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MocTtaHoBneHue MpaButenbcTBa Poccunckon ®epgepaumnm ot 30 mas 2025 r. N 805 "O6
YyTBEepPXOEeHUN MeTOAUKU pacuyeTa NnpeferibHbIX OTNYCKHbIX LEeH NPpou3BoAuUTeNien Ha
neKapcTBeHHble Npenapartbl, BKNKYEeHHbIe B NepevyeHb XXN3HEHHO HeobXoauMbIX U

Ba)XHEeMLUMNX NeKapCTBEHHbIX NpenapaToB AN MegULUUHCKOro npumeHeHua"

B cootBerctBuM co ctatben 60 denepanbHoro 3akona "OO oOpallleHHH JIEKAPCTBEHHBIX CPEACTB"
[IpaButensctBO Poccuiickoit deneparuy NOCTaHOBIISET:

1. YTBepauTe mpunaraeMyro METOAMKY pacdeTa MpeleNbHbIX OTIYCKHBIX L€H NMPOU3BOAMTENEH Ha
JIeKapCTBEHHBIE MPENapaThl, BKIIOYEHHBIE B TIepeueHb KU3HEHHO HEOOXOJUMbIX M BaKHEUIINX JIEKapCTBEHHBIX
MIpenapaToB AJis MEAUIIUHCKOTO IPUMEHEHUS.

2. Hacrosimiee moctaHoBJIeHUE BCTymaeT B cHiTy ¢ 1 ceHTsi0pst 2025 r. u aeiictByeT 10 1 centsiops 2031

[Ipencenarens [IpaBurenscTBa
Poccuiickoit ®enepanuu M. Muiyctux

YTBEPXXOEHA

noctaHosneHnem NMpaButenbcTea
Poccuickon ®egepaumnu

ot 30 mas 2025 r. N 805

MeToanka
pacueTra npeneJabHbIX OTHYCKHBIX IleH MPOU3BOAUTEIeH HA JIeKAPCTBEHHbIE NPenapaThbl, BKJIIYEHHbIE B
nepevyeHb JKU3HEHHO HEOOXOIMMBIX U Ba)KHEHIINX JIeKAPCTBEHHBIX MPENapaToB s MeIUIIHHCKOTO
NpuMeHeHu st

I. O0mme moso:KeHus

1. Hacrosmmass wMeronuka ycTaHaBIMBAET TMOPSJOK pacdera TPEACNbHBIX OTIYCKHBIX IICH
MIPOM3BOJUTENEH JIGKAPCTBEHHBIX TNPEnaparoB (Jajee - MPOM3BOAMTENN) HA JIEKAPCTBEHHBIC MpenapaThl,
BKJIIOYEHHBIE B MEPEeYeHb >KU3HEHHO HEOOXOAMMBIX M BAXKHEHWIIMX JIEKAPCTBEHHBIX IIPENapaToB ULl
MEAUIMHCKOTO NMPUMEHEHHUs (anee - JeKapCTBEHHbIE IPENaparthl), IPH UX TOCYyNapCTBEHHOM PETUCTPALUHU U
IIepePEruCTPaLH.

2. IlpenenbHas OTHyCKHas L€Ha Ha JIGKapCTBEHHBIH IperapaT YCTAaHABJIMBAETCSA Ul KaXIOro
MPOM3BOJUTENS B PAMKax PErHCTPALMOHHOTO yIOCTOBEPEHHS JEKAPCTBEHHOIO IpenapaTa B COOTBETCTBHU C
TpeOoBaHUAMU MYHKTOB 27 m 28 IlpaBuil rocyAapCTBEHHOIH PErMCTpaliy U MEPeperucTpaliiy MpeeibHbIX
OTIYCKHBIX I€H NPOU3BOAUTENCH Ha JIeKapCTBEHHBIC IpENapaThl, BKIIOYEHHBIE B IEPEUYCHb IKU3HEHHO
HEOOXOIUMBIX U BaKHEHIIMX JICKAPCTBEHHBIX IPEMapaToB AJs MEIUIHMHCKOTO MPUMEHEHHUS, YTBEPKICHHBIX
noctaHosneHnem IlpasurenscrBa Poccuiickoit ®@eneparuu ot 8 anpens 2025 r. N 462 "O rocyaapcTBeHHOM
pEryJIUpOBaHUM IIEH Ha JIGKAPCTBEHHBIC Iperaparhl, BKIIOYEHHBIE B INEpeueHb JKU3HEHHO HEOOXOIMMBIX U
BKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB i MEIUIIMHCKOro puMeHeHns" (manee - [IpaBuna), Ha OCHOBaHHH
JTAHHBIX, PACCUUTAHHBIX B COOTBETCTBHHU C HACTOSIIEH METOIUKOM.

3. IIpemiaraemast K TOCyAapCTBEHHOH PErMCTpalM NpeaeibHas OTIYCKHas II€Ha Ha JICKapCTBEHHBIN
Ipemnapar Ui Bcex Ipou3BoauTeneii 6e3 yuera popMbl BhIITyCKa JIEKApCTBEHHOIO IIpenapara, 3a HCKII0YeHUEM
ClTy4aeB, IPEAYCMOTPEHHBIX NMyHKTamun 28 u 32 TIpaBui, He MOXKET NMPEBHIIIATh:

a) B Cllyyae €ClId B PaMKax OJHOTO PErHCTPALlMOHHOTO YIOCTOBEPEHHS JIEKApPCTBEHHOrO Hpenapara
3aperUCTPUPOBAHbI MPEeTbHbIE OTIYCKHBIC LIEHbI Ha JIEKAPCTBEHHBIN IMpenapaTr ¢ TaKoW e JIEKapCTBCHHOM
¢opMOll M [O3MPOBKOM (KOHIEHTpalWel, aKTHBHOCTBIO B €IMHUIAX MACHCTBHA), - CTOMMOCTb OIHOM
JIEKapCTBEHHOH (POPMBI JIEKAPCTBEHHOTO MpEnapaTa, YMHOKEHHYIO Ha KOJMYECTBO JIEKAPCTBEHHOTO IperapaTa
BO BTOPUYHOH (TOTPEOUTENBCKOW) YHAaKOBKE 3asBIsIEMOrO JIEKAPCTBEHHOIO IIpemapara, Ha OCHOBaHUH
CBEICHHH O HaIWYMM 3apeTHCTPUPOBAHHBIX TNPEACTBHBIX OTIYCKHBIX LEH 3asBISEMOTO JIEKApPCTBEHHOTO
npemnapata coraacHo Npunoxennto N 1, mpu 3TOM CTOMMOCTh OJIHOM JIEKapCTBEHHO# (pOPMBI JIeKapCTBEHHOTO
mpenapara  pacCUMTBIBA€TCS  UCXOJS W3 CpeJHero  apuMeTHYecKoro  3Ha4eHUs  TOCIEIHUX
3aperUCTPUPOBAHHBIX [IeH Ha ONIKallie 1Mo 3HAUYCHHUIO KOJHYECTBA 3asBISIEMOTO JICKAPCTBEHHOTO MperapaTa
BO BTOPHYHOH (ITOTPEOUTEHCKOW) yIIaKOBKE;
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6) B cimydae ecliMd HE 3apeTUCTPUPOBAHBI TpPEAEibHBIE OTIYCKHBIE II€HBl Ha 3asBISEMBIN
JIEKapCTBEHHBIN TperapaT ¢ TaKOH e JO3MPOBKON (KOHIIEHTPAIMEH, aKTUBHOCTHIO B €IWHUIIAX JACHCTBHSA), -
CTOMMOCTb EIMHMIBI ACHCTBYIOIIETO BEILIECTBA JICKAPCTBEHHOI'O Ipenapara, yMHOXKCHHYIO Ha KOJIUYECTBO
€IMHUIl AEHCTBYIOIIErO BELIECTBA 3asBISIEMOr0 JIEKAPCTBEHHOI'O IIperapara, Ha OCHOBAaHUM CBENEHHH O
HUINYAN 3apETUCTPUPOBAHHBIX IPEIETbHBIX OTIYCKHBIX LEH 3asBISIEMOr0 JIEKapCTBEHHOIO IIperapara,
npeaycMOTpeHHBIX  MnpunoxeHnem N 1 k Hacrosmiell MeToQWKe, TPH STOM CTOMMOCTH  €IWHHIIBI
JEMCTBYIOLIETO BEIIECTBA JIEKAPCTBEHHOI'O Ipenapara pacCuuThIBACTCS UCXOSl U3 CPETHETO apu(hMETHIECKOTO
3HA4YEHUs TIOCJIEAHNX 3apETUCTPUPOBAHHBIX LEH Ha ONMMKalIMe MO 3HAYEHHWIO JTO3MPOBKH (KOHLIEHTPAlLUH,
AKTHUBHOCTHU B €JUHHUIAX JEHCTBUS) 3aiBISIEMOT0 JEKaPCTBEHHOTO Mpemapara.

4. IlpennaraemMas K roCyAapCTBEHHON pEeTrMCTpaliM MpeJesibHas OTIYCKHas IIeHa MPOU3BOJUTENS Ha
JIEeKapCTBEHHBIN Ipernapar He MOXKET IPEBbIIIATh!

a) CpPEeIHEB3BEIICHHYIO (PaKTHUYECKYIO OTITYCKHYIO IIeHY Ha JIEKapCTBEHHBIN Tperapar 3a OTYEeTHBIN
MIEPUOJI, IPEyCMOTPEHHBIH NMYHKTOM 26 [IpaBuil, pacCUUTaHHYIO B COOTBETCTBHH ¢ Pa3feriom |V nacrosimei
METOJIMKA Ha OCHOBAaHMW CBEJIEHHH 00 o0beMax W OTIYCKHBIX IIeHaX HaXOISIIIUXCA B OOpamieHuu B
Poccuiickoii @enepanu JE€KapCTBEHHBIX MPENapaToB MPOU3BOAUTENS TocydapcTBa - ujieHa EBpasuiickoro
9KOHOMMYECKOTO COI03a U JIEKAPCTBEHHBIX IIPENapaToB HHOCTPAHHOTO IIPOM3BOJCTBA, NEpPBUYHAs U (WIIN)
BTOPHYHASI YIIAKOBKA KOTOPBIX OCYILECTBISETCA WM HEPBUUHYIO M (MJIM) BTOPUYHYIO YIIAKOBKY KOTOPBIX
ITAHUPYETCs OCYIIECTBIATH B Poccuiickoit denepanuu, cornacuo npunoxeHuio N 2;

