YH) (TIPOIIEHTOB) C OKPYIJICHUEM JI0 COTBIX OMpEAeIsaeTcs o GopmMyie:

OeHa 3apelr — OeHa CRESE BEg

= 100%

¥, =Y, %xH, -

OEHa 2aper

rae: . MIPOTHO3UPYEMbIN YPOBEHb HH(IISALNY, YCTAHOBICHHBIA HA TEKYIIUI T
(benepanbHBIM 3aKOHOM O (efiepaibHOM Or0KeTe Ha COOTBETCTBYIOUINI (PHHAHCOBBIM

T'OJT ¥ TJIAHOBBIN MEPUOJT (npoueHTOB);HH - K03 (HUIMEHT [IEHOBOM TPYIIIIHI,
OTIpE/ICIIIEMBI B COOTBETCTBUHU CO 3HAYCHUAMU KOI(DPHUIIMEHTOB IICHOBOM T'PYIIITHI,
npexycMoTpeHHbIMU TpuiioxkeHueM Ne 11 k Hactosieit meroauke.llenoBas rpynma
ONPEACIISIETCA UCXOS U3 3aPETUCTPUPOBAHHON MPENEIbHON OTITY CKHOM LIEHBI HA
JIEKapCTBEHHBIN Mpernapar 3a Mepuo/i, UCTEKIIUN CO JHS TOCYAapCTBEHHOM PErUCTpalliu
(mocneaHel nepeperucTpalim);leHa 3aper - 3aperucTpUpOBaHHAs MpeIeIbHas
OTITyCKHAasl IIeHa Ha JIEKapCTBEHHBIH Mpenapar 3a Nepuo, UCTEKIIHHA CO THS
rocy/1apCTBEHHON perucTpauuu (ociaeiHel nepeperucTpainn)

(py6ueir); TFH® "PESE BEn _ cnennensBenennast GakTHUecKas HeHa BBO3A

JIEKApCTBEHHOTO MperapaTa MHOCTPAHHOTO MPOU3BOIUTEISI, BBE3CHHOTO 33 OTYETHBII
MIePHOJI, pacCUMTaHHAs B COOTBETCTBHH ¢ pazzaenioMm VI Hacrosiieit meToauku (pyo0:eit).

53. BennuunHa yBennueHuUs 3aperucTpUpOBaHHON IIPEAEIBHON OTIYCKHOM LIEHBI
MHOCTPAHHBIX MPOU3BOANUTENEH, OCYIIECTBISIONIUX IEPBUYHYIO U (M) BTOPUUHYIO
ynakoBky B Poccuiickoit denepanuu, Ha JIEKapCTBEHHBIH MpeNapar Ipu ee
nepeperucTpamnuy onpeaensercs no Gopmyse, NpuBeACHHON B IIyHKTE 45 HacTosIIeH
METOAMKHU.

54. B ciiydae eciy 3a OTUETHBIN MEPHOJ] JIEKAPCTBEHHBIN IIperapar B paMKax OJHOI0
PETUCTPALIMOHHOIO YAOCTOBEPEHUS BBO3UIICS Ha TeppuToputo Poccuiickoin denepanuun
MHOCTPaHHBIM IIPOU3BOJUTENIEM (MMIIOPTEPOM) U OTIPYKAJICS HHOCTPAHHBIM
MIPOU3BOIUTEIIEM, OCYIIECTBIISIBIIUM ITEPBUUHYIO U (M) BTOPUYHYIO YIAKOBKY
JIEKapCTBEHHOT O npemnapaTa B Pocculickon @enepanuu, pacyeT NpeeabHON OTITYCKHON
LIEHBI IPOU3BOJUTEIS IIPH MIEPEPETUCTPALINN OCYIECTBISETCS C IPUMEHEHUEM 001Iei
CPEAHEB3BEIICHHOM 1IEHbI BBO3a M OTIIYCKa JIEKapCTBEHHOr 0 npenapara.Oomas
CPEIHEB3BEILICHHAs 1IEHAa BBO3a U OTIIyCKa JIEKAPCTBEHHOI'O IIpenapaTa NpUMEHSIETCs
BMECTO CPEIHEB3BEIICHHON (DAKTHUUECKOM IIEHbI BBO3a JIEKAPCTBEHHOIO IIpernapara (1eHa
CPB3BIIp BBII) U CPEAHEB3BEIICHHON (aKTHUECKOW OTITYCKHOH 1I€HBI JIEKapCTBEHHOTO
npemnaparta (1ieHa CpB3BIIp OTIIN) MPH MEPEPETUCTPALIUU MPEAETIbHON OTIYCKHON LEHBI
IIPOU3BOJUTEIIS Ha JIEKAPCTBEHHBIN ITpenapaT B ClIydasix, IPeAyCMOTPEHHBIX IIYHKTOM 34
[IpaBui, A pacyeToB B COOTBETCTBUHU € MOAMYHKTOM "0" myHkTa 50, myHkramu 52 u 53
HACTOALLIEH METOAMKH.

[Ipunoxenne Ne 1
K METOJIMKE pacuera yCTaHaBIMBAEMbIX



IIPOU3BOJUTEIISIMHU JIEKaPCTBEHHBIX
IIpenapaToB MPEAEIbHBIX OTIIYCKHBIX LIEH

Ha JIEKAPCTBEHHBIE IIPENIapaThl, BKIOYCHHbIE
B IIepeYEHb KU3HEHHO HEOOXOTUMBIX

Y Ba)XKHEHUIIUX JICKAPCTBEHHBIX IIPENApaTOB,
IIPpU UX F'OCYIaPCTBEHHOMN pEerucTpanun

U TIIepeperucTpannuu

Csenenus 00 o0beMax U OTIYCKHBIX IIeHaX HaXOASAIIUXCs B oOpaieHuu B Poccuiickoit
®Denepanyy JIEKapCTBEHHBIX IIPENApaToOB IPOU3BOAUTENECH IOCYIapCTB - YICHOB
EBpazuiickoro 53KOHOMHUYECKOr0 COr03a U MHOCTPAHHBIX MPOU3BOIUTENEH,
OCYIIECTBISIOLMX IEPBUYHYIO U (UJIM) BTOPUUHYIO YIIAKOBKY JIEKaPCTBEHHOTO
npemnapara B Poccuiickoii @enepanuu,
3a OTYETHBIN nepuoa™ ¢ 20 r.mo 20

(HaMMEHOBaHUE OPTraHU3ALNN-3aSIBUTENS)

* OT4YeTHBIN NEepHO/] IPU TOCYJAPCTBEHHOMN perucTpanuy npeaeabHON OTITYCKHOM 1IEHbI
IIPOU3BOJUTEIIS HA JIEKAPCTBEHHBIN IIpENapaT ONpeNeseTcs B COOTBETCTBUN C IIyHKTOM
23 IIpaBui1 rocy1apCTBEHHOW PETUCTPALIUU U MIEPEPETUCTPALIUN YCTaHABINBAEMbBIX
IIPOU3BOIUTENISIMU JIEKAPCTBEHHBIX IIPENAPATOB MPEAEIBHBIX OTIIYCKHBIX IIEH Ha
JIeKapCTBEHHBIE MTPETapaThl, BKIOYCHHBIC B TIEPEUYCHb )KU3HEHHO HEOOXOIMMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX NPENApaToOB, YTBEPKAECHHBIX [I0OCTAHOBICHUEM
[IpaButensctBa Poccuiickoit @eneparuu ot 29 oktaopst 2010 r. Ne 865 "O
roCyIapCTBEHHOM PETYJIMPOBAHNUH 1IEH Ha JIEKAPCTBEHHBIE MPENapaThl, BKIFOUYEHHBIE B
nepeyeHb )KU3HEHHO HEOOXOUMBIX U BayKHEHIIINX JIEKAPCTBEHHBIX Mpenaparon”,
OTYETHBIN NEPHUOJ ITPH NEPEPETUCTPALIUH NPEAEIBHON OTIIYCKHON LIEHBI TPOU3BOIUTENS
Ha JIEKapCTBEHHBIN MIpernapaT onpeeisieTcs B COOTBETCTBUU € IIYHKTOM 37 yKa3aHHBIX
IIpasui.

I. CBeneHus o 1eKapCTBEHHOM IIpenapare

|1. Howmep pernctpaninoHHOro y10CTOBEPEHUS |[|

2. Me>1<)1yHap011Hoe HEMMAaTCHTOBAHHOC, I I'PYIIIMPOBOYHOEC, NI XUMHUYCCKOC
HauMCHOBAHUC

|3. Toprosoe HanMeHOBaHUE |[|

4. JlekapcTtBeHHas hopma, T03UPOBKA WM KOHIIEHTpAIs, 00beM, aKTHBHOCTh B
eANHULAX JIeUCTBUS

|5. OO11ee KOJIMYeCTBO BO BTOPUYHOH (MTOTPEOUTENILCKOI) yITaKOBKE |[|

II. Pacuet nens!



Ne|| KomnuuecTtBo Cpenne- || 3apeructpu- | IIpoext | Ilpornosu- | VBenuuenue
/|| OTHYLIEHHOTO |[B3BELICHHAs|| pOBaHHas || HpeAeib- pyeMmblii || mpeaenbHON
JIEKapCTBEHHOTO || (pakTuuec- || mpeaenbHas HOH YPOBEHb OTILyCKHOM
npenapara Kast OTITyCKHasl ||OTIyCKHOM || MH(IAIMH, LICHBI,
OTITYCKHas LIeHa LIEHBI 3a YCTAQHOB-  ||IPOLIEHTOB**
THIC. TBIC. IeHa JIeKapCTBEH- || MOTpeOu- || JIeHHBIA Ha
YIaKOBOK||pyOJieii|[nekapcTBeH- HOT'O TEJIbCKYIO || TEeKYLIHH
HOTO npernapara 3a || ymakoBky, roJ,
mpenapara ([moTpeOuTenb-|| mpeIo- ||[mporeHToB**
3a moTpedu- CKYIO KEHHOM Ha
TEJICKYIO || YNaKOBKY nepepe-
ynakoBky || (6e3 HJC), ([rucrpauuro
(6e3 HAC), || pyOneit* ||(6e3 HIC),
pyOnei pyOmen™*
i 2 J s | 4 | s J 6 Jl 7 | 8 |

** ZanonHseTcs P MepeperucTpaluy NpeaebHOM OTIYCKHOM IIEHbI MPOU3BOIUTENS HA
JIEKapCTBEHHBIN Mpenapar B cliydasix, IpeayCMOTPEHHBIX MOAMYHKTOM "T" myHkTa 32 1
nyHkToM 34 [IpaBuit rocyAapCTBEHHOM PErUCTPALMK U ITEPEPEruCTpaliuin
yCTaHaBIMBAEMbIX IPOU3BOIUTEINSIMU JIEKAPCTBEHHBIX MPENapaToB MpeieabHbIX
OTITYCKHBIX II€H Ha JICKaPCTBEHHBIE MPENapaThl, BKIOYEHHBIC B MIEPEUCHb KU3ZHEHHO
HE0OXOIUMBIX U BaXKHEUIIIHNX JIEKApPCTBEHHBIX MPEMapaToB, yTBEPKACHHBIX
noctanoBieHueM [IpaButenscTBa Poccutickoit @eaepanmu ot 29 oktsaopst 2010 r. Ne 865
"O rocy1apCTBEHHOM PETYJIMPOBAHUHU LIEH Ha JIEKAPCTBEHHBIE MPENAPAThI, BKJIFOUECHHbIE
B MepeYCHb )KM3HEHHO HEOOXOAUMBIX M BAKHEHIIINX JIEKAPCTBEHHBIX
npenapaTtoB".Ilpumeuanue. [lononaurensHo B hopme Tabnuunbix qaHHbIX (Excel)
MPEACTABIISIOTCS JaHHBIE 00 00beMax pear3aliiy JICKapCTBEHHBIX MPENapaToB 10 BCEM
(haKTUYECKUM OTITYCKHBIM II€HAM 3a OTYETHBIN EPHO Ha OyMaKHOM HOcHTeNE (B 2
AK3EMILISIpax) U B AJIEKTPOHHOM BHJIE.