0) cpenHEB3BEIICHHYIO (DPAaKTHUECKYIO LIEHY BBO3a JICKAPCTBEHHOTO Iperapara 3a OTYETHBIM IEepPHOJ,
NpeyCMOTPEHHBIN MYHKTOM 26 [IpaBuii, ¢ y4eTOM pacxooB 10 YIUIaTe TAMOYKEHHBIX COOPOB 3a COBEpIICHHE
TaMOJKCHHBIX OIEepaIiii, CBSI3aHHBIX C BBIMTYCKOM TOBAapOB, PAaCCUMTAHHYIO B COOTBETCTBMH ¢ paszeriom VI
HAcTOALIE METOAUKM Ha OCHOBAaHUM CBEICHHM W3 CHUCTEMbl MOHHTOPHUHIA JBM)KEGHHS JIEKapCTBEHHBIX
npenaparoB A MEIUIMHCKOTO TNpHMeHeHusi o0 o0beMax M O IIeHaX BBO3a JICKAPCTBEHHOTO Mpernapara
WHOCTPAHHOTO MPOU3BOJCTBA, HAXOJAIIECrocs B oOpaiieHHMM Ha Tepputopuu Poccuiickoit ®deneparuu, 3a
OTYETHBIN MEPHOI, IPEyCMOTPEHHBIH MYHKTOM 26 [IpaBn;

B) B Cllydae €cCiH JIEKAPCTBEHHBIM IpenapaT WHOCTPAHHOTO MPOW3BOJICTBA WIIM TPON3BOAUTENS
rocynapcraa - wieHa EBpa3uiicKoro 3KOHOMHYECKOI'O COI03a PeaIu3yeTcsi B MHOCTPAaHHbBIX TOCyAapcTBax, B
OTHOLICHWH KOTOPBIX IpexacTaBisiercs wuHpopMmanuss 00 YypOBHE MUHMMAJIbHBIX OTIYCKHBIX LI€H Ha
JICKapCTBEHHbBIC MPENapaThl, MO MEPEYHI0 COTNIACHO MPUNOXeHUto N 3, - MUHUMATbHYIO OTIYCKHYIO IICHY
npousBoguTens (0e3 ydera NPOM3BOACTBEHHBIX IUIOLIANOK) Ha JIEKAPCTBEHHBIM MpenapaT B YKa3aHHBIX
MHOCTPaHHBIX TOCYIAapCTBaX M B CTpPaHE MPOU3BOIUTEIS, PACCUUTAHHYIO B COOTBeTCTBHU ¢ pasgeriom VI
HACTOALIE METOJUKM Ha OCHOBAaHMM pacueTa TMpeAeiabHOM OTIHYCKHOM II€Hbl MPOW3BOAMTENS Ha
JICKapCTBEHHBIN IpemapaT, NpPEeACTaBIsIEMOH Ha TOCYNApCTBEHHYIO pETHCTpaluio (IepeperucTpanmio),
corimacHo rpuroxeHnio N 4 ¢ ydeToM pacxoJOoB IO YIUIATe TaMOXXEHHBIX COOpPOB 3a COBEpIICHHE
TaMO>KEHHBIX OTepaIfii, CBA3aHHBIX C BBIITYCKOM TOBApOB.

I1. Pacuer npeaebHOI OTIYCKHOM leHbI HA pe)epeHTHDIN JIeKAPCTBEHHbIIH Npenapar npu ee
rocyIapcTBEeHHOI perucTpauuu

5. Ilpu rocymapcTBeHHOI perucTpamnny mpeenbHas OTITyCKHAs [ieHa Ha ped)epeHTHBIH JIeKapCTBEHHBII
Ipernapar Ijs BCEX NMPOU3BOJUTENEH B paMKaX PETUCTPAlMOHHOIO YJOCTOBEPEHU JIEKAPCTBEHHOTO MIpenapara
c yderoMm TpeOoBaHMi MyHKTa 27 IlpaBua He MOKET NPEBHILATh YPOBEHb MHHHMAJIBHOH H3 IIEH,
PacCUUTaHHBIX C YY€TOM TpeOOBaHMiA MYHKTOB 3 - 4 HACTOAIICH METOIUKH.

6. B ciydae ecnu o COCTOSIHUIO Ha JaTy NMPEACTABIECHUS 3asBJICHUS O TOCYIapCTBEHHONW pErucTpanun
MpeaenbHON OTIYCKHOW LeHBI MPOM3BOAMTEINSI HA peepeHTHBIN JeKapCTBEHHBINH MpenapaT B MHHUCTEPCTBO
3npaBooxpaHeHus Poccuiickoit ®eneparuu B pamMkKax MeEXIyHApOJHOTO HENAaTeHTOBAaHHOTO (IIpH €ro
OTCYTCTBUM - TPYNIHPOBOYHOIO WM XHMMHYECKOT0) HaMMEHOBaHMs (Jajee - MEXIyHapoJHOe
HEMaTeHTOBAHHOE HAMMEHOBAHKE) U JIEKAPCTBEHHON (OPMBI 3apETUCTPUPOBAHBI TIPE/ICTBHBIC OTITYCKHBIE TICHBI
MIPOM3BOAMTENICH Ha COOTBETCTBYIONINE BOCIIPOM3BENECHHBIE, OroaHamoroBsle (OMOMOA00HbIE) TEKapCTBEHHBIE
Iperaparsl, MpH 3TOM TMpeaeibHas OTIyCKHAs IleHa MPOW3BOAMTENS] Ha pedepeHTHBINH JIeKapCTBEHHBIH
Iperapar He 3aperuCcTpUpOBaHa, IpeiaracMas K ToCyJapCTBEHHON PETUCTPAlluy IpeeibHas OTITyCKHasl [ieHa
Ha pedepeHTHBIH JIEKapCTBEHHBII INpernapaT He MOMKET MPEBBIATh MAaKCUMAaJbHYIO 3apErHCTPUPOBAHHYIO
MIPENeNbHYI0 OTIYCKHYIO LEHY Ha COOTBETCTBYIOLIMH BOCIPOHM3BEIEHHBIM, OMOaHANOroBbIi (OMOMOZOOHBIN)
JIEKapCTBEHHBIN Ipenapar.

7. B ciydae eciau 0 COCTOSIHUIO Ha ATy NPEACTABICHUS 3asBJICHUSA O TOCYIapCTBEHHONW pErucTpanun
MpeaeNbHON OTIYCKHOW LEHBI MPOM3BOAMTEINS HA pe)epeHTHBIN JIEKapCTBEHHBINH MpenapaT B MHHUCTEPCTBO
3npaBooxpaHeHus Poccuiickoit depepanuu B paMKax MEXIyHApOJHOTO HEMATEHTOBAaHHOTO HAWMEHOBAHUA H
JICKapCTBEHHOH (OpPMBI HE 3aperuCTPUPOBaHBbl MpEACTbHBIC OTIYCKHBIE IIEHBl MPOM3BOJAUTENEH Ha
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COOTBETCTBYIOIIME BOCIPOM3BENICHHbBIC, OMoaHajIoroBbie (OWOIMONOOHBIE) JIEKAPCTBEHHBIC Mpenaparbl W Ha
pedepeHTHBIH JIeKapCTBEHHBIM IIpemapar, IpenjaraeMas K TOCYJapCTBEHHOM perucTpanuyd IpeneibHas
OTITyCKHAs IIeHa Ha pe(epeHTHBI JeKapCTBEHHBIH Mpernapar He MOXKET IMPEBBINIATh MaKCHMANBHYIO M3
3apETHCTPUPOBAHHBIX TMPEIENBHBIX OTIYCKHBIX II€H Ha OJKBUBAICHTHYIO JIEKAPCTBEHHYIO (opMy
JIEKapCTBEHHOTO TIpenaparta B paMKax JaHHOTO MEXIyHapOJHOTO HEMaTeHTOBAHHOTO HAaMMEHOBAHMA,
coJiepKalierocss B MNEpPeYHe >KU3HEHHO HEOOXOIWMBIX W BAXKHEHIIWX JIEKAPCTBEHHBIX INPENapaToB s
MEIULIUHCKOTO IMPUMEHEHUs, B TOM YHCIE HCKIIOYEHHBIX U3 TOCYJApCTBEHHOIO pEecTpa MpeAelbHbIX
OTIYCKHBIX II€H MPOU3BOAUTENCH Ha JEKApCTBEHHBIC IpenapaTrhl, BKIIOUYEHHBIC B MEpPEYCHb >KU3HEHHO
HEOOXOJUMBIX U BAYKHEUIIIHX JICKAPCTBEHHBIX MIPENapaToB IS MEIUIIMHCKOTO IPUMEHEHMSI.

II1. Pacuer npenejibHOM OTIYCKHOM IeHbI HA BOCIIPOU3BeAeHHbIH, 0M0aHAI0TOBbIN (0HOTOI00HBbIH)
JIeKapCTBEHHBIIi Mpenapar Npu ee rocyJ1apcTBEHHON PerucTpannu

8. [IlpemenmpHass OTMyCKHas TIIeHA HAa BOCIPOM3BEIACHHBIM, OMOAHAJIOTOBBIA (OMOIOAOOHBII)
JIEKapCTBEHHBIM NpemnapaT yCTAHABIMBAETCS I Ka)XAOro MNPOU3BOAUTENS B pPaMKax PErHCTPALUOHHOIO
yJIOCTOBEPEHUS JICKAPCTBEHHOTO Mpenapara B COOTBETCTBUU € TpeOoBaHUsAMU MYHKTOB 27 u 28 IlpaBun Ha
OCHOBAHMHM JTaHHBIX, PACCUUTAHHBIX B COOTBETCTBUU C HACTOSIIEH METOOUKOM AJI JIEKAPCTBEHHBIX NIPENapaToB
MIPOM3BOAMTENS TOCYAapcTBa - WieHa EBpa3uiCcKOro SKOHOMHYECKOTO COr03a M (WIIHM) JIEKapCTBEHHBIX
IIpenapaToB HUHOCTPAHHOTO NMPOU3BOJICTBA.

9. Ilpemmaraemas K TOCYJapCTBEHHOW pErHCTpalliM MpelesibHas OTIyCKHas I€Ha Ha
BOCTIPOM3BEACHHBIN, OMOaHAIOTOBBIH (OMOMOAOOHBIN) JEKapCTBEHHBIH MpemapaT HE MOXKET MPEBHIIATH
OTIYCKHYIO IICHY, PACCUHUTAHHYIO C ydeToMm TpeOoBanuii MyHKTOB 29-31 TIpaBwia W B COOTBETCTBHU C
HACTOAILLMM Pa3JeoM Ha OCHOBAaHHWM JAHHBIX pacyeTa MpeleiabHON OTIYCKHOW LIEHBl Ha BOCIIPOU3BEACHHBIM,
OnoaHanoroBblii  (OMONOJOOHBIN) JIEKAPCTBEHHBIM Mpenapar, INPEeACTaBIseMOll Ha ToOCyJapCTBEHHYIO
peructpanuio, coriacHo npuroxeHuo N 5.