III. Peectp OTrpy30K JIEKapCTBEHHOTI'O IIpemnapara 3a MepUo C 20 r.mo
20
Ne || Toprosoe ||IIpous-|| Haume- || Homep|| dara || Konu- || Llena O6bem Ocratou-
11/T1|| HAUMEHO- || BOJU- ||HOBaHUE|| TOBAp- || TOBAp- || 4ECTBO || OTIyCKa || peanu3alnuu || HbIH CpOK
BaHUE TeNb |[mocTaB-|| HOM HOW || oTIy- || 32 OAHY |[IEKapCTBEHHOTO|| TOAHOCTH
(;texkapcert- KA || HaK- || Hak- || meH- ||ymakoBKy|| mpemapara (6e3 || oTmymieH-
BEHHas JIaTHOM||TaIHOM|| HOTO (6e3 HJIC), ThiC. HOT'O
dhopwma, toBapa,| HJC), pyoueit JeKapCT-
JI03UPOBKa, yna- || pyOmeii BEHHOT'O
KOJIMYECTBO KOBOK npermna-




BO para,
BTOPUYHOM MPOLIEHTOB
(motpedu-
TEILCKOM )
YIaKOBKE)
1 2 |3 |l 4 |5 67 | 8 J 9 | 10
I L Ll | I

[ L [ | [
Hroro > >

Cpennen3penieHHas (paKTHIECKas OTITYCKHAs 1I€HA JIEKAPCTBEHHOrO || X rp. 9 x 1000/ rp. 7
mpermapara 3a motpeouTeNbekyro ynakoBky (6e3 HIIC), py0Oaeit

PYKOBOI[I/ITGJ'IL OpraHu3anmnun-
3asABUTCIIA

(mogmuce)ML.IL. (¢p.n.0.) (Tenedon, aapec
3JIEKTPOHHOM TOYTHI)

Hcnomuurens

(mopmuce)  (Pp.n.o.) (renedon, agpec

AJIEKTPOHHOMU TTOYTHI)
[punoxenne Ne 2
K METOJIMKE pacyera yCTaHaBIMBAEMBIX
MIPOU3BOIUTEISIMU JIEKAPCTBEHHBIX
IpernapaToB MpeAeIbHBIX OTITYCKHBIX IIeH
Ha JIEKapCTBEHHBIE MPETapaThl, BKIIIOYCHHBIE
B TIEPEYCHB )KU3HEHHO HEOOXOMMBIX
Y BOKHEUIINX JIEKAPCTBEHHBIX MPENapaToB,
IIPU UX TOCYJapCTBEHHOH PETHCTPaIlH
U TIepEePETUCTPAIIH

HepequL HWHOCTPAaHHBIX I'OCYAAapCTB, B OTHOIICHHWUN KOTOPLIX MPECACTABIACTCA
I/IH(l)OpMaI_[I/UI 00 YPOBHC MUHUMAJIBHBIX OTITYCKHBIX IICH Ha JICKAPCTBCHHLIC ITPCTIapaThl

1. Benrpus

2. I'peueckas PecnyOnrka

3. KoposnieBctBo benbrus

4. KoponesctBo Mcnanus

5. KoponesctBo Hunepnanaos

6. PecniyOnuka IMonbima



7. PymbIHus

8. CnoBanikast PecrryOsmka

9. Typenxkas PecriyOnuka

10. ®panmysckas PecnyOnmka
11. Yenickast PecryOnuka

12. Ctpana npou3BOAUTENS

[Ipunoxenne Ne 3

K METOJIMKE pacyeTa yCTaHaBIUBACMbIX
MIPOU3BOIUTENISIMU JICKAPCTBEHHBIX
MpenapaToB MPEeACIbHBIX OTITYCKHBIX IIEH

Ha JIEKapCTBEHHbBIE TIPEaparhl,

BKJIFOYEHHBIC B MIEPEUCHB KU3ZHEHHO
HEOOXOJUMBIX M BaKHEHIIINX JIEKApCTBEHHBIX
MpenaparoB, MPU UX TOCYIaPCTBEHHOMN
PETUCTpalUU U TIepeperucTpaluu

Pacuyer npenenbHOI OTIYCKHOM IIEHBI MPOU3BOAMUTENS Ha JIEKAPCTBEHHBIN Mpernapar,
IIPE/ICTaBIsIEMON HA TOCYJapCTBEHHYIO PETUCTPALIUIO (IEPEPETUCTPALIHIO)

(HaMMEHOBaHUE OPTraHU3ALNN-3asIBUTENIS)
I. CBenenus o nekapCcTBEHHOM IIpernapare

|1. Howmep pernctpaninoHHOro y10CTOBEPEHUS |[

2. MC)K,ZLYHapOI[HOG HCIMIATCHTOBAHHOC, UJIX I'PYIIIIMPOBOYHOC, NI XUMHUYCCKOC
HaANMMCHOBAHUC

|3 TOpFOBOC HaAaNMMCHOBAHUC |[

4. JlexapcTBeHHas (hopma, JO3UPOBKA WM KOHIIEHTpAIlUs, 00heM, aKTUBHOCTh B
eTUHUIAX TECHUCTBHSA

|5. OO11ee KOJIMYeCTBO BO BTOPUYHOH (MTOTPEOUTENIBLCKOI) yIIaKOBKE |[

II. PacueT niens!

N

/1

MunumanrHasa
OTIyCKHAs [IeHa

Kon
TH

IIpoexr
OTITyCKHOM

JericTByromas
CTaBKa

COopsl 3a
TaMOXXEHHOE

IIpoexr
pacueTHOM




B3O/l || npon3Boaurens Ha LICHBI TaMOXEHHOH || odopmie- || OTIyCKHOM
EADC|| nexapcTBeHHBIH || "mOCTaBKa || MOUUTHMHBI™* HUE, LICHBI
npernapar B CTpaHe 6e3 pyOuseit** || mpousBoau-
MPOU3BOJIUTENS U || OIUIATHI TeJsl ¢
JIPYTHX TaMO>KEH- y4eToM
MHOCTPaHHBIX TaMO>KEHHBIX
rocyJ1apcTBax B
COOTBETCTBHH C
Tabnunen 1*
HauMeHo- || [lena, HOWM mpo- ||pybneit pacxoioB
BaHHE ||pyOJieii || MONUIMHEI ||[IEHTOB (6e3 HAC),
WHOCTpaH- 1 cbopoB pyOueit
HOTO 3a
rocynap- TaMOXEH-
CTBa HOE
odopm-
Jenune",
pyOmeir**
12 3 J 4 s Je 7 8 | 9 |

* YKa3pIBalOTCS JIAHHBIE U3 TaOIHIIBI | HACTOAIIETO MPUIIOKEHUS U3 CTPOKU
"MuHuManbHast OTIYCKHas [IeHa MPOU3BOAUTENS Ha JIEKAPCTBEHHBIN Mpernapar B CTpaHe
MIPOU3BOJIUTEINS U APYTUX MHOCTPAHHBIX TOCYIapCcTBaxX (C y4eToM nepecuera), pyosiei" u
CTpaHa, IleHa KOTOPO# HCIob30Baiach il ee pacueTa. ** He 3anmonHsercs
MIPOU3BOIUTEINISIMU TOCYIaPCTB - WieHOB EBpa3uiickoro 3KOHOMUYECKOT 0 COI03a U
WHOCTPaHHBIMHU TIPOU3BOAUTEISIMU, OCYIIECTBISIONIMMU IEPBUYHYIO U (HITH)
BTOPUYHYIO YIAaKOBKY JIEKAPCTBEHHOTO Mpemnapara B Poccuiickoit denepanmu.

Tabnuua 1. CBeaeHust 06 ypoBHE MUHUMAIIBHBIX LIEH

/o

Topro-
BOE
HanMe-

HOBa-
HUE
Jexap-
CTBEH-
HOTO
nperna-
para

Jleka- || Konn-
CTBEH- |[uecTBO

MunumanpHas MuHuManpHasi OTHyCKHAs EHA MPOU3BOJUTENS HA J
OTITyCKHas LIEHa 10 pyOneit*

Hast B rpadam 8-19, pybneit

dopmMa,||moTpe-|| 3a |[pacuer||pacuer 3a||Benr-||I'pe-||Kopo-||Kopo-||Kopo-|| Pec- ||Py-|/Cmno-||T
no3u- || Ou- || yma-| 3a |lexuHuLy || pust |[4yec-| neB- || neB- || JgeB- || myO- ||MBbI-||BaLl-
POBKa || TeJb- ||[KOBKY|| OZIHY || 1eHCTBY- Kas || cTBO || cTBO || CTBO || IUKa ||HUA|| Kas
WU || CKOH JIeKap-|| IoIero Pec-||bens-||Mcna-|| Hu- ||[Ions- Pec-||
KOH- || yna- CTBEH- ||BEILIECTBA nyo-|| tusg || Hus || mep- || ma my0-||
LIEHT- || KOBKE HYIO JIMKa JaH- JMKa
panus, bopmy JI0B

00BeEM,

aKTUB-




HOCTb
B
CIANHN-
ax
bi ()7 (o

BUSA
[

| L [ I S NS Y I A
1 2 [ 3 [ a5 6 7 J8lofs]uija2]asfaafss]l
MunuManbHas (pacueT ¢ yu4eToM cpeiHell apupMeTHIecKoil) pacueTHas OTITyCKHAs [eHa

HPOU3BOUTEIIS 32 OJIHY JICKAPCTBEHHYIO (OpMY 0 OIIKAWIINM CMEXHBIM KOJTMYECTBAM B
NOTPeOUTENECKUX YITAKOBKAX JICKAPCTBEHHOT'O Mpenapara, pyomein™*

MunumanbHas (pacyeT ¢ yueToM cpeiHel apuMeTHUeCcKoil) pacueTHas OTIIyCKHas LieHa
IIPOU3BOIUTENIS 32 €IMHUILY JIeHCTBYIOLIETO BEIIEeCTBA JIEKapCTBEHHOIO Ipenapata ¢ OarkaiiumMu
CMEKHBIMH J1I03UPOBKaMu*** pyOuei

MuHuMasnbHas OTITyCKHAsI IIeHa MPOU3BOIUTENS Ha JICKAPCTBEHHBIN MperapaT B CTpaHe
MIPOM3BOIUTENS U APYTUX MHOCTPAHHBIX TOCYIapCTBAX (C y4eTOM mepecuera), pyoseit

Ha3zBanue cTpaHbl ¢ MUHUMAQJIBHOM OTITYCKHOM IIEHOM Ha JICKAPCTBEHHBIHN mpemapar™*** ||

OcobGeHHOCTH *##** ||

* Pacuer 11eHbl IPOM3BOIUTCS IIyTEM IepecueTa IIeHbI JIEKapCTBEHHOTO Mpenapara B
MHOCTPaHHOMU BaytoTe B pyOiM IO Kypcy, yKa3aHHOMY B TaOJuIle 2 HaCTOSILIEro
MPUIOKEHU. ** PaccuuThIBaeTCs B Ciyyae rocyJapCTBEHHOM perucrpaniu
(nepeperucTpanyu) npeaeabHON OTIYCKHOM LIeHbl Ha JIEKapCTBEHHBIN Ipemnapar ¢
KOJIMYECTBOM JIEKaPCTBEHHBIX (JOPM B MOTPEOUTENHCKON yaKOBKE (KOJUYECTBY /103 B
yIaKOBKe, 00beMY), KOTOPOE OTCYTCTBYET B pe(epeHTHBIX cTpaHaX.*** PaccunTsiBaeTcs
B ClIy4ae rocyapCTBEHHOM perucTpanu (IepeperucTpannn) npeaeabHoi 0TIy CKHON
LIEHBI Ha JIEKapCTBEHHBIH Mpemnapar ¢ JO3UPOBKOH, KOTOpasi OTCYTCTBYET B pe(epeHTHBIX
cTpaHax.™*** Vka3piBaeTcs Ha3BaHHE CTpaHbl, KOTOpas ABJsETCS 0a30BOM AJIs pacyeTa
MUHUMAIBHON OTITYCKHOM LIeHBL. ***** B ciyyae eciu 1leHbI B OTAETBHBIX CTpaHaX
OTIpEEIISAIOTCA HA OCHOBE MEKIOCYAAPCTBEHHBIX COTJIAIIEHUH 110 BOIIPOCAaM MOCTaBKU
JIEKapCTBEHHOTO MpemnapaTta, B cTpoke "OcobeHHocTH " HacTosIIeH TabIuIbI
Heo0X0IMMO yKa3aTh 0COOEHHOCTH (GOopMUpPOBaHUA ATUX 1ieH. [Ipu 3ToM He
YUUTBIBAIOTCS 1I€HBI Ha JIEKAPCTBEHHBIE MPENapaThl, OCTABISIEMbIE 33 CUET
MEXIyHapOAHbIX (PMHAHCOBBIX Opranu3anuii ((poH10B) 1o penieHno BeemupHoit
OpraHU3aIMH 3/IPABOOXPAHEHHUS.

Tabmuua 2. Kypc BamtoT [uist pacyeTa MUHUMAaJIbHBIX OTITYCKHBIX IIEH Ha JIEKapCTBEHHbBIE
npenapaTsl
3a IIEpUO/ C r. 10 r.

No l'[/l'[||CTpaHa||HaI/IMeHOBaHI/Ie BaHIOTLIHCpeI[HHﬁ Kypc BaJ'IIOTBI*|




* PaccunThIBaETCS 1O CpEeIHEMY KyPCY HallMOHAIBHOM BAIFOTHI K py0OIto Poccuiickoit
®enepanun, yctaHoBieHHOMY bankom Poccuu 3a 3 kaneHaapHbIX Mecsiia,
MpeIIECTBYIONINE MECSITY JaThl OJAa4H 3asiBICHUS B LEISIX TOCY1apCTBEHHON
PErucTpalvy UK NEePePEerucTpaiy NpeIeIbHbIX OTIYCKHBIX 1IEH Ha JIEKAPCTBEHHBIN
npenapart (Harpumep, Mpu 1ojavye JOKYMEHTOB B amnpesie CPeIHUNA Kypc pacCUnuThIBACTCA
Ha OCHOBaHUU COOTBETCTBYIOIINX KypcoB banka Poccuu 3a siHBapb - MapT).

PykoBoaurens
OpraHu3alfu-
3asIBUTEIIS
(moxmuce)MLIL. (d.n.0.) (TenedoH, agpec IITESKTPOHHOM
HIOYTHI)
HUcnonuurens
(moamuce)  (¢p.n.0.) (Tenedon, agpec ITEKTPOHHOM
TIOYTHI)

[Ipunoxenue Ne 4

K METOJIMKE pacyeTa yCTaHaBIUBACMbBIX
MIPOU3BOUTEINSIMHU JIEKAPCTBEHHBIX
MpenapaToB MPeACIbHBIX OTITYCKHBIX IIEH

Ha JIEKApCTBEHHBIE TIPETIapaThl, BKIOYEHHbBIE
B IIEPEUCHB )KU3HEHHO HEOOXOIMMBIX

U BOKHEUIITUX JIEKAPCTBEHHBIX MIPENapaToB,
MIPU UX TOCYIAPCTBEHHOMN pEeTruCTpaIium

U TIepeperucTpartuu

Caenenust 00 00beMax u O IeHaX BBO3a JIEKAPCTBEHHOT'O MIperapara HHOCTPAHHOTO
MIPOU3BOJICTBA, HAXOAIIETOCS B 00pallieHuu Ha Tepputopuu Poccuiickoit deneparuu, 3a
OTYETHBIN TIepUoa™ C T. 10 T.

(HauMeHOBaHUE OpraHU3aALUU-3asIBUTENS)
I. CBeneHus o 1eKapCTBEHHOM IIpernapare

|1. Homep peructpailuOHHOTO y/10CTOBEPEHUS |[|

2. MextyHapoJHOE€ HEMAaTEHTOBAHHOE, WU TPYIIIMPOBOYHOE, NI XUMHYECKOE
HaVMEHOBAHHUE

|3. Toprosoe HanMeHOBaHNE |[|

4. JlekapcTtBeHHas hopma, TO3UPOBKA WM KOHIIEHTpaIus, 00beM, aKTHBHOCTh B
eANHULAX IeUCTBUS




|5. OO11ee KOJIMYECTBO BO BTOPUIHOH (MOTPEOUTENHLCKOM) YITAaKOBKE |[|

II. Pacuet nennl

Ne|| Hau- |[Homep|| Hara |[|Ce-||Konu-|| Ho- ||dara|| Llena || Tamo- || Llena | Ctoumoctb
11/T1|| MEHO- || TaMO- || TaMo- |[pusi|| 4ecT- || Mep || Aek- || BBO3a ||’keHHas|| BBO3a || BBO3UMOTO

BaHMUE || )KE€H- ||PKEeHHOMH BO || Aek- ||napa-|| on- |[mouutu-| omHOM ||TOBapa (6e3
npous-|| HOM || Aekia- yna- ||napa-|| uuu || HO¥l || Ha u yna- (|HJC), ThIC.
BOJIU- ||IeKJIa-|| pauuu KOBOK|| IUU MOT- || TaMo- || KOBKH ¢ || pyOeit
TeNs ||pauuu pebu- [pxeHHoe|| yueToM

TeNb- || opop- || Tamo-
CKOH || Mie- || >keHHOU

yna- || Hue, oI~
KOBKH || pyOsieit || JuHBI U
(6e3 TaMo-
HICO), KEHHOTO
pyo- oopm-
Jen JICHUS
(6e3
HJC),
pyOneit
(1)l 2 | 3 | 4 |[sjfe 7|8 of 10| 11 || 12 |
LI | I I | |
| l#roro| | [ | | |
= =
Hroro: cpeanep3BenieHHas (pakTU4eCKas [IEHa BBO3a >rp. 121000/ % rp. 6
TIEKapCTBEHHOTO MIpernapaTta 3a MoTpeOUTENbCKYI0 YIaKoBKY (0e3
HAC), pyOneit

PYKOBO,Z[I/ITCJ'IL opraHu3anuun-
3asABHUTCIIA

(moamuce)MLIL. (d.u.0.) (Tenedon, agpec
AIEKTPOHHON TTOUTHI)

Wcnomuurens

(mommuce)  (¢h.n.0.) (Tenedon, agpec
AIEKTPOHHON TTOUTHI)



* OTYETHBIN MEPUO/ MPU TOCYAAPCTBEHHOM PErUCTPAIIMH MPEASTHHOM OTITYCKHOM IIEHBI
IIPOU3BOJUTEIIS Ha JIEKAPCTBEHHBIN IIpenapaT OIpeIesieTcs B COOTBETCTBUU € IIYHKTOM
23 IIpaBuii rocy1apCTBEHHOW PETUCTPALIUU U TIEPEPETUCTPALIMN yCTaHABINBAEMbBIX
IIPOU3BOIUTENISIMU JIEKAPCTBEHHBIX IIPENAPATOB MPEAEIbHBIX OTIIYCKHBIX IIEH Ha
JIEKapCTBEHHbIE MPENapaThl, BKIIOYCHHbIE B IEPEUYECHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX IPENApATOB, YTBEPKIAECHHBIX [IOCTAHOBIECHUEM
[IpaBurenscTBa Poccuiickoit deneparuu ot 29 okts6ps 2010 1. Ne 865 "O
roCy/1apCTBEHHOM PETYJMPOBAHUH 1I€H Ha JIEKAPCTBEHHbIE MPENapaThl, BKIIOUEHHBIE B
nepeyeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX
npenapaToB".OTUYETHBIN IEPUOJ IPU NEPEPETUCTPALIUU TPEIETBHON OTITYCKHOM 1IEHbI
MIPOM3BOIUTEIS Ha JICKAPCTBEHHBIN MTpernapaT OnpeeNsieTcs B COOTBETCTBUU C ITYHKTOM
37 IlpaBui rocy1apcTBEHHOM PErMCTPALlMU U IIEPEPEruCcTpalii yCTaHaBINBAEMbIX
MIPOU3BOIUTENSIMHU JICKAPCTBEHHBIX MPEMapaToB MPeAEIbHBIX OTITYCKHBIX IIEH Ha
JIEKapCTBEHHbIE MPENapaThl, BKIIOUEHHBIE B IEPEUYEHDb KU3HEHHO HEOOXOIUMBIX U
BXHEHIINX JIEKAPCTBEHHBIX MPENapaToB, YTBEPKACHHBIX TOCTAHOBICHUEM
[IpaBurenscTBa Poccuiickoit denepammu ot 29 oktsiops 2010 . Ne 865 "O
roCy/IapCTBEHHOM PETyJIMPOBAHUH 1I€H Ha JIEKaPCTBEHHbIE MPEenapaThl, BKIIOUYEHHBIC B
IepeyeHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX
npemnapaTtoB".Ilpumeuanue. J[ononHUTEIHHO TPEICTABISIIOTCS B 3JIEKTPOHHOI Qopme
(Excel) nannbie 06 o6bemMax BBO3a JIEKapCTBEHHBIX MPEMIAPATOB MO BCEM (PaKTHUECKUM
CJIy4asiM BBO3a 32 OTUYETHBII MEPUO/I.