10. Ilpu rocymapCcTBEHHOW pPETHCTpAIlMU TIpeaelibHAs OTIYCKHAs II€Ha Ha BOCIPOW3BEICHHBIH,
OMOaHAIOTOBBIN (OMOITOMOOHBIN) JIEKAPCTBEHHBIN Tpenapar I BCEX MPOU3BOAUTENICH TOCYAapCTB - WICHOB
EBpazuiickoro 5»KOHOMUYECKOI'O COK3a B paMKaX PErucTPalMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOI'O
mpemnapara ¢ yuyeroMm TpeboBaHuid MyHKTa 27 TIpaBui He MOXKET MPEBHIIATh YPOBEHh MHUHUMAILHON W3 IICH,
PAcCYMTAHHBIX C yU4eTOM TpeOoBaHuit MYHKTOB 3, 4 u 9 HacTosIIeH METOTUKH.

IIpn rocynapcTBEHHON perucTpaluM TpefeiabHas OTIyCKHas II€Ha Ha BOCIPOM3BEICHHBIM,
OnoaHanorosblii (OMOMOJOOHBIN) JIEKApCTBEHHBIN MpenapaT A BCEX WHOCTPAHHBIX MPOU3BOIUTENEH, B TOM
Yucie OCYUISCTBIAIONIMX WM IUIAHUPYIOIIMX OCYLIECTBIATh MEPBUYHYIO W (MJIM) BTOPUYHYIO YMAaKOBKY
JIEKapCTBEHHOro npenapara B Poccuiickoii ®enepanyy, B paMKax PErHCTPAMOHHOIO YIOCTOBEPEHUS
JIGKapCTBEHHOT0 Tpenapara ¢ yderoM TpeboBaHuit MyHKTa 27 IlpaBui He MOXKET NPEBBINIATH YPOBEHb
MHUHAMAJILHOH W3 LI€H, PACCUUTAHHBIX C YIeTOM TpeboBaHui NMyHKTOB 3, 4 u 9 HacTosIIeil METOAHUKH.

11. Ilpm rocynapcTBEHHOW pErHCTpalliy MPEAeIbHOM OTHYCKHOM IIeHBl TPOM3BOAWTENS Ha
BOCIPOM3BEACHHBIN, Or0aHamoroBelii (OMOMOMOOHBIN) JEeKapCTBEHHBIH NpemapaT B Cllydae, €Clid B paMKax
MEXIyHApOIHOTO HEMAaTeHTOBAHHOTO HAaWMEHOBAaHWS W JIEKapCTBEHHOH (HOpPMBI HE 3aperucTpUpOBaHA
IpenenbHas OTIyCKHAas IleHa Ha COOTBETCTBYIONIIMH pe(epeHTHBI JeKapCTBEHHBIH TMpemapaT W He
3apETHCTPUPOBAHEI NPENEIbHBIE OTIYCKHBIE IIEHBI MTPOU3BOAMTENEH Ha BOCIPOU3BEICHHBIE, OMOaHAIOTOBBIC
(bnomono0HBIE) EKapCTBEHHBIE TIPETaparthl, pacueT MeHbl ocyiecTBisercs denepanbHOll aHTUMOHOTIOTBHON
CiIy>)k00H Ha OCHOBaHMM MHHHMAJIBHOM OTIYCKHOW LEHBI mHpowu3BoauTens (0e3 ydeTa MpOU3BOJACTBEHHBIX
IUTOINAA0K, C yYETOM PacxXolOB MO yIJIaTe TaMOXXEHHBIX COOpPOB 3a COBEPLICHHE TaMOXKEHHBIX OIepauui,
CBSI3aHHBIX C BBITYCKOM TOBapoOB) Ha COOTBETCTBYIOIIMH peQepeHTHBIH JeKapCTBEHHBIH MpenapaT B
MHOCTPAaHHBIX TOCYAApCTBaX, yKa3aHHbIX B MNpunoxeHur N 3 k Hacrosiieil MeToIWKe, U B CTpaHe
NPOU3BOAMTENSI C TPUMEHEHHEM ITOHIKAIOIMIETO KOX(QQHIMEHTa, 3HAYCHHS KOTOPOTO OIpPENeNsioTcS B
COOTBETCTBHHU C HACTOSIIIUM Pa3IEIoM.

Ecnu B ciydae, ykazanHoM B ab3aLle NepBOM HACTOSIIETO MyHKTA, OTIYCKHBIC IIEHBI IIPOU3BOIUTEIS
Ha COOTBETCTBYIOIIMI ped)epeHTHBIN JIEKAPCTBEHHBIN MpernapaT B HHOCTPAHHBIX TOCYAApCTBaX, YKa3aHHBIX B
npunoxeHun N 3 Kk HacTosIed METOIUKE, W B CTpaHe MPOU3BOJUTENST OTCYTCTBYIOT, MpeuiaraeMmas K
TOCYy/IapCTBEHHOM pETUCTpaliil TpeaeibHas OTIyCKHAas IIeHa Ha BOCIPOW3BENCHHBIN, OHMOaHAIOTOBBIH
(6nomon00HBIN) JIeKapCTBEHHBIN TpenapaT HE MOXET MPEBHINIaTh MaKCUMAIbHYIO0 U3 3aperHCTPUPOBAHHBIX
MIpeIeNbHBIX OTITYCKHBIX IIEH HA DKBUBAJICHTHYIO JIEKAPCTBEHHYIO ()OPMY JIEKapPCTBEHHOTO IIperapara B paMKax
JAHHOTO MEXAyHapOJHOI0 HEMAaTeHTOBAHHOTO HAaMMEHOBAHUS, COJEpXkAILerocs B [EepPeYyHe >KU3HEHHO
HEOOXOMUMBIX M BKHEHIIMX JICKApCTBEHHBIX MpPENapaToB Ui MEIUIMHCKOTO NPUMEHEHHS, B TOM YHCIE
WCKIIIOYEHHBIX M3 TOCYJapCTBEHHOTO peecTpa NpPENeNbHBIX OTIYCKHBIX II€H NpOM3BOIUTENEH Ha
JIeKapCTBEHHbIE MPEnapaThl, BKIIOYCHHBIE B TIEpeUeHb KU3HEHHO HEOOXOJUMbIX M BaXKHEUIINX JIEKAPCTBEHHBIX
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MpenapaToB sl MEAUIIUHCKOTO IPUMEHEHNSI.
12. Jlepkatenb WIH BJIQAENEl] PETHUCTPAIMOHHOTO YAOCTOBEpEHHS (YIOTHOMOYCHHOE WM JIUIIO)
BOCITPOM3BEIICHHOTO, OMOAaHAIOTOBOTO (OMOMOMOOHOTO) JIGKAPCTBEHHOTO TIpermapara B Clydae, €ClH
mpenenbHas  OTIyCKHAas Il€HAa Ha  COOTBETCTBYIOIIMH  pedepeHTHBId  JIEKAPCTBEHHBIH  Ipermapar
3apETHCTPUPOBAHA, TPEACTABISIET IS TOCYAapCTBEHHON PETHUCTpPAIlUH IPENeNbHYI0 OTIYCKHYIO IIeHy Ha
JIeKapCTBEHHBIN TIpeTapar, He MPEBIIIAIINTY0 IEHY (an) (py©meii), paccuntaHHyto 1o hopMmyIie:

100K,
iy =Tpeq 100 K, xKy
raec:
L[petj) - 3apCruCTpupoBaHHAad Ha JAaTy I[IOAa4YM 3adBJICHUA O T OcyﬂapCTBeHHOfI peructpanuun

MpeNeNbHON  OTIIYCKHOW IIEHBI Jep)KaTeleM WU  BIaJeiblleM pPErHCTPAllHOHHOTO  YAOCTOBEPEHHS
BOCIIPOM3BEICHHOTO, OMOaHAIOTOBOr0 (OMOIOIOOHOT0) JEKAapCTBEHHOTO MpernapaTa (WIH YHOTHOMOYEHHBIM
UM JIMLOM) IpefenbHas OTIYCKHas IIeHa 3a BTOPUYHYIO (HOTPEOUTENBCKYI0) YHAaKOBKY pedepeHTHOTO
JIEKapCTBEHHOTO Ipenapara;

K - moHmxaroummii K03 PuUIIMEeHT, 3HAaYeHHsT KOTOPOTO MpPH TOCYAAPCTBEHHOH pEerucTpanuu

Npe/IeNIbHOM OTITYCKHOM IIeHBI Ha JIEKapCTBEHHBIH Mpenapar OnpeIesioTCs B COOTBETCTBHU C MyHKTaMU 14 u
15 Hacrosmiel METOIUKH (TIPOLICHTOB), C OKPYTJIICHUEM JI0 COTBIX.

B cnyyae ecnu 3apermctpupoBaHHasi IpeienbHas OTIMYCKHAS [IeHa Ha pedepeHTHBIN JeKapcTBEHHbIH
npernapar CHIKEHa B COOTBETCTBUH C [MYHKTOM 471 TlpaBun HmKe 3aperMCTPUPOBAHHOW MpeeIbHON
OTITYCKHOW IIEHBl Ha BOCIPOW3BEACHHBINA, OMOAHANOTOBHI (OMOMOJOOHBIN) JIEKapCTBEHHBIN Mpenapar, Mpu
pacuere IpeenbHBIX OTITYCKHBIX IIEH MPOM3BOAMUTENEH Ha MOCIEAYIONINE BOCIIPON3BEICHHbIE, OM0aHATOTOBbIE
(buomno00HkIE) JIEKapCTBEHHBIE TIPenapaThl MOHWKAONIHNA KO UIIMEHT MPUHUMACTCS PABHBIM HYIIIO;

KH - k03¢ (UIHEHT TepecdyeTra MO3UPOBKH (KOHIICHTpAITMH, aKTHBHOCTH B CIWHHIAX JICHCTBUA),

ONpPEACNISIEMbI KaK COOTHOILIEHHE MEXAY KOJIMYECTBOM EIWHUIl JEUCTBYIOUIEIO BEIIECTBA B JO3UPOBKE
(KOHIIEHTpallMU, aKTUBHOCTH B €IMHHUIAX AECWCTBHUSA) BOCHPOM3BEICHHOTO, OMOAHAIOTOBOro (6MOMOJ00HOTO)
JIEKapCTBEHHOTO TIperapara M KOJIWYEeCTBOM €AMHHI ACHCTBYIOUIETO BEIIECTBA B JO3WPOBKE (KOHICHTpALNH,
aKTHBHOCTH B €MHMIIAX JIEHCTBHSA) pe()epeHTHOTO JIEKapCTBEHHOTO IpeTapaTa;

K 0 koadumerT nepecdera (HacoBKH, OMpeAeNsieMbIi KaK COOTHOIIEHHE MEXIY KOJINYEeCTBOM

JIEKapCTBEHHOTO  TMpemapara BO  BTOPHYHOM  (MOTPEOUTEIHCKON)  YIAKOBKE  BOCIPOHU3BEIACHHOTO,
O0moaHamoroBoro (OMOMOMOOHOTO) JIEKAPCTBEHHOTO Tpenapara U KOJIMIeCTBOM JICKaPCTBEHHOTO Ipernapara Bo
BTOPUYHOH (TIOTPEOUTETHCKON) YITaKOBKE pepepeHTHOTO JIEKapCTBEHHOTO MperapaTa.