[Ipunoxxenne Ne

5

K METOAUKE pacyCTa YCTAaHABIIMBACMBIX
MMPOU3BOAUTCIIAMU JICKAPCTBCHHBIX
IIpernapaToB MPEACIIbHBIX OTITYCKHBIX ILICH

Ha JICKapCTBCHHLIC ITPEIiapaThbl, BKIIOYCHHBI

€

B IIepeueHb KU3HEHHO HEOOXOIUMBIX

1 BaXHEMIINX JIEKApCTBEHHBIX MPENapaTos,
IIPU UX FOCYJapCTBEHHOM pErucTpanyu

U TIepeperucTpaluu

CBCI[CHI/IS[ O HAJIMYUH 3apCTrUCTPUPOBAHHBIX MPEACIbHBIX OTITYCKHBIX ICH 3asBJIICMOI0
JICKApCTBCHHOTO IIpCIiapara

(HaMMEHOBaHUE OpPTraHU3aALNU-3asIBUTENIS)
I. CBegenus o JekapCTBEHHOM Mpenapare

1. Homep peructpaiimoHHOTro yJ0CTOBEPEHUS

2. MC)K,ILYHapOIlHOC HCIMIATCHTOBAHHOC, UJIK I'PYIIIIUPOBOYHOC, NI XUMHUYCCKOC
HaAanMCHOBAHUC




|3. Toprosoe HaMMEHOBaHHUE

4. JlexapcTtBeHHas (hopma, JO3MPOBKA WIIH KOHIIEHTPAIUs, 00heM, aKTUBHOCTh B
eIMHULIAX EeHCTBUS

|5. OO1m1ee KOJIMYECTBO BO BTOPUYHOH (IOTPEOUTEIILCKOI) yIIaKOBKE

II. Pacuet nensl

N Buianenen Jlexapcer- || Komu- Howmep 3aperucTpupoBaHHas IpeebHast
II/TI|{[pETUCTPALIMOHHOTO|| BEHHas || 4YecTBO B|| MpHUKa3a ||OTIyCKHAas IieHa MPOU3BOAUTEINS Ha
ynoctoBepenus, || ¢opma, |morpebu-| wu mata JIeKapCTBEHHBIN mpenapar (6e3
MPOU3BOAUTEND, ||TO3UPOBKA||TEIBCKOM|| TpUKa3a HC), pyOneit
YIaKOBIIHK, yIakoBKe|| 0 rocyxaap- pacuer pacuer 3a
BBIITYCKAIOIIUN CTBEHHOU 3a O/IHY €AMHULLY
KOHTPOJITb perucTpalyH||TeIbCKyo||[IeKapCT-||1eHCTBYIOIIETO
(mepepe- BEHHYIO | BeliecTBa
TUCTpaIUN) bopmy
npeaeabHON
OTILyCKHOM
L[EHBI
1] 2 L3 [ 4 | 5 | L7 8
I | | | | I I
|| | | | | | |
3HayeHue, paCCUUTAHHOE UCXO/Is U3 CPEIHETO apu(hMETHUECKOTO MaxkcumanbHOoe
3HA4YEeHUsI CTOUMOCTH OJIHOM JIEKApCTBEHHOH (DOPMBI JIEKApPCTBEHHOTO |[3HAUCHHE
npernapara, UMEroIIero OJmKanime CMeKHbIE KOJTMYEeCTBa BO
BTOpUYHOM (moTpedurenbckoit) ynakoske (0e3 HC), pyOneit™
3Ha4YeHne, paCCYUTAHHOE UCXO/IS U3 CPEAHET0 apu(METHIECKOTO 3HAUCHUS Maxkcu-
CTOMMOCTH O/IHOM €MHUIIBI AEUCTBYIOILIETO BELIECTBA JIEKAPCTBEHHOTO MaJIbHOE
npenapara, UMEIoIIero oymkanme cmexHbie 1o3upoBku (6e3 HJC), pyOneit** |[3Hauenue

PacuetHas npenenbHas OTIyCKHAs IIEHA 3asBISIEMOT0 JIEKAPCTBEHHOTO
npenapara 3a noTpeduTenbckyto ynakoBky (6e3 HJIC), pyOmneit***

PykoBoauTens opranuzanum-
3asiBUTEIIS

Wcnomuurens

(monmucek) (h.n.0.) (tenedon, aapec SAESKTPOHHOMN

M.IL

MOYTHI)

(moamuce) (¢d.u.0.) (tenedoH, agpec FMEKTPOHHON

MIOYTHI)



nyn

* PaccunThIBaeTCS B CiIydasx, YKa3aHHBIX B MOAMYHKTE "a" MyHKTa 7 ¥ MOAIMYHKTE "a
IIyHKTa 14 METOAMKY pacyeTa yCTaHABIMBAEMBIX IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
[IpernapaToB MPeAEIbHBIX OTITYCKHBIX IIeH Ha JIeKapCTBEHHBIE MPenapaThl, BKIIIOUEHHBIC B
NepevyeHb )KU3HEHHO HEOOXOAMMBIX U BYKHEHIIINX JICKAPCTBEHHBIX PENapaToB, IpU X
roCy/IapCTBEHHON PETUCTPALlMU U MEPEPETUCTPALINH, YTBEPXKICHHON TOCTAHOBICHUEM
[TpaButenscTBa Poccuiickoit denepanmu ot 15 centsiops 2015 r. Ne 979.%*
PaccuuthiBaeTcs B ciydasix, ykazaHHBIX B TOAMYHKTE "0" myHkTa 7 1 moamyHkTe "0"
IIyHKTa 14 METOAMKY pacyeTa yCTaHABIMBAEMBIX IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
[IpernapaToB MPeAEIbHBIX OTITYCKHBIX IIEH Ha JIEKapCTBEHHBIE MTpenapaThl, BKIIFOUCHHBIC B
IIepeyeHb )KU3HEHHO HEOOXOJUMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, IPU UX
roCy/IapCTBEHHON PETUCTPALlMU U MIEPEPETUCTPALINH, YTBEPHKICHHON TOCTAHOBICHUEM
[TpaButenscTBa Poccuiickoit deaeparnmu ot 15 centsiops 2015 r. Ne 979 #**
VYka3bIBaeTcsl pacueTHasl mpezesibHas OTIYCKHas [IeHa [ IO3UPOBKHU U 00ILIEro
KOJIMYECTBA B NOTPEOUTENBCKON yIIaKOBKE, IPEACTABIECHHBIX B MyHKTaX 4 u 5 pa3aena [
HACTOAIETO MPUTIOKEHUSI.

[Ipunoxenue Ne 6

K METOJIMKE pacyeTa yCTaHaBIUBACMbBIX
MIPOU3BOUTEISIMH JIEKAPCTBEHHBIX
IpernapaToB MpeieIbHbIX OTIYCKHBIX IIEH

Ha JICKaPCTBEHHBIE MPEMapaThl, BKIIOUYECHHbIE
B [IEpPEUYCHb )KU3HEHHO HEOOXOIMMBIX

Y BOKHEHUIIUX JIEKAPCTBEHHBIX IIPENapaToB,
IPU UX TOCYJAPCTBEHHOM perucTpaiuu

U TIepEepEeTUCTpaIiuu

Pacuer npenenbHOM OTIYCKHOM 1IEHBI HA BOCIIPOU3BEICHHBIN, OMOaHATIOTOBBIN
(6romo00HBII) JTeKapCTBEHHBIH Mpenapar, MPeACTaBIsIeMO Ha TOCYIapCTBEHHYIO
PETUCTPALAIO

(HauMeHOBaHUE OpraHU3aALNN-3asIBUTENS)
I. CBeneHus o 1eKapCTBEHHOM IIpenapare

|1 HOMCp PErUCTPAIOHHOTO YAOCTOBCPCHUSA ||]

2. Me>1<)1yHap011Hoe HEMMAaTCHTOBAHHOC, WX I'PYIIIMPOBOYHOEC, NI XUMHUYCCKOC
HaMMCHOBAHUC

|3. Toprosoe HanMeHOBaHUE |[|

4. JlekapcTtBeHHas hopma, T03UPOBKA WM KOHIIEHTpAIs, 00beM, aKTHBHOCTh B
eANHULAX IeUCTBUS

|5. OO1m1ee KOJIMYeCTBO BO BTOPUYHOH (TTOTPEOUTENIBLCKOI) yITaKOBKE |[|

II. Pacuet nens!



Ne |[TIpo- 3aperucTpupoBaHHas peaeabHas Koad- |[|Koa¢- |[[Tonu-|| Pacuer-
11/11|[M3BO- OTIyCKHas IieHa Ha peepeHTHBIN ¢dbunuent|| punm- || xxaro- ||Has mpe-
- . et nepe- €HT || Wi | Jeib-
JeKkapcTBeHHBIN nipenapar (— P*¥) nium Ha
TEJb . . || cuera | mepe- ||k03-|| Has
JICKapCTBEHHBIN Mpernapar ¢ MaKCUMaIbHON
. . no3u- || cueta ||gumm-|| oTIyCcK-
3aperuCTPUPOBAHHON MPEEITBHOM
poBkH, |[pacoB-|| eHT Hast
OTITYCKHOM 1IeHOI (HH ) Kn* KM, |lmepe-|| ueHa
K¢p*
npo- |[Haume-|| Jiekap- |[kouu- 3ape- cuera,| Ha
W3BO-|| HOBA- || CTBEH- |[4ecT-|| THCTpH- Kor* || Bocmipo-
M- || HHE Hasl BO B poBaH- u3BeIe-
Tenb ||ekap- || ¢opma, || mot- || Has mpe- HHBIH,
CTBCH- || 103UPOB-||pedu- eJb- Ounoana-
HOTO || Ka WJIM ||TeJb- || Hast OTITYCK- JIOTOBBIN
npera-||[KOHIEHT-|| CKOM || Has 1ieHa (6uorio-
pata || pamwms, || yma- | (6e3 HIC), JOOHBII)
o0BeM, |[koBke|| pyOsei JeKap-
AKTHUB- CTBCH-
(Hpeq:l/un )* N
HOCTh B HBIN
eIMHU- mpera-
ax pat (6e3
EeNCTBUA HIC),
pyOeit
(M)
123 4 5 Jlef 7 | 8 |9 |10 11 |

PYKOBOHHTGHLOpFaHH3aHHH'

3asABUTCIIA

Ucnomuaurens

(mogmuce) (d.m.0.) (tenedoHn, agpec FMEKTPOHHON
MIOYTHI)

M.IL

(monmucek) (h.n.0.) (tenedon, aapec SAESKTPOHHOMN
MOYTHI)

* LleHsl Ha JIEKapCTBEHHbBIE TperapaThl Hpes i Do , @ TaKxke K03 PUIMEeHTHI epecuera
Kn, K¢ u K onpenenstorest B coorBeTcTBuH ¢ pazaenom VI meronuku pacuera
YCTaHABJIMBAEMbIX [TPOU3BOIUTENSIMU JIEKAPCTBEHHBIX MTPENapaToB MPeAeTIbHBIX
OTITYCKHBIX II€H Ha JIEKaPCTBEHHBIE IIPENapaThl, BKIIOUYEHHBIE B IEPEUYEHD KU3HEHHO
HEO0OXOUMBIX M BaKHEUIIHNX JIEKApCTBEHHBIX MIPENapaToB, IPU UX rOCYJapCTBEHHOM



PETHCTPAINH U IIEPEePErucTpalny, yTBEpKACHHOH moctanoBieHneM [IpaButenscTBa
Poccuiickoit @enepanuu ot 15 centadps 2015 r. Ne 979.