13. IlpenenbHast OTHyCKHas IleHa 3a BTOPUYHYIO (TIOTPEOMTENBCKYIO) VIAKOBKY peepeHTHOTO
JIEKapCTBEHHOTO TIperiapara OIpenesieTcs Kak MUHHMallbHas 3aperdnCTPUpPOBAHHAS TpEJeNbHAs OTITYyCKHAS
IieHa Ha pedepeHTHBIN JIEKapCTBEHHBIN MpenapaTr ¢ TaKOH ke O3UPOBKOH (KOHIIEHTpaIUel, aKTHBHOCTHIO B
€JIMHULIAX ISHCTBUS) U TAKUM K& KOJIMYECTBOM JICKAPCTBEHHOTO TIperapara BO BTOPUYHOH (IIOTPEOUTETHCKOM)
YIaKOBKE, YTO U 3asBJISIEMBIN BOCIIPOU3BE/ICHHBIN, OMOaHAIOTOBBIH (OMOTIOJOOHBIN) JIEKAPCTBEHHBIIH MTpenapar,
C Y4eTOM CIIy4aeB, MPeIyCMOTPEHHBIX MYHKTOM 28 TpaBui.

B ciydae ecnu He 3aperuCTpUpPOBaHbI MpeJeNIbHbIE OTIYCKHBIE IICHBI HA pe(epEHTHBIN JIeKapCTBEHHBIH
mpernapar ¢ TaKuM K€ KOJMYECTBOM JIEKAPCTBEHHOTO Iperapara BO BTOPUYHOM (IOTPEeOUTENBCKOI) yITakoBKe,
YTO W 3asBIISIEMBIN BOCTIPOM3BEICHHBIN, OMOaHATOTOBBINA (OMOMIOAO0HBIN) JIEKapCTBEHHBIN Mpernapar, [eHa Ha
BOCITPOM3BECHHBIN, OM0AHAIOTOBLIH (OMOII0I00HBIH) JIEKapCTBEHHBIN MpEnapaT OMpeaesaeTcs Kak CTOMMOCTh
OITHOM JIeKapcTBEHHOW (popMbl pedepeHTHOro JIEKapCTBEHHOTO TIpernapaTa, YMHOXEHHas Ha KOJWYECTBO
JIEKapCTBEHHOTO IIperapara BO BTOPUYHOW (MOTPEOUTENBCKON) YIaKOBKE 3asBISIEMOTO BOCIPOHM3BEACHHOTO,
OunoaHanoroBoro (OMOMOAOOHOT0) JIEKAPCTBEHHOTO Tperapara, Mpu 3ToM KO3(QQUIMEHT mepecueTa (hpacoBKU
COOTBETCTBEHHO PaBEH €IUHHUIIE.

CTOMMOCTH OJTHOH JIEKAPCTBEHHOH (OpMBI peepeHTHOTO JIEKAPCTBEHHOTO TpenapaTa pacCUUTHIBACTCS
HCXOJs U3 CPeaHEero apu(METHYECKOTO 3HAYCHHUS 3apErMCTPUPOBAHHBIX IIEH Ha OKalIHMe M0 3HAYCHUIO
Koln4ecTBa pedepeHTHOro JIEKapCTBEHHOTO IIpernapara BO BTOPHYHOH (MOTpEOUTENBCKOH) YIAKOBKE, B
OTHOUICHWH JIEKAPCTBEHHBIX IIPEMapaToB B JKUAKHX JIEKAPCTBEHHBIX (OPMax pacueT CTOMMOCTH OIHOM
JeKapCcTBeHHOH  (opMBI  OCYHIECTBISCTCS ~ UCXOAS W3  CpPElHEro  apu(METHYEeCKOro  3HAYCHHUS
3apCTUCTPUPOBAHHBIX II€CH Ha OnMrKalIIMe M0 3HAYEHUIO KOJIMYECTBA JICKApCTBCHHOT'O IIpCIriapaTa B HepBH‘IHOfI
yITaKOBKeE.

B cnydae ecniu He 3aperucTpUpOBaHbBI IPEeNbHBIE OTITYCKHBIE IEHBI HA Pe(PEepEHTHBIH JIeKapCTBEHHBIH
TIpemnapar ¢ TaKOH ke TO3UPOBKOW (KOHIIEHTPAIMEH, aKTUBHOCTHIO B SAMHUIIAX JEHCTBHS), UTO M 3asBIISICMBINA
BOCITPOHM3BEICHHBIN, OM0aHAIOTOBEII (OMOTIOMOOHBIN) JIeKaPCTBEHHBIN Mperapar, IeHa Ha BOCIIPON3BEICHHBIH,
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OnoaHaNoroBbIil  (OMOMOAOOHBIN) JIEKAPCTBEHHBIM Mpenapar ONpEAeNseTcsl KaK CTOMMOCTh — €IUHHUIIBI
JIEHCTBYIONIETO BemecTBa pe(epeHTHOro JIEKapCTBEHHOTO Tpenapara, YMHOKEHHas Ha KOJHMYECTBO €IUHHII
NEHCTBYIOMIETO  BEIISCTBA  3asBIIEMOTO  BOCIPOWM3BEIECHHOTO,  OMOaHAIoroBoro  (OWOIMOJIOOHOTO)
JIEKapCTBEHHOTI'0 Ipernapara, Ipy 3ToM K03()(GUIIMEHT nepecyera JO3UPOBKH COOTBETCTBEHHO PaBEH €AMHUILIE.

CrouMOCTh €AMHHUIIBI JEHCTBYIOLIETO BeIlecTBa peepeHTHOro JIEKAPCTBEHHOIO Ipernapara
paccUUTHIBACTCS UCXOIS M3 CPEIHEro apu(pMETHYECKOro 3HAUEHHs 3aperuCTPUPOBAHHBIX LIEH Ha Oyvpkaiiine
10 3HAYCHMIO TO3MPOBKH (KOHIEHTPALMH, aKTUBHOCTH B €AMHHULAX ACHCTBUS) PeEePEHTHOTO JIEKapCTBEHHOTO
npenapara.

14. Tlpu pacuere TpeCIbHOW OTHYCKHOH IICHBI Ha BOCIPOU3BEICHHBIA, OHOAHAIOTOBBIN
(Ouomon00HbIN) IeKapPCTBEHHBIN Nperapar:

a) B Cly4yae ecly Ha JaTy mHojadyd B MMHHCTEpCTBO 37paBooxpaHeHus Poccuiickoil denepauuu
3asBJIEHUSI O TOCYNApCTBEHHOW pErucTpaluy NpeAeabHONH OTMYCKHOM IEeHBI NMPOW3BOJUTENS TOCyNapcTBa -
wieHa EBpa3suiickoro 5KOHOMHYECKOTO COI03a Ha JIEKApCTBEHHBIN MpemapaT He 3aperncTprUpOBaHa MpeneIbHas
OTIyCKHAsI IIeHa Ha BOCIPOW3BENCHHBIA, OWOAaHATIOTOBBIN (OMOMOJOOHBINA) JIEKAPCTBEHHBIA TMpenapar
MIPOU3BOAUTENS. TOCYJapcTBa - 4ieHa EBpasuilcCKOro JKOHOMHYECKOTO COH03a, OTHECEHHBIH K OJHOMY
MEXIYHapOIHOMY HENAaTEHTOBAaHHOMY HAWMEHOBAHMIO B TaKOW e JIEKapCTBEHHOH ¢opme (B TOM duUCIE C
y4eToM HMH(GOpPMaLuU O B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX Ipemnaparax Il MEJULIHUHCKOI'O IPUMEHEHHS),
YTO W 3asBISIEMBI BOCIPOM3BEACHHBIN, OnoaHaNOroBbli (OMOMOJOOHBIN) JIEKApCTBEHHBIH Ipenapar,
MOHMKAIOUHMKA KO3()(UIMEHT onpeaensercs: Mo oAHOW U3 (OpMyJ pacueTa MOHMKAIIMX KO3((UIHNEHTOB,
MIPUMEHAEMBIX IPU pacyeTe IMpelenbHON OTIYCKHOM IIEHbI NMPOM3BOIUTENS Ha NEPBBIM BOCIPOU3BEACHHBIM,
OnoaHanoroBblii (OMOMONOOHBIN) JEKapCTBEHHBIN MpenapaT, a TakKe BOCIPOHM3BENEHHBIH, OMOaHAIOTOBBIH
(buomnono0HEI) opdaHHBIN JeKapCTBEHHBII Mpenapar, MPeICcTaBIsIeMO Ha TOCYAapCTBEHHYIO PErHCTPALHIO,
cormacuo rnpunoxeHuio N 6;

0) B ciydae ecny Ha Jary mojaudn B MUHHCTEPCTBO 31paBooxpaHeHus Poccuiickoii Deneparmn
3asiBIIGHUSI O TOCYIApCTBEHHON PETHUCTpPAIH TNPEAETbHOW OTIYCKHOM IIEHBI JIGKAPCTBEHHOTO IIperapara
MHOCTPAaHHOTO TMPOM3BOACTBA, B TOM UHWCIE TEpBHYHAsI © (WIM) BTOPHYHAS VYIAKOBKAa KOTOPOTO
OCYILECTBIISIETCS] WIX NEPBUYHYI U (WINM) BTOPUYHYIO YIAKOBKY KOTOPOrO IUIAaHUPYETCA OCYLIECTBIIATH B
Poccuiickoit ®denepanuu, HE 3aperucTpUpOBaHA IMpEAEibHAs OTIYCKHAs LIEHa Ha BOCIPOU3BEICHHBIM,
OnoaHanoroBblii (O0MONMOAOOHBIN) JIEKAaPCTBEHHBIM Ipenapar, OTHECEHHBIH K OJHOMY MEXIYHapOIHOMY
HENaTeHTOBAaHHOMY HAaUMEHOBAHMIO B TAKOW € JIEKapCTBEHHOH (opMe (B TOM YHUCIIE C Y4eTOM HH(POPMAIIH O
B3aMMO3aMEHICMbIX JICKAPCTBEHHBIX Ipernaparax Uil MEJULIUHCKOrO IPHUMEHEHHUS), YTO U 3asBISeMbIH
BOCTIPOM3BEACHHBIN, OM0aHaI0rOBBIN (OMOMIOJO0HBIH) JIEKapCTBEHHBIH Mpenapar, NOHWKAIOMNN K03 QUIIMEHT
OIIpe/IeNsieTCsl B COOTBETCTBHU ¢ NPuroxeHnem N 6 k HacTosIei MEeTOIUKE;

B) B cllyyae €ClIM Ha JAaTy mojaud B MUHHCTEpCTBO 3apaBooxpaHeHus Poccuiickoit Penepanmn
3asIBJIGHUSI O T'OCYNApCTBEHHOW perucTpanuy NpeaeabHOH OTMYCKHOM IeHBI NMPOW3BOJUTENS TOCynapcTBa -
wieHa EBpa3uifickoro SKOHOMHYECKOrO COI03a Ha JIEKapCTBEHHBIN Mpernapar 3aperucTpupoBaHa INpeneibHas
OTIyCKHAsI II€Ha Ha BOCIPOW3BENCHHBIA, OMOAHAJIOTOBBIM (OMOMOJOOHBINA) JIEKAPCTBEHHBIA Mpenapar
MIPOM3BOAMTENS TOCyJapcTBa - uieHa EBpa3uilcKoro 3KOHOMHYECKOTO COI03a, OTHECEHHBIH K OJHOMY
MEXIYHapOIHOMY HEIaTeHTOBAaHHOMY HAWMEHOBAaHMIO B TaKOW e JIEKapCTBEHHOH ¢opme (B TOM duCIE C
ydeToM MH(pOpMaLuU O B3aMMO3aMEHSAEMbIX JIEKAPCTBEHHBIX Ipernaparax Il MEJULIHUHCKOI'O INPUMEHEHHS),
YTO W 3asBISIEMBI BOCIIPOM3BEACHHBIN, OnoaHaNOroBbli (OMONMOJOOHBIN) JIEKApCTBEHHBIH Ipenapar,
MOHMKAOIMKA KO03()(UIMEHT ompeaensercs: Mo oAHOW U3 (OpMyJ pacueTa MOHMKAIMX K03((HUINEHTOB,
NPUMEHAEMBIX IIPU pacyeTe MPEJebHOM OTIYCKHOM IL€Hbl IPOU3BOAMUTENS HAa BOCHPOM3BEACHHBIMH,
OnoaHanoroBblii  (OMOMOJOOHBIN) JIEKapCTBEHHBIM Mpemapar, NPEeACTaBIseMOll Ha ToOCyJapCTBEHHYIO
perucTpanuio, cornacHo npunoxexno N 7;

r) B ClIy4ae ecind Ha jJaTy nojaud B MunMcTepcTBO 31paBooxpaHeHus Poccuiickoit ®exneparuu
3asBJIGHUSI O TOCYJApCTBEHHOM pPETHUCTpAlMi NpeAeSbHOW OTIYCKHOM IIeHbI JIEKApCTBEHHOI'O Iperapara
WHOCTPAaHHOTO TPOM3BOJACTBA, B TOM 4YHCIE TME€pBUYHAs W (WIM) BTOpPUYHAs YMaKOBKa KOTOPOTO
OCYIIECTBJISIETCA WM TEPBUYHYIO0 M (WJIM) BTOPUYHYIO YIAKOBKY KOTOPOTO IUIAHUPYETCS OCYIIECTBIATH B
Poccuiickoii  @enepanuu, 3aperucTpupoBaHa TIpejelibHasi OTIYCKHasg I[I€Ha Ha BOCIPOM3BEJEHHBIN,
O0MOaHaIOTOBBIN (OMOTIOMOOHBIN) JIEKAPCTBEHHBIM IIpemapar, OTHECEHHBIH K OTHOMY MEXKIyHApOIHOMY
HENaTeHTOBAaHHOMY HAaUMEHOBAHMIO B TAKOH K€ JIEKapCTBEHHOH (opMe (B TOM YHUCIIE C Y4ETOM HH()OPMAIIH O
B3aMMO3aMEHIEMbIX JICKAPCTBEHHBIX Ipernaparax Uil MEJULUHCKOTO IPUMEHEHHUS), YTO U 3asBIISeMBbIH
BOCIIPOM3BEICHHBIN, OMOaHAIOTOBBIN (OMOTIOA00HBIN) IEKaPCTBEHHBIN Mperapar, MOHMKAIOIIHNA KO PUITHEHT
OIIpe/IeNIsIeTCS B COOTBETCTBHU C NPUroxeHrem N 7 k HacTosIIeil MEeTOIUKE;

1) B cIy4asX, NpU KOTOPBIX B paMKax MEXIYHapOAHOIO HEMaTEeHTOBAaHHOIO HAaWMEHOBAHUSA H
JeKapCcTBeHHOH (OpMBI Ha peQepeHTHBIA JIeKapCTBEHHBI Mpemnapar 3aperdHCTPUpOBaHBl  Pa3IHYHbBIE
npelenbHble OTIYCKHBIE LEHBI, NPUMEHSETCS cpeaHee apu(MeTHYecKoe 3HAuYeHHE IOHIKAIOIIETO
k03 dunreHTa, pacCuUTaHHOE Ha OCHOBAaHHMU 3apETHCTPUPOBAHHBIX NpEAETbHBIX OTIYCKHBIX IIeH Ha
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pedepeHTHBIH JIEKAPCTBEHHBIM IMpenapar, 3a HCKIIUYECHHUEM CIIy4aeB, IMPUH KOTOPBIX IMOHMIKAIOIIHIMA
KO3 UIMEHT paBeH HYITIO.

15. B oTHOIIEHHH BOCIIPOU3BEICHHOTO, OM0aHAIOTOBOTO (OMOITOA00HOT0) OphaHHOTO JICKAPCTBEHHOTO
mpernapaTa MOHMKAOMIA KOIQQHUIMEHT ONMpeleisieTcs B COOTBETCTBUH ¢ rNpunoxeHneMm N 6 k Hacrosmei
METOJTUKE /ISl BOCIIPOM3BEIEHHOT'0, OM0aHaIoroBoro (0nomogo6HoTr0) opaHHOTO JTEKapCTBEHHOTO TMperapara.

16. B ciyw4ae OTCyTCTBHS B paMKaX MEXKAYHapOJHOTO HEMaTeHTOBAHHOTO HAaWMEHOBAaHUSA U
JeKapcTBeHHOW (popMBI pehepeHTHOTO JIEKAPCTBEHHOTO Tperapara WA B cliydae, eciu mpeaeibHasi OTIIyCKHAS
IeHa Ha pe]epeHTHBI JIEKapCTBEHHBIM TNpenapaT He 3aperucTpUpOBaHa, JAep)KaTenb WKW BlaJeiell
PETUCTPALIMOHHOTO YAOCTOBEpeHHs (YIOJHOMOYEHHOE MM JIMIO) BOCIPOU3BEAEHHOTO, OHOaHAIOTOBOTO
(buomomo0HOr0) JEeKapCTBEHHOTO Ipenapara MpeAcTaBiseT A roCyIapCTBEHHOW PETUCTPALUK MPeNebHYIO
OTIYCKHYIO IICHY Ha JICKapCTBECHHBIN Mpenapar, He MPEBBIIIAOIIYIO IIEHY (L[an) (py©seii), paccUUTaHHYO IO

hopmye:

100K,
HHPMZHMX —100 qu)Mx K. >
rae:
HM - MaKCuMaJibHas SapeFI/ICTpI/III)OBaHHaSI Hpez[eanaﬂ OTHyCKHaH IeHa 3a BTOpI/IT-IHYIO

(MOTPEeOUTENBCKYI0) YIIAKOBKY JIGKAPCTBEHHOI'O Iperapara, KOTOPBIH COBIAJAET [0 MEXIyHApOIHOMY
HCMMaTCHTOBAHHOMY HAMMCHOBAHUIO U HeKapCTBeHHOfI q)opMe C BOCHPOU3BCIACHHBIM, OMOaHaJIOTOBLIM
(6nomoI00HBIM) JIEKAPCTBEHHBIM TPENapaToM, B OTHOIIEHHH KOTOPOTO IUIAHHPYETCS K TOCYNapCTBEHHOM
perucTpanvu TpeeibHas OTIYCKHAsl IIeHa, ONpeNelieHHas B COOTBETCTBHH ¢ MMYHKTOM 17 HacTosei
METOAMKH (pyOneit);

KHM - TOHMXArMUKA Kod((UIIMEHT, 3HAYEHUS KOTOPOTO TIPU TOCYAapCTBEHHOM pErHCTpaliu

IPe/IeIbHOM OTIYCKHOM IIEHBI Ha JICKAPCTBEHHBIN IMpEMapaT ONpPEeISIOTCS B COOTBETCTBUH C MyHKTOM 18
HACTOSAIIEH METOUKH (TTPOIIEHTOB), C OKPYTIIEHHEM JI0 COTHIX.

B cimyyae ecnmum B paMKax MEXIyHapOJHOTO HENATEHTOBAHHOTO HAaMMEHOBAHUS M JIEKApPCTBEHHOM
(GopMBI TIpenenbHas OTIyCKHas IIeHa Ha pe)epeHTHBIH JICKApCTBEHHBIH NperapaT He 3aperHCTPHpOBaHa U
3aperucTpupoBaHa MpejAeNbHas OTIYCKHas IIeHa MPOW3BOJMTENS Ha BOCIPOU3BEICHHBIN, OMOAHAIOTOBBIN
(OromooOHBI) JTeKapCTBEHHBIH TpernapaT ¢ yderoM TpeboBaHuWil MyHKTa 11 Hacrosmieil METOIWKH, MpU
pacuere MpeleNbHBIX OTIYCKHBIX IEH MPOU3BOJIUTEICH Ha BTOPHIE M IOCIENYIOLINE BOCIPOU3BEICHHBIC,
Ouoananorosbie (OMOMONOOHBIE) JIEKAPCTBEHHBIE MpeNapaThl MOHWKAIOMMKA KOI(Q(GUIHMEHT NPUHHUMAETCS
PaBHBIM HYJIIO.