[Ipunoxxenne Ne 7

K METOAMKE pacyeTa yCTaHaBJINBAEMbIX
IIPOU3BOIUTEINISIMHU JIEKAPCTBEHHBIX
IpenapaToB MPEJEIbHbIX OTITYCKHBIX LIEH

Ha JIEKapCTBEHHBIE IIpenapaThl, BKIIOUCHHbIE
B IIepeYEHb )KU3HEHHO HEOOXOIUMBIX

1 BaXHEMILINX JIEKAPCTBEHHBIX IIPENapaToB,
IPU UX TOCYJApCTBEHHON perucrpanuu

U TIIepeperucTpaluu

Pacuer npenenbHOI OTIYCKHOM IIEHBI Ha JIEKAPCTBEHHBIN Mpernapar Mporu3BOIUTENs
rOCYJIapCTB - WICHOB EBPa3uiicKOro 3KOHOMHYECKOTO COK03a, MPEICTABISIEMON HA
nepeperucTparmo

(HaMMEHOBaHUE OPTraHU3ALNN-3asIBUTENS)
I. CBenenus o nekapCcTBEHHOM IIpernapare

|1. Homep peructpalnOHHOTO y10CTOBEPEHUS |[|

2. MC)K,ZLYHapOI[HOG HCIMIATCHTOBAHHOC, WX I'PYIIIIMPOBOYHOC, UJIIN XUMHUYCCKOC
HaAanMCHOBAHUC

|3. Toprosoe HauMeHOBaHHUE |[|

4. JIekapcTBeHHas popma, J03UPOBKA WIIM KOHLIEHTpAIHsl, 00beM, aKTUBHOCTb B
€IMHUIIAX IEVUCTBUS

|5. O0111ee KOJIMYECTBO BO BTOPUYHOM (MTOTPEOUTENILCKOM) YITAaKOBKE |[|
II. Pacuer uensl

Ne |[TTIpo-|| I[IpsiMble pacxoabl Oo6menpousBoacTBeHHble  ||OOmmexo3siictBennbie|[Ipu-|| Pen- || dak-
11/11||u3BO- pacxoJibl pacxoJibl ObLIb|| Ta- TH-
IM- ([Mate-||chIpbe||3apa-||3apaboT-||31eKT- || amop- |[po-|| pa3- || pea- || npo- Oenb- || yec-
TEJb || pua- 0oT- || Has po- || Tu3a- |uue*|| pa- || nu3a- || une*® HOCTB, || Kad
JIBI Had || ruara || sHep- || 1us 00T1- || 1M npo- || nena

miaral| obme- || rus, |[OCHOB- Ka LIEHTOB|| OT-

MpoU3- ||TerIo-|| HBIX myc-

BOJICT- || cHaO- || cpen- Ka 3a

BEH- [[)KeHHe,|| CTB, oT-

HOTO U || BOJO- || HcC- pebu-




BCIIOMO-|| cHa0- || MOJIb- Tellb-

rateib- |[JKeHHEe|| 3ye- CKYIO

HOIO || ¥ TOII- || MBIX yra-

nepco- || auBo || s KOB-

Haja IpOu3- Ky

BOJI- (6e3

CTBa HIC),

pyo-

Ien**
123415 6 J[ 7 [ 8 Jofa] 1112 a3] 14 [ 15|

PykoBoguTens opranuzanuu-
3asABUTEILL

Wcnomuurens

(monmuck) (h.n.0.) (tenedoH, aapec FAESKTPOHHON
MOYTHI)

M.IL

(monmucek) (h.n.0.) (tenedoH, aapec AESKTPOHHON
MOYTHI)

* OTHOCATCS Ha OOIIETIPON3BOACTBEHHBIE M OOIIEX035IICTBEHHBIE pacXoabl. **
3anonHsAeTCs Ui JIEKApCTBEHHBIX MPEnapaToB, HAXOAUBILUXCS B OOpaIleHUH Ha
tepputopun Pocculickon @enepannu.

Tabnuua 1. [Tnanupyemslil 00beM BbIITyCKa JIEKaPCTBEHHOIO IpenapaTa, ero yAeabHbIH
BeC B 00111eM 00beMe IPOU3BOIUMBIX JIEKAPCTBEHHBIX IPENapaToB, B HATYPaJIbHOM U

CTOMMOCTHOM BBIPpA’)KCHUUN

N || HaumenoBanue || Eqununa (| Ilnanupye- || [Inanupye-|| YaensHnsiil || Y aenbHbll Bec
11/1{| JIEKApCTBEHHOTO ||U3MEPEHUs|| MbIil 00beM ||Mblif 00BeM BEC JIeKapCTBEHHOTO
npemnapara, BBIITYCKa, B || BBIYCKA, B |[JIEKAPCTBEH-|| Mpernapara B
JO3UPOBKA U HaTypaib- || CTOUMOCT- HOTO obmiem o0beMe
KOJINYECTBO B HOM HOM mpernapara B|| TPOU3BOAUMBIX
NOTPeOUTENBCKOM BBIPQ)KEHUH |[BBIpOKEHHUH|| 0OOIIEeM ||JIeKapCTBEHHBIX
YIIaKOBKE, (xommuaectBo||(6e3 HIC),|| obObeme Mpenaparos, B
POU3BOIUTENH €IMHUI] pyOusieit || mpou3BOJM-|| CTOUMOCTHOM
MU3MEPEHUs) MBIX BBIPKEHUH
JeKapcT- (6e3 HIC),
BEHHBIX pyOneit
IpernapaTos,
B HATypaJb-




HOM
BBIPAXKEHUH,
MIPOLIEHTOB

il 2 L3 | 4 | 5 | 6 | 7

Tabmuma 2. KanpKymsiuys 3aTpaT MaTepuaioB 110 MIPOU3BOICTBY OJTHOM
noTpeduTensCKoi yrnakoBku (rpada 3 pasaena Il HacTOSIIETO MPUTOKEHUS)

(HaMeHOBaHUE Mpernapara, J03UPOBKa U KOJTUYECTBO B MOTPEOUTEIHCKOM YITaKOBKE)

N || Pacxonsl Ha || Enununa || Hopma pacxona [lena CyMmMa 3aTpar Ha
/11| MaTepHAIIBI || K3MEPEHUS (cormacHo (hakTHUYeCKOI OJIHY
TEXHUYECKOMY 3aKynku (6e3 MOTPEOUTEIHCKYIO
pernamenty || HAC), pybneit** YIIAKOBKY
TIPEITPHUSATHS ) (6e3 HIC), pybneit
(1 2 3 | 1 [ 5 [ 6 |
| [ | [ [ |
| [ | [ [ |
L I | I [roro*: |

* B pacueTe Ha 0JIHy OTPEOUTENBCKYIO YIIAKOBKY.** B cilydae OTCyTCTBUS 3aKyIIKH
MaTepHaoB, HEOOXOIUMBIX JUIsS TPOU3BOICTBA KOHKPETHOTO JIEKAPCTBEHHOTO
npemnapara, NpCACTaBIAIOTCA CBEACHUA M0 AHAJIOTHYHBIM 11O CBOMM XaPAKTCPUCTHKAM
MaTepHaiam, 3aKynaeMbIM JUIsl TPOU3BOICTBA MHBIX )KU3HEHHO HEOOXOIUMBIX U
BaXHEUIIINX JIEKaPCTBEHHBIX MPETIapaToB, [IEHB HA KOTOPHIE paHee 3aperuCTPHPOBAHEI.

Tabnuua 3. Onuck T0KyMEHTaIbHOTO NOATBEPKICHHS pacXo10B Ha MaTtepualisl (rpaga 3
paznena Il HacToAIIEero NPUIOKEHU)

N HaunmenoBanue HaumenoBanue Homep n nara ToBapHOW HaKJIaJHOM,
/11 Marepuaia OCTaBIIHKA WJIM TaMOKEHHOW JeKIapalyu, Wik UHOTO
BHUJIA TOKYMEHTAJIBHOIO IOATBEPHKIACHHUS
| 2 [ 3 [ 4 |

Tabnuna 4. Kanbkynsauus 3aTpat CbIpbs M0 MPOU3BOJICTBY OAHON MOTPEOUTEIHCKOM
ynakoBkH (Tpada 4 pasznena Il HacTosIero NpuIoKeHus )




(HanMeHOBaHUe Ipernapara, T03UPOBKa H KOJIUYECTBO B MOTPEOUTENILCKOM yITaKOBKE)

N || Cratbu pacxonoB Ha || Enununa ||[Hopma pacxona [lena Cymma 3arpar Ha
/o ChIpbE nu3smepe- (cormacHo ¢baxTuuec- OJIHYy
HUs TEXHUUYECKOMY || KOM 3aKyIKH || TOTPEOUTETHCKYIO
pernamenty || (6e3 HJC), || ymakoBky (6e3
npeanpusaTus) || pyomeir** HIC),
pyOueit
H 2 L3 | 4 | 5 | 6 |
AKTHUBHas
dapmaneBTUUECKas
cyOcTaHIus:
Ll | | | I |
BcrniomorarenpHbie
BEIIIeCTBRA:
Ll | | | I |
| ” ||I/ITOr0*: |

* B pacueTe Ha 0JIHy OTPEOUTENBCKYIO YIIAKOBKY. ** B ciryuae oTCyTCTBUS 3aKyIIKU
BCIIOMOT'aTENIbHBIX BEIECTB, HCIOIb3YEMBIX TP MTPOU3BOCTBE KOHKPETHOTO
JICKApCTBCHHOTO Iperiapara, NpeACTaBIAOTCA CBEACHHS 110 O9TUM K€ BCIIOMOT'aTCJIbHBIM
BEIIECTBAM, 3aKyIaeMbIM JUIsl TPOM3BOICTBA UHBIX )KU3HEHHO HEOOXOIUMBIX U
BOXHEUIIINX JIEKAPCTBEHHBIX MTPETIapaToB, [IEHB HA KOTOPHIE paHee 3apEeTUCTPUPOBAHEI.

Tabnuua 5. Mudopmarus 06 aktuBHON apmMarieBTHYecKol cyocTtaniuu (rpada 4
paznena Il HacToAIIEero NPUIOKEHU)

/1

Haumeno-
BaHHE
aKTUBHOM
(hapmarien-
TUYECKOM
cyOcTaHmm

VY nenbHBIN
BEC
aKTUBHOM
dapma-
LIEBTHYECC-
KoM

cyOcraH-
LIV B
cTaThe
"Crpipbe"
3a
OTYETHBIN

IIpous-
BOJM-
TeNb
AKTUBHOU
dapma-
LIEBTH-

YeCcKOM
cybcran-
LU

Crpana
IpOM3-
BOJICTBA
AKTUBHOU
dapma-
IIEBTH-

YeCcKOM
cybcran-
LU

ITocTaB-
MUK
aKTHUBHOM
dapma-
LIEBTHU-
YeCKOU

cyOcran-
805051

Exuanna
n3Mepe-
HUSA
aKTUBHOM
dapma-
IIEBTH-

YeCKOU
cyOcraH-
109707

Ilena akTUBHOM
dbapmareBTUYeCKOn
cyOCTaHIH
(BKITIOYAst
TaMOXXEHHBIE
pacxoen) (6e3
HJIC)

B
BaJIIOTE
(ykassbl-

BaeTCs
BUJ
BaJIIOTHI)

B pyOsIx
(B mepec-
4eTe Ha
naTy
TaMo-
JKEHHOMU




epuoJ, B JIeKa-
HaTypajb- panuu,
HOM WIIN
BbIpaxe- TOBap-
HHUU, HOM
MPOLIEHTOB HaKJIa]-
HOM, UK
HHOTO
BHIA
JIOKY-
MCH-
TaIbHOI'O
moAT-
BEpK-

JICHUS])