B cnywae pacdera mnpenenbHOW OTIMYCKHOM IIGHBI Ha JIGKAPCTBEHHBIM Tpemapar, B paMKax
PETHCTPAlMOHHOTO YAOCTOBEPEHHsI KOTOPOTO 3apernCTpUpOBaHHAs LIEHA ONpe/ielieHa KaKk MaKCUMasbHasl IIeHa
B COOTBETCTBUU ¢ MYHKTOM 17 Hacrosmieli METONUKH, MOHWKAIONMNA KOI(QOUIIMEHT MPHUHUMAETCS PaBHBIM
HYJTIO.

B ciywae ecnm B paMKax MEXIyHapOJHOTO HETATEHTOBAHHOTO HAaMMEHOBAHUS M JIEKApPCTBEHHOM
GopMBI TIpemenbHas OTIMYCKHAas IIeHa Ha pedepeHTHbI OpQaHHBI JIEKApCTBEHHBIH TIperapaTr He
3aperucTpUpOBaHA U 3apETHCTPUPOBAHA IpeeNIbHAsL OTITyCKHAs [IEHA ITPOM3BOIUTEINS Ha BOCIIPOM3BEICHHBIH,
OnoaHaIoroBbIi (0MOMOI00HKIN) OpdaHHBIN JEKapCTBEHHBIN NpenapaT, PH pacyeTe NpeIeNIbHBIX OTIYCKHBIX
LEH TMPOM3BOIUTENCH Ha BTOpblE W IOCJIEAYIOIIME BOCHPOM3BEICHHBIE, OHOAaHANIOroBble (OMOMOAOOHEBIE)
opdaHHBbIE JIEKAPCTBEHHBIE NIPenaparhbl MOHWKAOMHNA K03 (OUIMEHT MPUHUMAETCSI PaBHBIM HYIIIO;

K@ - COOTHOHICHUEC MCKIAY KOJHUYCCTBOM JICKAPCTBCHHOT'O IMperapara BO BTOpH‘lHOﬁ
M

(moTpeOnTENLCKON) YHAaKOBKE BOCIPOU3BEACHHOro, OHOaHAIOroBoro (O6MOMomo00HOr0) JIEKApCTBEHHOTO
mpemnapara, B OTHOIIEHHH KOTOPOIO IUIAaHUPYETCS K TOCYJapCTBEHHOM PerucTpaluy NpeaeibHas OTIYCKHas
LeHa, M KOJIMYECTBOM JICKAPCTBEHHOI'O TIpermapara BO BTOPUYHOW (TMOTPEOUTENHCKOH)  YIAKOBKE
JIEKapCTBEHHOTO Ipernapara, [ieHa Ha KOTOPBIH 3aperucTpUpOBaHa U KOTOPBIH COBMAJaeT MO MEXIyHAPOIHOMY
HEMaTeHTOBAHHOMY HAWMEHOBAaHUIO M JICKAPCTBEHHOW (OpMe C BOCHPOM3BEICHHBIM, OWOAaHAIIOTOBBIM
(buomo00HBIM) JIEKApCTBEHHBIM TpPENapaToM, B OTHOIIEHHH KOTOPOTO IUIAHUPYETCS K TOCyNapCTBEHHOM
perucTpanuu npeelibHas OTITyCKHas 1IeHa;
KHM - COOTHOLICHHE MEXIYy KOJIMYECTBOM COWHUIl JCHCTBYIOIIETO BEIIECTBA B JO3HPOBKE

(KOHIIEHTpALlMU, aKTUBHOCTH B €IMHHUIAX AECWCTBHUSA) BOCHPOM3BEICHHOTO, OMOAaHAIOrOBOro (6MOmoa00HOT0)
JICKapCTBEHHOTO TMperapara, B OTHOIICHHMH KOTOPOTO TUIAHHPYETCS K TOCYAapCTBEHHOM perucTpauu
IpesieNibHas OTITYCKHAs [I€HA, M KOJMYECTBOM EMHUII IeHCTBYIOIIETO BEIIECTBA B JJO3UPOBKE (KOHIICHTPALIUH,
aKTHBHOCTH B EIMHHIAX JCHCTBHSA) JICKApCTBEHHOTO Mperapara, I[eHa Ha KOTOPBIN 3aperdcTpUpOBaHa U
KOTOPBIIl COBMAAaeT IO MEXIYyHapOIHOMY HENAaTeHTOBAHHOMY HAaMMEHOBAHMIO M JIEKApCTBEHHOH (opme c
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BOCITPOM3BEICHHBIM, OMOaHAJIOTOBBIM (OHMOMOO0HBIM) JIEKAPCTBEHHBIM MPENapaToM, B OTHOIIEHHHA KOTOPOTO
IJTAHUPYETCS K TOCYAapCTBEHHOMN pPEerucTpanny IpeenbHas OTIyCKHas [eHa.

17. MakcumanpHas IIeHA OMpeNeIsIeTCs] Kak —3apeTUCTpHpOBaHHas  (TIepeperuCcTPUPOBAHHAS)
IpenenbHas OTIYCKHAs IIeHa 3a BTOPUYHYIO (IOTPEOMTENIbCKYIO) YNAKOBKY JIEKapCTBEHHOI'O Iperapara,
OTHECEHHOTO K OJHOMY MEXIYyHapOJHOMY HENAaTCHTOBAHHOMY HAaWMEHOBAHHIO C  3asBISIEMBIM
BOCIIPOM3BEICHHBIM, OHOAHAJOrOBBIM (OHMOMONOOHBIM) JICKAPCTBEHHBIM MpENapaToM B TakKUX Ke
JeKapcTBeHHOH ¢opMe (B TOM 4YHCIE € Yy4YeToM HHGOPMalLUM O B3aUMO3aMEHSEMBIX JIEKapCTBEHHBIX
npenapaTax Uil MEIUIMHCKOTO TPUMEHEHHs) M JO3MpOBKE (KOHIIEHTpAlW{, AKTUBHOCTH B EIWHHIAX
JICHCTBHSA), C MAKCUMAJIBHON CTOMMOCTBIO OJTHOM JICKAPCTBEHHOM (POPMBEI.

B caywae ecnu 3apeructpupoBaHa (TepeperucTpUpOBaHa) NpeAebHas OTIMYCKHAs IICHA Ha TaKOW
JIeKapCTBEHHBIN Mpenapar, KOTOPBI COBMANAET 10 KOJINYECTBY BO BTOPHUYHOH (TIOTPEOUTENBCKON) YIIAKOBKE C
3asIBJISEMbIM  BOCIIPOU3BEICHHBIM, OHOAHAJIOTOBBIM  (OMOIMOMOOHBIM)  JIEKAPCTBEHHBIM  IIPENapaToM,
MaKCHMaJlbHas [IeHa OTIpeesieTcs KaK MOCIeIHss 3aperuCTPUPOBaHHas (lepeperucTpupoBaHHast) MpeeIbHas
OTIyCKHas IIeHa Ha TaKOM JIeKapCTBEHHbIN Ipernapar.

B caywae ecnn Ha Takoil JIEKapCTBEHHBIM IpemapaT B paMKaxX PETUCTPAMOHHOTO YAOCTOBEPEHHS
JIEKapCTBEHHOTO TIpenapara He 3aperHCTPUPOBAHBI MIPENCIBHBIE OTIIYCKHBIE LIEHBI C TAKHM K€ KOJIMYECTBOM
JICKapCTBEHHOTO Tpermapara BO BTOPUYHOM  (MIOTPEOMTENBCKOI) yNakoBKE, 4YTO M 3asBISEMbIH
BOCIIPOM3BEICHHBIN, OHOaHANOroBeI (OMOMOAOOHBIN) JIEKAPCTBEHHBIM Ipemnapar, MaKCHMalbHas IeHa
OTIpeaeNsieTCsl Kak CTOMMOCTh OJHOM JISKapCTBEHHOW (HOPMBI TAKOT'O JIEKAPCTBEHHOTO Mpenapara, yMHOKEHHAsT
Ha KOJHMYECTBO JIEKAPCTBEHHOI'O Ipernapara BO BTOPHUYHOM (ITOTPEOMTENBCKOM) YIAKOBKE 3asBISEMOTO
BOCTIPOM3BEACHHOT0, OM0aHaJI0roBoro (0MONoA0OHOr0) JIEKapCTBEHHOTO Mpenapara, Mpu 3TOM K03 (UIHeHT,
yKa3aHHbIH B ab3aLe 4eBATOM MyHKTa 16 HacTosIIeH METOMKH, COOTBETCTBEHHO PaBEH EANHUIIC.

CToMMOCTb O/IHOM JIEKapCTBEHHOM (JOPMBI TAKOTO JIEKAPCTBEHHOTO Tpenapara pacCUMThIBACTCS UCXOIS
U3 CPEAHEro apupMEeTHIECKOTO 3HAYCHUS 3apErCTPUPOBAHHBIX IIeH Ha OMrkallue 1Mo 3HaYeHUI0 KOJMYeCTBa
JIEKapCTBEHHOTO TIpernapara BO BTOPHYHOH (ITOTPEOUTENBCKO) YIIaKOBKE TaKOTO JICKAPCTBEHHOTO TIpernapara, B
OTHOIIIEHUH JIEKAPCTBEHHBIX MPENapaToB B J>KUIKWX JIEKAPCTBEHHBIX (POpMax pacdeT CTOMMOCTH OJHON
JEeKapCTBEHHOH  (opMBI  OCyIIECTBIAETCS ~ MCXOAS U3 CpeiHero  apuMeTH4eckoro  3HauYeHHs
3aperUCTPUPOBAHHBIX LICH Ha OJIpKalIIne 10 3HaYEHHIO KOJIMYECTBA JIEKaPCTBEHHOI'O Ipenapara B IEPBUYHOM
YIaKOBKE.