12 | 3 | 4 5 | 6 | 7 ]| 8 | 9

Tabnuua 6. Onuck JOKyMEHTAILHOTO MOATBEPIKIEHHUS pacXoJ10B Ha chIpbe (rpada 4
paznena Il HacTosAIIEr0 NPUIIOKEHU)

HaumenoBanue Howmep u nara ToBapHO#
[IOCTaBIIUKA HAaKJIaIHOM WIH IPy30BOU
TaMO>XECHHOM JEeKJIapaliu

N HaumenoBanue
n/m|| dapmaieBTUIeCKOn CyOCTaHITII
WJIM BCTIOMOTATENILHOTO BEIIECTBA

2 | 3 | 4 |

Tabnuma 7. Pacumdposka 3aTpar no cratee "3apabotHas miara” (rpada 5 paznena II
HACTOSIIEr0 MPUIIOKEHUS])

No CtpyKkTypHBIE Ormnata Crpaxo- CtpaxoBbie B3HOCHI Ha Uroro
n/m|| moapa3aencHus TpyJa no BbIE oOsi3arenbHOE counanbHoe || (0e3
20 cuery, || B3HOCHI 11O CTPaxOBaHUE OT HIC),
py6reit || 20 cuery, || HecuacTHBIX ciydaeB Ha || pyOseid
pyonei* MIPOU3BOJICTBE U
npodeccuo-
HaJbHBIX 3200J€BaHUN 110
20 cuety, pyOneit

[1] 2 L3 I 4 | 5 L6

| ||3apa60THa;1 niara || || ” ”



pPabOTHUKOB,
3aHSTBIX

HEIMOCPECACTBCHHO
Ha NpOU3BOJACTBC

JIEKapCTBEHHOTO
npernapara

|__|roro: | | | |

|B pacuere Ha O/IHy MOTPEOUTEIBCKYIO YITAaKOBKY ** ||

* VAUTBHIBAIOTCS CTPAXOBBIE B3HOCHI Ha 00s3aTEIBFHOE COIMATBHOE CTPaXOBaHUE HA
clly4ail BpeMEHHOU HETPYAOCIOCOOHOCTH U B CBSI3U C MATEPUHCTBOM, 0053aTE€IILHOE
MIEHCUOHHOE CTPaxoBaHue, 00s3aTeIbHOE MEANIIMHCKOE CTpaxoBaHue. **
PaccuutsiBaetcs no ¢popmye "HtoroBoe 3nauenue (B pyossx)"/"Ilnanupyemsrii uin
(bakTrueckuii 00bEM BBITyCKa Mpernapara’ B COOTBETCTBHH C Pa3ieiioM V METOIUKH
pacuera ycTaHaBIMBAEMbIX MPOU3BOAUTEIISIMH JIGKAPCTBEHHBIX MPENapaToB MPeesIbHBIX
OTITYCKHBIX IIeH Ha JICKaPCTBEHHBIE MPENapaThl, BKIIFOUCHHBIC B IIEPEUCHB )KHU3HEHHO
HEO0OXOUMBIX M BaXKHEUIINX JIEKApPCTBEHHBIX MPENapaToB, IPHU UX rOCYJapCTBEHHOM
pPETHCTpAIMH U TIEPEPETUCTPAIINH, YTBEPKIACHHOH MocTaHOBIIeHUEM [IpaBuTenpcTBa
Poccutickoit deneparuu ot 15 centsops 2015 r. Ne 979.

Tabnuma 8. Pacmmdpoka 3aTpar mo cratse "OOIenpon3BoACTBEHHBIC 3aTpaTh”
(rpadbr 6-9 paznena Il HacTosAIIETO MPUITOKESHHUS )

8.1. PacmdpoBka 3atpat no crarbe "3apaboTHas miaTa 00IIenporu3BOICTBEHHOTO U
BCIoMoOTarteNbHOro nepconana” (rpada 6 pazaena Il HacTosero mpuiIOKeHNs)

N || CrpykrypHble || Omnara || CrpaxoBble CrpaxoBble B3HOCHI Ha Hroro
/11| mozipa3iesieHus || TpyZa 1o || B3HOCHI o 25 || o0s3arenbHOe connanbHoe || (0e3
25 cuery, CYETY, CTpaxoBaHUE OT HIC),
pyOueii pyOeir* HECYACTHBIX CIIy4aeB U pyOeit
npodecCHOHATBHBIX
3abosneBaHuit o 25 cuery,
pyOneit

2 s || 4 | 5 L 6 |
L | | | | |
L | | | | |
[ [mroro: I | | | |
|

|B pacuere Ha O/IHy MOTPEOUTENIbCKYIO YITAaKOBKY ** ||

* VUUTBHIBAIOTCS CTPAXOBbIE B3HOCHI Ha 00s3aTEIbHOE COLMATbHOE CTPaXxOBaHUE HA
clly4ail BpeMEHHOU HETPYAOCIOCOOHOCTH U B CBSI3U C MATEPUHCTBOM, 0053aTE€IbHOE
MIEHCUOHHOE CTpaxoOBaHUE, 00s13aTEIbHOE METUIIMHCKOE CTpaxoBaHue. ** Yka3bpIBaeTcs
(dbopMyIa, B COOTBETCTBHH C KOTOPOI pacCUUTHIBACTCS 1I€HA HA OJHY MOTPEOUTETHCKYIO
YIaKOBKY.




8.2. PacmmdpoBka 3arpat 1o crarbe "DIeKTPOIHEPTHs, TeIJIOCHAOKEHUE,
BopocHaOxeHue u TorumBo" (rpacda 7 pa3aena Il HacTOSIIErO TPUITOKEHUS)

Hroro:

N Crarbs 3aTpar [ToctaBuk  ([Croumocts yciyr (6e3 HJIC),
/1 pyOneit

1] 2 | 3 | 4 |
|1. ||9neKTp03HeprI/I;I || || |
|2. “TermOCHa6>1<eHne || || |
|3. ||B0):[00Ha6>KeHHe || || |
|4. ||TOHJII/IBO || || |
|

|

|B pacuere Ha OHY HOTPEOUTETHCKYIO ynaKOBKy*”

* YkasbiBaeTcs popMyIia, B COOTBETCTBUH C KOTOPOM PaCCUUTHIBACTCS LICHA HA OJIHY
NOTPEOUTENBCKYIO YITAKOBKY.

8.3. PacimdpoBka 3arpaT no cratbe "AMOpTH3aIMs OCHOBHBIX CPEICTB, UCTIOIB3YEMbIX
it ipousBojicTBa" (rpada 8 pazmena Il HacTosIIEro MPUITOKEHUS )

N OCHOBHBIE CpeJICTBA Amoptuzanus (6e3 HIC), pyOneit
n/m
1] 2 | 3

||I/IT0r0:

B pacuere Ha 01Hy TOTPEOUTENIBCKYIO ynaKOBKy*”

* YkasbiBaeTcs hopMyiia, B COOTBETCTBUHU C KOTOPOM pacCUMTHIBACTCS LI€HA HA OHY
MOTPEOUTENBCKYIO YITAKOBKY.

8.4. Pacummdposka 3atpat o cratbe "[Ipoune o0O1enpon3BoacTBEHHbIE pacXo/ibl"
(rpada 9 paznena Il HacTosIIErO MPUITOKEHNUS )

N

o/

Cratbs pacxo/i0B

[TocraBmuk ycimyru

Croumocts ycnyr (6e3 HIC), pybneit

|1

2 |

3

4 |




| | [Mroro:

|B pacuere Ha O/IHy OTPEOUTEIBCKYIO yHaKOBKy*”

* YkaspiBaeTcst popMyiia, B COOTBETCTBUU C KOTOPOH PacCCUMTHIBACTCS LI€HA HA OJTHY
NOTPEOUTENBCKYIO YIIAKOBKY.

Tabnuma 9. Pacumdpoka 3arpat 1o cratbe "OO0I1exo3siiicTBeHHbIE 3aTpaThl” (rpadsl
10-12 pa3nena II HacTOSAIIETO MPUTOKEHUS)

9.1. PacmmmdpoBka 3atpart o cratbe "Pazpabotka" (rpada 10 pazmena II Hacrosero

TIPUITOKEHUS )
N Cratbs pacxoJi0B [MocraBumk || CromMocTh
/o yCIIyTH yCIIyT
(6e3 HICO),
pyOneit
H 2 L3 | 4 |
1. ||Pa3paboTKka KOHKPETHOTO JEKapCTBEHHOTO Mpenapara,
B TOM YHCJI€ COOCTBEHHBIEC PACXOBI IPEATIPHUITHUS
2. ||PerucrpanoHHBIE IPOLIETYPHI, B TOM YHUCIIE
JTOKITMHIUYECKUE UCCIICI0OBAHUS JIEKAPCTBEHHBIX
CPE/ICTB U KIIMHUYECKHE HCCIICIOBaHUS
JIEKapCTBEHHOTO Iperapara
|3. ||Hp0tme pacxojsl || || |
W | I

| B pacuere Ha 01Hy MOTPEOUTENBCKYIO YIAKOBKY ™ ||

* YkasbiBaeTcs (hopMyiia, B COOTBETCTBUU C KOTOPOM pacCUMTHIBACTCS LI€HA HA OHY
MOTPEOUTENBCKYIO YITAKOBKY.

9.2. Pacumdposka 3atpart no crathe "Peanuzanus” (rpada 11 paznena Il nacrosimero

IPUIIOKEHNU)
N Cratbs pacxo10B IlocTaBmiuk yciyr Croumocts ycayr (6e3 H/1C),
/T pyomnei
1| 2 I 3 | 4

||I/IToro: || ||

B pacuere Ha o1Hy TOTPEOUTENBCKYIO
YHaKkoBKy*




* YkasbiBaeTcs (opMyIia, B COOTBETCTBUH C KOTOPOM PacCUMTHIBACTCS LICHA HA OJTHY
NOTPEOUTENBCKYIO YITAKOBKY.

9.3. PacumudpoBka 3atpar no crathe "[Ipoune obmexo3siiicTBeHHbIe pacXxo sl (rpada 12
pazzaena Il HacTosIIEro MPUITOKECHNU)

N || Crates pacxogoB || IloctaBuiuk yciayru |[Croumocts ycnyr (6e3 HIC), pyGneit
/1

L 2 | 3 | 4
| | |
| | |

L | [Mroro:

|B pacuere Ha OHY OTPEOUTETHCKYIO ynaKOBKy*”

* YkasbiBaeTcs opMyJiia, B COOTBETCTBUU C KOTOPOM pacCUMTHIBACTCS LI€HA HA OHY
noTpeOUTENBCKYO yakoBKyY. I IpnObutb 1 peHTabensHocTh npoaykiun (rpadsr 13 u 14
HACTOSILETr0 MPUIIOKEHUS ) ONIPENIEISIFOTCA B COOTBETCTBUM € Pa3/ieioM V METOAMKH
pacuera yCTaHaBIMBAEMbIX POU3BOAUTEISIMH JIEKAPCTBEHHBIX MPENApaToOB MPEIEIIbHBIX
OTITYCKHBIX II€H Ha JIEKapCTBEHHbIE NPENapaThl, BKIIOYEHHbIE B IIepeUYeHb )KU3HEHHO
HEOOXOMMBIX M BKHEHUIINX JIEKAPCTBEHHBIX MPENAapaToB, IPU UX TOCYJapCTBEHHOM
perucTpaluy u nepeperucTpalum, yrBepkIeHHoi nocranosnenreM IlpaButenscTBa
Poccuiickoit ®eneparuu ot 15 centsiops 2015 r. Ne 979 . IIpumeuanue. Tabnuust 9 u 10
SIBJISIFOTCS] TUTIOBBIMHU, JIONTYCKAETCs BKJIIOUEHHE B HUX JONOJHUTEIbHBIX CBEJICHHH,
YUYHUTHIBAIOLIUX CIIOCOO OTHECEHMSI 0OILENPON3BOJCTBEHHBIX U 00IIEX035IIICTBEHHBIX
pPacxoioB B COOTBETCTBUY C YUETHOM MOJIUTUKON OpraHU3aLiH.

[Ipunoxenne Ne 8

K METOAMKE pacyeTa yCTaHaBJIMBAEMbIX
MPOU3BOJUTCIIAMU JICKAPCTBECHHBIX
npenapaToB MPeeNbHBIX OTITYCKHBIX LI€H

Ha JICKapCTBCHHBLIC ITPEIapaThl, BKIITOYCHHBIC
B IIepeueHb KU3HEHHO HEOOXOUMBIX

¥ BaKHEHIIINX JICKApPCTBCHHBIX IpCIIapaToB,
IpY UX TOCYJapCTBEHHOM perucTpanuu

U TIepEPEruCTpaluu

®opMmyJIbl pacueTa MOHMKAIMKNX KOAPGUIUEHTOB, IPUMEHSIEMbIX ITPU pacuere
IIPEIEIbHON OTITYCKHOM LIEHBI IPOU3BOAUTENS HAa IEPBBIN BOCIIPOU3BECHHBI,
OuroaHanoroBblil (0MOMOAOOHBIN) JIEKAPCTBEHHBIN Mpenapar, MpeicTaBIsieMol Ha
rOCy/apCTBEHHYIO PETUCTPALIUIO

3apeructpupoBat-||[Tonnxaromuii kosppunment ais || [Tonmwkaromuit ko3 dunuent as
Hasl IpeebHast pacueTa IIeHbl Ha MepBBIii pacueTa IeHbl Ha MepBBIii




OTIIyCKHas LIEHa BOCIPOU3BEICHHBIN BOCIIPOW3BEICHHBIH,
3a . K OroaHanoroBbIil (OMOMOJO0HBI)
JICKapCTBEHHBIH npernapar (~ 1)
HOTPEOUTENBCKYIO o K
JIeKapCTBEHHBIH npernapar (~ 1)
YIaKOBKY MIPOU3BOJIUTENS || MTHOCTPAHHOTO || MPOU3BOAUTENS || HHOCTPAHHOTO
pedepeHTHOTO TOCYapCTB -  ||[IPOU3BOIUTENS,|| TOCYIApPCTB -  ||[IPOU3BOIUTEIIS,
JIEKapCTBEHHOT'O YJIEHOB IPOLEHTOB™ YJIEHOB MPOLIEHTOB*
rpernapara, EBpa3suiickoro EBpa3suiickoro
. HKOHOMUYECKOTO HKOHOMUYECKOTO
pyoOuteit (HPEEP)
CO103a, CO103a,
MIPOLIEHTOB IIPOLIEHTOB
| 1 L 2 I L4 L s
1o 50 pyoueit 0 0 0 0
(BKIIFOUHUTEIILHO)
ot 50 pyOueti 10 0 0,24 0 0
|9% > pi 4X(Hpeq:|) ;
500 pyb6ueit
-10
(BKIIFOUHUTEIILHO)
ot 500 pybneit 3,6 x 4x (Hpecl:u) 0,6 x 0,39 x
1o 100000 py6ueit (Hpeq:)'lﬂ -10 024 (I_[peqj)n,m .5 (Hpe¢u)n’41 .5
(BKJTIOYMTEIILHO) -10
ceeime 100000 40 55 25 40
pyounei

* I'HOCTpaHHOTO MPOU3BOAUTENS, B TOM YKCJIE OCYIIECTBIISIIOIIETO U IIAHUPYIOLIETO
OCYIIECTBIISITh IEPBUYHYIO U (MJIM) BTOPUYHYIO YIIAKOBKY JIEKQPCTBEHHOTO MperapaTa B
Poccuiickoit denepanun.

[Ipunoxenne Ne 9

K METOJMKE pacyeTa yCTaHaBINBAEMbIX
IIPOU3BOIUTEINSMH JIEKAPCTBEHHBIX
IIpenapaToB IPEAEIbHBIX OTIIYCKHBIX IIEH

Ha JIEKapCTBEHHBIE MTPENapaThl, BKIOUYEHHBIE
B ICPCUYCHDb )KU3HCHHO H€O6XO)II/IMI>IX

Y BaKHEHMIIINX JIEKAPCTBEHHBIX NPENaparTos,
IpY UX TOCYJapCTBEHHOM perucTpanuu

U TIepepEeTUCTPAIIH

®opMmyJibl pacueTa MOHMKAIMKMX KO3PGUIIMEHTOB, IPUMEHSIEMbIX IIPHU pacuere
npeeNbHON OTIYCKHOM LIeHbl IPOM3BOIUTENS Ha BOCIIPOU3BEICHHBIH, OM0aHaI0T OBbIH
(Oromo100HBII) TeKapCTBEHHBIH Npenapar, NpeCcTaBIsieMOoi Ha TOCy1apCTBEHHYIO
pErucTpanuo

3apeructpupoBat-|| [ lonmxaronuii kosduument ans||[Tonmxkaronuit ko3ppuument 1
Hasl IpeJeNbHast pacuera 1IEHbI Ha pacuera 1eHbl Ha




OTIIyCKHas LIEHa BOCIPOU3BEICHHBIN BOCIIPOW3BEICHHBIH,
3a . K OroaHanoroBbIil (OMOMOJO0HBI)
JICKapCTBEHHBIH npernapar (~ 1)
HOTPEOUTENBCKYIO o K
JIeKapCTBEHHBIH npernapar (~ 1)
YIaKOBKY MIPOU3BOJIUTENS || MTHOCTPAHHOTO || MPOU3BOAUTENS || HHOCTPAHHOTO
pedepeHTHOro rOCyJIapCTB -  |[IPOU3BOJMTENS,|| TOCYAApCTB -  |[IPOU3BOIUTEIS,
JIEKapCTBEHHOT'O YJIEHOB IPOLEHTOB™ YJIEHOB MPOLIEHTOB*
rpernapara, EBpa3suiickoro EBpa3suiickoro
. HKOHOMUYECKOTO HKOHOMUYECKOTO
pyoueii (HPEEP)
CO103a, CO103a,
MIPOLIEHTOB IIPOLIEHTOB
| 1 2 | 4 5
1o 50 pyoueit 0 0 0
(BKIIFOUHUTEIILHO)
or 50 py6nveI/I o 3,6 x 4x (Hpeq:)':'=24 0 0
500 pyb6ueit (Hpeq:l ) 0,23
(BKIIFOUHUTEIILHO)
ot 500 pybneit 3,6 x 4 (Hpecl:u) 0,24 0,6 x 0,39 x
10 100000 pyGreit|| IT... 0,23 x IT. .. 034 IT, .4 0,41
(Tred) (Tped) (Tped)

(BKIIFOUHUTEIILHO)
ceeime 100000 50 65 30 45
pyounei

* lHOCTpaHHOTO TPOU3BOAUTENIS, B TOM YHCIIE OCYIIECTBISIONIETO WM TUTAHUPYIOIIETO
OCYIIECTBIISITh IEPBUYHYIO U (MJIM) BTOPUYHYIO YIIAKOBKY JIEKQPCTBEHHOTO MperapaTa B
Poccuiickoit denepanun.

[Tpunoxenne Ne 10
K METOJIMKE pacyera yCTaHaBIMBAEMbIX
IIPOU3BOUTEINISIMU JIEKAPCTBEHHBIX
MIpernapaToB MPeAEIbHBIX OTITYCKHBIX IIEH

Ha JIEKAPCTBEHHBIE IIPENIapaThl, BKIOYECHHbIE
B [I€pEUYEHb )KU3HEHHO HEOOXOIMMBIX

Y Ba)XKHEHUIINX JIEKAPCTBEHHBIX MIPENApaTOB,
IIPU UX FOCYJapCTBEHHOM pErucTpanyu

U TIepeperucTpauuu

O6ocHoBaHMe pacueTa IpeaebHON OTITYCKHOM LIEHBI Ha JIEKApCTBEHHBIN MpenapaT
IIPOU3BOJIUTEINIEN TOCYIapCTB - UIeHOB EBpazniickoro "KOHOMHUYECKOTO COI03a,
IIPEJCTABISIEMON Ha IEPEePErucTpaLuio

(HaI/IMeHOBaHI/IC OpFaHI/I3aI_[I/II/I-3a}IBI/ITeJ'IH)

I. CBeneHus o 1eKapCTBEHHOM IIpenapare




|1. Howmep peructpaiimoHHOro yJ10CTOBEpEHUS

2. MexnyHapoAHOE HENAaTEeHTOBAaHHOE, WIH IPYIIIMPOBOYHOE, NN XUMUYECKOE
HaVMEHOBAHHUE

|3. Toprosoe HauMeHOBaHHUE

4. JlexapcTBeHHas (hopma, JO3MPOBKA WM KOHIIEHTPAIUs, 00heM, aKTUBHOCTH B
eIMHULIAX TEeHCTBUS

|5. OO11ee KOIMYECTBO BO BTOPUYHOH (IOTPEOUTEIBLCKOI) yIIaKOBKE

II. Pacuet nennl

Ne IIpsamMbIe pacxomsl Ob6enpousBoacTBeHHbIe pacxoasr™ || IIpor- || daktu- I1;
/11 HO3U- || YECKUU || OTITYC
pyeMblii|| ypoBeHb || MOTpe
yIa
MaTepuaibl CBIpbE ANEKTPOIHEPTHs, || aMopTU3aLUS ypo- |[uH}ISsINNT
TEII0CHA0XKEeHue, OCHOBHBIX BEHb || C yUeTOM
BOJIOCHA0KeHHE CPEIICTB, uHs- | Tpor-
Y TOTUINBO UCTIONB3YEMBIX || IIHH, HO3-
TUIS OpoleH-||  Horo
MIPOM3BOJICTBA TOB YpOBHS,
()** npo-
LIEH-
TOB***
¢axrT.||mna. ||[npo-||dakT.|[maH. || mpo- ||dhakT.||m1aH.||npo-||hakT. ||miaH. [npo- 3ape-
LIEH- IIeH- IeH- IeH- THCTPE
TOB TOB TOB TOB poBaH
yBe- yBe- yBe- yBe- Hast
- ue- - -
qe- HUS qe- qe-
HUS HUS HUS
1] 2 H 3 Jalls |6 7 |8/ 9f0fuj12]3] 14 | 15 | 16

PykoBoauTens opranuzanum-

3asABUTCIIA

(moamuce) (¢d.u.0.) (tenedoH, agpec FMEKTPOHHON

M.IL

MIOYTHI)



HUcnonaurens

(moamuce) (d.u.0.) (tenedoH, agpec AMEKTPOHHON
MTOYTHI)