B cnywae ecnim He 3aperMcCTpUpOBaHBl NPENENBHBIE OTIYCKHBIE LIEHBI Ha TaKOM JIEKAPCTBEHHBIH
mpemnapaT ¢ TaKoW kK€ JO3UPOBKOM (KOHIEHTpalKel, aKTHBHOCTBIO B €AMHULAX JCHCTBUS), YTO U 3asBIISICMBbIH
BOCTIPOM3BEACHHBIN, OHWOaHAIOroBbIM (OMONMOAOOHBIN) JEKapCTBEHHBIH Npenapar, MaKCHUMajbHas LieHa
onpesensieTcd Kak CTOMMOCTh €IWHHUIBI JAEHCTBYIOIIEro BEIIECTBA TAaKOTO JIEKApCTBEHHOIO IIpenapara,
YMHOXEHHass Ha KOJMYECTBO €IMHHI[ JEHCTBYIOIIETO BeElIeCTBa 3asABISEMOrO BOCIPOM3BEAEHHOIO,
O10aHaIoroBoro (OMOMO00HOT0) JEKapPCTBEHHOTO Mpernapara, mpu 3ToM K03 GHUIUCHT, yKa3aHHbli B ab3aLe
AecaToM nyHKTa 16 HacTosiieli MeTOANKH, COOTBETCTBEHHO PaBEH CAMHHMIIE.

CTOMMOCTh €IMHHMIIBI AEHCTBYIOMIETO BEIIECTBA TAKOTO JIEKAPCTBEHHOTO Mperapara pacCUYUTHIBACTCS
HCXOZs M3 CpeaHero apru(pMeTHUecKOTO 3HAYECHHS 3apernCTPUPOBAHHBIX IIeH Ha OMKalIme 1Mo 3HAYEHUIO
JO3UPOBKHU (KOHIIEHTPAIMH, AKTUBHOCTH B €AMHUIIAX JEHCTBU).

18. Ionmxkarommii K03pPHUIUEHT TIpH pacdeTe MpeaeTIbHBIX OTITYCKHBIX IIeH Ha BOCIPOH3BEICHHBIE,
Ouoananorosble (OMOMONOOHBIE) JICKAPCTBEHHBIC IpENapaThl ONPENENseTCs B COOTBETCTBHM C YPOBHEM
MaKCHUMaJbHOM 3aperuCTPUPOBAHHOM NpEeAEIbHOM OTIMYCKHOW IIEHBI 3a BTOPHYHYIO (TOTPEOHTEIHCKYIO)
YHAKOBKY JIEKapCTBEHHOTO IIpernapaTa, KOTOPBIM COBMAJaeT I0 MEXKAYHapOAHOMY HENaTEeHTOBAaHHOMY
HAaNMEHOBAaHUIO M JIEKAPCTBEHHOHW ¢opMe C BOCHPOM3BEICHHBIM, OHOAHAIOTOBBHIM (OMOMOAOOHBIM)
JIeKapCTBEHHBIM IPENapaToM U PacCUUTHIBACTCS B COOTBETCTBHH C MYHKTOM 14 HacTOsIIeH METOIMKY.

B cnywasx, nmpu KOTOpBIX Ha JIEKapCTBEHHBIM IIpenapar, LEHa Ha KOTOPBIA OIpeleieHa Kak
MaKCHUMaJIbHasl 3apEeruCTPUPOBAHHAs MIPE/IeNIbHAsL OTITYCKHAs 1IeHa B COOTBETCTBUH C TpeOOBaHUAMHU MyHKTa 17
HACTOSIIIIEW METOJIMKH, 3aperHCTPUPOBAaHbl TpeAeNbHbIE OTIYCKHBIE LIEHBl Ha pa3jHyHbBIe JO3HUPOBKU
(KOHILIEHTpaLlMK, aKTUBHOCTH B E€AWHUIAX NCHCTBHS) M (MJIM) KOJWYECTBA JIEKAPCTBEHHOIO IIpermapara BO
BTOPUYHOM (TIOTPEOUTENBCKOM) yIakoBKe, MPUMEHSETCS cpelHee apu(pMeTnieckoe 3HaUYCHHE MOHMKAIOIIErO
ko3 duimenTa, pacCUNTAHHOE C YYETOM MAaKCHUMAaJIbHOM CTOMMOCTU EOUHHUIBI JAEHCTBYIOILETO BEIIECTBA
TaKOTrO JICKApPCTBEHHOI'O IIperapaTa WM JIEKapCTBEHHOH ()OPMBI, 3a HCKJIIOYEHUEM CIIy4daeB, NPH KOTOPBIX
TTOHIDKAIOMIHA KOA(PHUITNEHT PaBeH HYITIO.

IV. Pacuer cpeaHeB3BeIICHHOM (PAKTHYECKOI OTIIYCKHOI LIEHbI Ha JIEKAPCTBEHHbI Npenapar
MPOU3BOAHUTEJISI TOCYIAPCTBA - YieHa EBpasuiickoro 5JKOHOMHYECKOI0 C0I03a M JIeKapCTBeHHbIN
NpenapaT HHOCTPAHHOI'O POU3BOJACTBA, NIEPBUYHAA U (MJIM) BTOPUYHAS YIIAKOBKA KOTOPOIo
OCYLIECTBJISICTCS MJIU NMEPBUYHYIO H (M1M) BTOPHYHYIO YIIAKOBKY KOTOPOI'0 IJIAHUPYETCS OCYIIECTBIATH
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B Poccuiickoii @enepaunu

19. Pacuer cpenHeB3BelIEHHON (DakTHUECKOW OTHMYCKHOW IIEHBI HAa KOHKPETHBIH JIEKapCTBEHHBIN
mpemnapaT MpoU3BOIUTENSI TOCYAapCcTBa - WieHa EBpa3uiickoro 5KOHOMHUECKOTO CO103a U (MJTH) JIeKapCTBEHHBIH
npernapaTr HHOCTPAHHOTO MPOM3BOJICTBA, MEPBUYHAS U (WJIM) BTOPUYHAS yIaKOBKa KOTOPOTO OCYIECTBIISETCS
WIM TIEPBUYHYI0 M (WJIM) BTOPHYHYIO YHAKOBKY KOTOPOTO IUTAaHHPYETCS OCYyHIeCTBIATh B Poccuiickoit
®denepanyy, MPOU3BOMUTCS 32 OTYETHBIM MEPUOJ, NpeAyCMOTpeHHbI NMyHKTamu 26 u 40 IlpaBwi, Ha
OCHOBaHUH CBEJICHUI, TPEIyCMOTPEHHBIX MpuUroxeHnem N 2 k Hacrosimeid MeTonuke, U (WIH) CBEJCHUH 13
CHCTEMbl MOHUTOPHHIA IBUKEHUS JIEKAPCTBEHHBIX MPENapaToB VIl MEAULMHCKOrO IPUMEHEHU 00 00beMax U
LIEHaX BBO3a JIEKAPCTBEHHOI'O Iperapara MHOCTPAHHOI'O IPOM3BOJCTBA, HAXOIIIErocs B OOpalleHUH Ha
teppuropun Poccuiickoit @eaepanuu.

IIpu pacuere Takod cpeqHEB3BELICHHOW (PaKTMUECKOH OTIYCKHOM ILIEHbI YYUTHIBAIOTCS CBEIOCHUS 00
o0beMax OTIIyCcKa MPOU3BOJIUTEIEM U OTIIYCKHBIX IICHAX Ha JIEKAPCTBEHHBIM Npenapar 3a OTYETHBIH MEepHO,
NPeyCMOTPEHHBIA MYHKTOM 26 IlpaBmi, 1o BCeM MPOM3BOIUTENSIM B PaMKax OIHOTO PErHCTPAllMOHHOTO
YAOCTOBEpEHHU JIEKAPCTBEHHOro mpenapara. [Ipu 3ToM B ciyuae, eciy B paMKax OAHOTO PETHUCTPAIL[MIOHHOTO
YAOCTOBEpPEHHS JIEKAPCTBEHHOTO IIperapaTra 3aperuCTpUpPOBaHbl INpeAeibHbIE OTMYCKHBIE IIEHBI Ha
JIEeKapCTBEHHBIN TpernapaT MpOU3BOAUTENS rocyAapcTBa - ujieHa EBpa3uiickoro sSKOHOMHYECKOTo COr03a, MpH
pacuere cpelHEeB3BEIIEHHOH (HaKTHUECKOW OTITYCKHOHM LIEHBI JUIS TOCYIapCTBEHHOW PErHCTpallK TPEAETbHBIX
OTIyCKHBIX II€H Ha J3TOT JIEKAPCTBEHHBIM Npernapar WHOCTPAHHOTO IPOM3BOJICTBA, NEpBUYHAs W (WIJIH)
BTOPHYHAS YIaKOBKa KOTOPOTO OCYIIECTBIISIETCS WM TEPBUYHYIO W (WJIM) BTOPHUYHYIO YMAKOBKY KOTOPOTO
IJIAHUPYETCST OCYIIeCTBIATh B Poccutickoit demepariii, He YYHUTHIBAIOTCS CBEIACHHS 00 o0beMax OTITyCKa
JIEKapCTBEHHOTO TIpenapaTa MpOU3BOAMUTENEM IrOCYAAapCTBa - wieHa EBpa3uiiCKOro SKOHOMHUYECKOIO CO03a H
OTITyCKHBIX [IEHaX Ha HETO.

Pacuer cpenHeB3BemieHHOW (DaKTHUECKOHW OTIYCKHOM LIEHBl Ha JIGKApCTBEHHBIM mpenapar
OCYILECTBIISIETCS] C Y4eTOM BceX (hopM BhIycka (YIMaKOBKH, KOMIUIEKTHOCTH) JICKAPCTBEHHOTO IpernapaTta, 3a
UCKITIOUYCHHEM CITy4yaeB, MPEAyCMOTPEHHBIX MYHKTOM 28 IIpaBwui.