* HaknaiHbple pacxo/ibl 3aM0JIHAIOTCS MIPH MEPEPErUCTPALlU IPEISIbHBIX OTITYCKHBIX
LIEH TIPOM3BOAUTENIEH HA JIEKApCTBEHHBIE NIPENapaThl B CIyYasX, IPeyCMOTPEHHBIX
noanyHkramu "a" u "B" mynkra 32 [IpaBui rocy1apCTBEHHOM perucTpanuu u
IepeperucTpaly yCTaHaBJINBAEMbIX [IPOU3BOIUTENISMHU JIEKAPCTBEHHBIX IIPENAapaTOB
Mpe/ieIbHBIX OTIYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE MIPerapaThl, BKIIOYCHHBIC B IIEPEYCHb
KU3HEHHO HEOOXOAMMBIX M BaKHEHUIIHNX JIGKAPCTBEHHBIX MPETapaToB, YTBEPIKICHHBIX
noctanoBieHueM [IpaBurtennscTBa Poccutickont @eaepanmu ot 29 oktsaopst 2010 r. Ne 865
"O rocy1apCcTBEHHOM PETYJIMPOBAHUHU 1IEH HA JIEKAPCTBEHHbBIC MTPENapaThl, BKIIFOUEHHbBIC
B [IepeUEHb )KU3HEHHO HEOOXOANMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MpenapaToB’. **
[Iporuo3upyemslii ypoBeHb HHQIISIINN TEKYIIETO T0/1a, YCTAHOBJICHHBIN (eiepaabHbIM
3aKOHOM O (heqepaabHOM OIOKETe Ha COOTBETCTBYIOLINI (PMHAHCOBBIH 0]l ¥ TJIAHOBBIN
nepuo. *** MakTHYECKU ypOoBeHb WHQIIALNY MPEIIIECTBYIOIIEr0 KaJIEHAapHOTO T0/1a C
y4eTOM MPOTHO3HOTO YPOBHS MHMISAIUHN TEKYIIEro rojia, yCTaHOBJIEHHOTO (eiepabHBIM
3aKOHOM O (heZiepaibHOM OFO/IKETE Ha COOTBETCTBYIOMINK (PMHAHCOBBIN TOJI M TJIAHOBBIN
MIEPHOJ], PACCUNTHIBAECTCSA B COOTBETCTBUU C IIYHKTOM 41 METOAMKY pacyera
YCTaHABJIMBAEMBIX [TPOU3BOIUTENISIMU JIEKAPCTBEHHBIX MIPENApaTOB MPEAEIbHBIX
OTITYCKHBIX II€H Ha JIEKaPCTBEHHBIE MPEnapaThl, BKIIIOUEHHBIE B IIEPeUEHb )KU3HEHHO
HEOOXOMMBIX M BKHEUIINX JIEKAPCTBEHHBIX MPENApaToB, IPU UX TOCYJapCTBEHHOM
pErUcCTpalyy U epeperucTpalny, yTBepKACHHOM moctaHoBleHueM [IpaBurenscTBa
Poccuiickoit @enepanuu ot 15 centsOps 2015 r. Ne 979.

[Tpunoxenne Ne 11

K METOJMKE pacyeTa yCTaHaBINBAEMBbIX
IIPOU3BOJUTENISIMH JIEKAPCTBEHHBIX

IIpenapaToB MPEAEIbHBIX OTIIYCKHBIX LIEH

Ha JICKapCTBEHHBIE MPENApaThl, BKIIOUYEHHBIC B
nepeyeHb )KU3HEHHO HEOOXOIMMBIX

Y BOKHEUIIUX JICKAPCTBEHHBIX IIPENapaToB, IIPU UX
rOCyJapCTBEHHOM pErucTpanun

U IIepEPErucTpaun

3HadyeHUS KOB(I)(l)I/II_[I/IeHTa LIeHOBOfI IpyHIibl, IPUMCEHACMOTIO ITPHU paCUYCTEC IMPEACIIbHBIX
OTIIYCKHBIX IICH HpOPI3BOI[PIT€J'I€I>i Ha JICKapCTBCHHBIC MMPETIapaThl, IPEACTABIIICMbBIX HAa

nepeperucTpaLuio
N IlenoBas rpymnma KoadduumenT nenoBoi rpynimsl,
i/ MIPOLIEHTOB (HH)
1] 2 | 3 |
| 1. ||)10 50 py6uieii (BKIIFOUUTEINIBHO) || 100 |

| 2. [lor 50 py6neit 70 500 py6ueit | 90 |




| “(BKJHquTeJILHo) “

3. |lot 500 py6meit mo 1000 py6eit 85
(BKITFOUHTEITILHO)

4. (ot 1000 py6meit mo 3000 py6eii 80
(BKITFOUHTEIIHLHO)

5. [|oT 3000 py6aeit o 5000 pybneit 75
(BKJIFOUUTEIIHHO)

6. ot 5000 py6:eit mo 10000 pyGneit 70
(BKITFOUUTEIHHO)

7. |lot 10000 py6neit mo 20000 pyoeit 60
(BKITFOUHTEIIHLHO)

8. |loT 20000 py6neit mo 40000 pyoireit 50
(BKJTFOUHTEIILHO)

9. ||lot 40000 py6meit no 100000 py6mneit 40
(BKJIFOUMTEIIBLHO)

|10.||CBLILLIe 100000 pyoGueit || 30

[Ipunoxenue Ne 12

K METOJIMKE pacyeTa yCTaHaBIUBACMbBIX
MIPOU3BOUTEINSIMHU JIEKAPCTBEHHBIX
MpenapaToB MPeACIbHBIX OTITYCKHBIX IIEH

Ha JIEKApCTBEHHbBIE IIPETIapaThl, BKIOYCHHbBIE
B IIEPEUCHB )KU3HEHHO HEOOXOMMBIX

Y BOKHEUIIUX JIEKAPCTBEHHBIX NIPENapaToB,
MIPU UX TOCYJIAPCTBEHHOMN pEeTrUCTpaIiun

U TIEpEePErucTpaLiu

O6ocHoBaHMe pacueTa IpeebHON OTITYCKHOW LIEHBI Ha JIEKApCTBEHHBIN MpenapaT
MHOCTPaHHBIX TPOU3BOAUTEINEH, B TOM YHCJIE OCYIIECTBISIIOIUX EPBUYHYIO U (WIJIN)
BTOPUYHYIO YIIAaKOBKY JIEKAPCTBEHHOT O npenapara B Poccuiickoit denepanuu,
MIPEJCTaBIsIEMOI Ha IepeperucTpaLuio, 3a Mepro ¢ I. IO I.

(HaMMEHOBaHUE OpPTraHU3aALNU-3asIBUTENIS)
CaeneHus 0 JEKapCTBEHHOM Ipernapare

|1. Homep peructpalluOHHOTO y/10CTOBEPEHUS |[|

2. MC)K,ZLYHapOIlHOC HCIMMATCHTOBAHHOC, NI I'PYIIIMPOBOYHOC, NI XUMHUYCCKOC
HaAanMCHOBAHUC

|3. Toprosoe HanMeHOBaHNE |[|




4. JlexapcTBeHHas (hpopma, JO3UPOBKA WIH KOHIIEHTpAIUs, 00heM, aKTUBHOCTh B
€MHULIAX IeHCTBUS

5. O6miee KOJIMYECTBO BO BTOPUYHOM (TIOTPEOUTEIIBCKOM) YIIaKOBKE |[|
N (|[Ipou3Bo-|Haumeno-|| Kypc HanroHanbHON Cpenne- || Benu- [IpenenbHas
/|| auTenb || BaHUE BaJIIOTHI FTOCY/IAPCTBA- || B3BEIICH- || YMHA || OTIyCKHas I[eHa 3a
(c ykaza-|| HaIMoO- || IPOU3BOJMTENS K pyOIItO Hast YBEIU- || MOTPEOUTEIBCKYIO
HUEM HaJlb- (pyOuteit) (hakTuyec-|| YeHHS YIIaKOBKY
CTa/INH HO Kasi ieHa || mpe- || (6e3 HIC), pyOueit
npou3- || BaJIOTHI || Kypc Kypc || mpo- BBO3a nenb- || 3ape- ||3asB-|| mpo-
BOJA- || rocynmap- || mpwm npu |[ueHTos|[(oTmycka)|| HOHM |[rUCTpH-|| JeH- [IeHTOB
CTBa) CTBa- |[rocymap-|| mepe- |yBenu-|| JekapcT- ||O0Tmyck-|| poBaH- Haﬁ4 yBEJH-
MPOM3BO- (| CTBEH- ||PEIHCT-|| YCHNS || BEHHOIO HOM Haﬂ3 YCHHUS
JUTEIS HOH || pauuu npemna- || IeHsl,
peruct- para, ||[mporeH-
PatH py6ﬂeﬁ1 TOB :
(mocnen-
Hel
peruct-
parun)
i 2 | 3 | 4 Jls 6| 7 | 8 J 9 [10f11]

PYKOBOI[I/ITCJ'IL opraHu3anuun-
3asABUTCIIA

(monmucek) (h.u.0.) (tenedoH, aapec SAESKTPOHHOMN
MOYTHI)

M.IL
Hcnomuurens

(monmucek) (d.u.0.) (tenedon, agpec SAESKTPOHHOMN
MOYTHI)

[Ipu nepepeructpanuu npeaeabHON OTIYCKHOM IIEHbI Ha JIEKApCTBEHHBIN MpenapaT
HHOCTPAaHHOTO MPOU3BOAUTEIIA YKA3bIBACTCA CPEAHCB3BCIICHHAA (baKTI/ILIeCKaSI IIeHa
BBO3a (OTITyCKa) IeKapCcTBEHHOTO Mpenapata. [Ipu mepepeructpanuu npeaenbHoR
OTITyCKHOM IIEHBI Ha JIEKAPCTBEHHBIMN MpernapaT HHOCTPAHHOIO MPOU3BOIUTEIS,
OCYIIECTBISIONIETO MEPBUYHYIO U (WJIM) BTOPUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
npenapara B Poccuiickoit deneparinu, yka3plBaeTcsl CpeHEB3BEIICHHAs (DaKTHIeCKast

2
[IEHA OTIyCKa JIEKAPCTBEHHOT'O IIpenapara. PaccYuThIBaeTCs B COOTBETCTBUU C
IMyHKTaMH 52-54 METOIMKY pacyeTa yCTAHABIMBAEMBIX IPOU3BOIUTEISIMH
JIEKAPCTBEHHBIX IIPENAPaTOB IIPEAEIBHBIX OTIIYCKHBIX LIEH HA JIEKAPCTBEHHbIE



rpenapaThsl, BKIIOYEHHBIC B TIEPEeYCHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX
JIEKApCTBEHHBIX MPEMNapaToB, IPU UX FOCYAapCTBEHHON pEruCTpalliu U
MepeperucTpalnm, yrBepxaeHHoH noctanosyienreM [IpaBurenbcrBa Poccuiickoi

3
Oenepanun ot 15 centsaops 2015 r. Ne 979. TlpenenpHas oTmycKHas 1eHa
MIPOM3BOIUTEIS HA JIKAPCTBEHHBIN Mpenapar, 3aperuCTpUPOBaHHAS TI0 COCTOSIHUIO Ha

JaTy TOJIa4yM 3asIBJICHUS O MePEPEruCTPAlluu IPeesIbHOIN OTIYCKHON IIEHBI.
3asiBIIieHHAs K MEPEePErucTpalvy MpeeibHast OTITyCKHas 1IeHa IPOU3BOAUTENS Ha
JIEKapCTBEHHBIN Iperapar.