20. CpenneB3BelleHHas (aKTHYecKass OTIYCKHas LIeHa TMPOW3BOMUTENS ToOCylapcTBa - 4JIeHa
EBpasuiickoro HSKOHOMHYECKOTO COI03a Ha JICKapCTBEHHBIH mpenapar (yKasblBaeTcs [0 TOPTOBOMY
HAaMEHOBAaHUIO, MEXIYHapOAHOMY HENaTeHTOBAaHHOMY HaMMEHOBAaHMIO, JIO3UPOBKE (KOHIIEHTpAallMH,
AKTUBHOCTH B EIWHHIAX JEHCTBHUs), JICKAPCTBEHHOW (QOpMe, KOJIUYECTBY JIEKAPCTBEHHOTO IperapaTta BO
BTOPUYHOM (TIOTPEOUTENHCKOM) yITaKOBKE (KOJIMYECTBY /103 B YIIAKOBKE, 00BEMY) B paMKaxX pPEernuCTPalOHHOTO
YIOCTOBEPEHHS JIEKaPCTBEHHOTO TIpenapara, OTIPYKEHHBIA IPOW3BOAHUTENEM B apec ANCTPHOBIOTOPOB B
LEeJSIX MOCHIEAYIONICH peaau3aliy 3a OTYETHBIN MEPHO, MPEAyCMOTPEHHBIH MYHKTOM 26 IlpaBwmi, (I_[com)

(py0Oneit), onpenensercs 1o GpopmyJie:

Z (Hopom % Kom )

Hcorn = K ?

obuont

rue:
I

9KOHOMHYECKOTO COM03a 3a OJIHY BTOPHUUYHYIO (IOTPEOMTENBCKYIO) YIMAKOBKY JIEKAPCTBEHHOTO Iperapara
(ykaspIBaeTcss 1O TOPrOBOMY HAMMCHOBAaHHIO, MEXKIYHAPOJHOMY HEIATCHTOBAHHOMY HAaWMEHOBAHHMIO,
JI03UPOBKE (KOHIICHTpAIWK, aKTHBHOCTH B CIUHMIAX JEHCTBUs), JIEKApPCTBEHHOW (opMe, KOIHYECTBY
JIEKapCTBEHHOT0 Mperapata BO BTOPUYHON (HMOTPEOUTENBCKON) YMakoBKe (KOJMYECTBY 103 B YIIaKOBKE,
o0Bemy) (pyouieit);

K - Komu4ecTBO BTOPUYHBIX (TIOTPEOUTEIBCKMX) YIAKOBOK JIEKAPCTBCHHOTO Tpermapara

OTII

o - (I)aKTI/I‘IeCKaH OTIIYCKHasdA [E€Ha NIPOHU3BOAUTCIIAL TOCYAapCTBa - UJICHA EBpa3HﬁCKOFO
[

(yKa3plBaeTcsi 1O TOPrOBOMY HAMMEHOBAHHIO, MEXIYHAPOJHOMY HEMAaTEeHTOBAaHHOMY HAWMEHOBAHHIO,
J03UPOBKE (KOHIICHTpPALMKM, AaKTHBHOCTH B EIUHUIAX JCHCTBUs), JIEKapCTBEHHOW (opme, KOIHMYEeCTBY
JIGKapCTBEHHOTO Mpernapata BO BTOPUYHOM (HOTPEOMTENBCKON) YNakoBKE (KOJMYECTBY 103 B YHAaKOBKE,
00beMy) NpPOU3BOIUTENS TOCYJapcTBa - 4WieHa EBpPa3uiickOro 3KOHOMHUYECKOTO COH03a, OTIPYKEHHOTO
NPOU3BOAUTENIEM B aJpec IUCTPUOBIOTOPOB C IIENBI0 MHOCIEAyIOUIeH peaau3aluy 3a OTYETHBIH HEepHO,
HpeyCMOTPEHHBIH MYHKTOM 26 ITpaBui, 0 0fHOH LeHe (LITYK);

oo ™ o0Iee KOIMYECTBO BTOPUYHBIX (TIOTPEOUTENBCKIX) YIAKOBOK JIGKAPCTBEHHOTO TIpernapara

(Yykas3bplBaeTCsi 1O TOPrOBOMY HAaMMEHOBAaHHUIO, MEXIYHAapOAHOMY HEMaTeHTOBAaHHOMY HaWMEHOBAHHIO,
JO3UpOBKE (KOHIIEHTpAIlMW, AKTUBHOCTH B €AWHHUIAX JACHCTBHA), JIEKAPCTBEHHOH (opMe, KOJIHYECTBY
JICKapCTBEHHOTO TIpernapara BO BTOPHYHOH (NOTPEOHMTENBCKOW) YMakoBKe (KOJMHMYECTBY JI03 B YITAKOBKE,
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00bEeMy) TPOM3BOIUTENICH TOCYIapCTB - UWICHOB EBpPa3smilCKOrO HSKOHOMHYECKOTO COI03a B paMKax
PETHCTPAalMOHHOTO  YJOCTOBEPEHHUS JIEKAPCTBEHHOTO TIpenapara, TMPOWU3BEIEHHOTO W  OTTPY)KEHHOTO
MIPOM3BOANTEIEM B aJpec IUCTPUOBIOTOPOB C IENBI0 TOCIEMyIOMIeH peanu3aluyd 3a OTYETHBIA TEPHOJ,
MpeayCcMOTpeHHbIH MYHKTOM 26 IlpaBun (mTyk). M3 o0Ilmero KonudecTBa HCKIIOYAIOTCS DKCIIOPTHBIC
ITOCTaBKH, TIOCTAaBKH, OCYIIECTBIEHHBIE B pPaMKaX pPa3IMYHBIX BUIOB T'yMAaHWTapHOH MOMOIIM, W TOCTaBKH
JIEKapCTBEHHBIX MPENAapaToOB B paMKaX OJIarOTBOPUTEIHLHOCTH, a TAKXKe IMOCTABKH JIEKAPCTBEHHBIX MPENapaToB C
OCTaTOYHBIM CPOKOM I'OJJHOCTH MeHee 10 mporeHToB.

21. Cpenne3BelieHHas (akTHyeckash OTIYCKHAs I[eHA JICKAPCTBEHHOTO IIperapara HHOCTPAHHOTO
MIPOU3BOJICTBA, TIEPBUYHAS ¥ (WJIM) BTOPUYHAS YIMAKOBKA KOTOPOTO OCYIICCTBIISICTCS MU TMEPBUYHYIO U (HIIH)
BTOPUYHYIO YIMAKOBKY KOTOPOTO IUIAHUPYETCS OCYIIECTBIATh B Poccuiickoit denepaunu (ykasplBaeTcsi 10
TOPTrOBOMY  HAaMMEHOBAaHHUIO,  MEXIYHapOAHOMY  HENaTeHTOBAaHHOMY  HAaWMEHOBAaHHUIO,  JIO3UPOBKE
(KOHUEHTpAILlUK, aKTUBHOCTH B CIMHUIAX ICHUCTBHS), JIEKAPCTBEHHOH (hopMe, KOIHYECTBY JIEKAPCTBEHHOTO
mpernapara BO BTOPHYHOM (MOTPEOMTENLCKOM) ymakoBKe (KOJIMYECTBY 1103 B YIAaKOBKE, 00beMy) B paMKax
PETHCTPALMOHHOTO YAOCTOBEPEHHS JIGKAPCTBEHHOTO IIperapara, OTIPY>KEHHOTO NPOM3BOIUTENIEM B aJpec
JTUCTPUOBIOTOPOB B MENAX MOCIEAYIONIeH pean3aliii 3a OTYETHBIN Meprol, MPeyCMOTPEHHBIH MYHKTOM 26
[paBun (py6ueit), onpenensiercs mo Gopmylie, MpuBeAeHHON B MyHKTE 20 HacTosIIeH METOIUKH.

V. Pacuer peHTa0e1bHOCTH /1A JIEKAPCTBEHHOI'0 Npenapara Npou3BOAUTeIA rOCyJapCcTBa - YieHa
EBpa3uiickoro 3x0HOMHY€CKOIro COK3a IpH Nepeperucrpauuy npeaeabHOM OTIYCKHOM LeHbl HA
JIeKapCTBEeHHbIH Npenapar

22. Pacuer m 00OCHOBaHHME pPacxojlOB, CBS3aHHBIX C pa3pabOTKOW, MPOU3BOJICTBOM W pealH3alueH
JIEKapCTBEHHOTO TIpernapaTa NMPOM3BOAUTENS TOCyIapcTBa - uieHa EBpa3niickoro 3KOHOMHUYECKOTO COH03a,
IIPENCTABIIEMON Ha MEPEPETUCTPALMI0 MPEACIbHOM OTIYCKHOM II€HBl HA JIEKapCTBEHHBIN Ipernapar,
OCYIIECTBJISICTCS cortacHo npusioxeHuto N 8.

23. Pacuer peHTaOeabHOCTH JIEKAPCTBEHHOTO IperapaTa 3a OTYETHBIA IMEepHOA, MPEeayCMOTPEHHBIH
nyHkTom 40 IlpaBui, OCYIIECTBISIETCA MO KaXKAOMY HPOHM3BOAMUTENIO I'OCYIapcTBa - uieHa EBpasuiickoro
9KOHOMMYECKOTO COI03a B PAMKaX OJHOI'O PErUCTPALIMOHHOIO yIOCTOBEPEHUS JIEKApPCTBEHHOIO TIpernapara.

24. Ilpum mepeperucTpalyy TpEeAeTbHONM OTIYCKHOW ILIEHBl MPOU3BOAUTENSl TOCYAApCTBAa - YIEHA
EBpasuiickoro »KOHOMHYECKOTO COI03a Ha JIEKapCTBEHHBIM IpernapaTr, HAaXOAMBIIMIHCSI B OOpalleHHH Ha
teppuropuu Poccuiickoit @enepanyu, pakTHIecKuii ypoBeHb PEHTA0EIbHOCTH MPOAYKIHH (R o ) (IpOLICHTOB)

ornpenensiercs no Gopmyie:

IT
Ry==2t x100%

rac:

H(b - HpI/I6BIJ'H> OT pcaiM3anuid IMPOU3BOJUTCIIEM KOHKPCTHOI'O JICKAPCTBECHHOI'O IIpe€riapara 3a

OTYETHBIA Tepuoj, mpexycMorpeHHbiii MyHKTOM 40 TlpaBun, B coorBercTBHM ¢ MpunoxeHnem N 8 k
HacTosel MeToauke (pyoueit);

C - cymMma mpsMBIX, OOLICIPOM3BOJACTBEHHBIX M OOIIEXO3SHCTBEHHBIX PAcXOJOB, COTJIACHO
npunoxeHuto N 8 k Hacrosieit metoauke (pyoiieit).

25. Ilpu mepeperucTpauuu NpeAeNbHOW OTIYCKHOM ILI€HBI TNPOM3BOJHUTENS TOCYJapcTBa - 4JEHa
EBpasmiickoro 3KOHOMHYECKOTO COI03a Ha JICKAPCTBEHHBIA Mpemapar, He IMOCTYMaBIIMA B oOpalleHHe Ha
tepputopun  Poccuiickoit dexepaniii B TEUYEHHE OTUETHOrO II€pUOAa, IPOTHO3UPYEMBIM YpOBEHBb
pEHTa0EIIBEHOCTH TPOIYKITHH (R]1 ) (mpoteHTOB) ompenesieTcs mo GopmyIie:

R _ L x 100%
o C o

b

rae I1 - mpubkLIs OT peanusarii MPOU3BOAUTENICM KOHKPETHOTO JICKAPCTBEHHOTO Mpenapara 3a rof,

KoTopas npuBezcHa B NpunoxeHun N 8 k Hacrosiieit meroauke (pyoJeit).

26. Ilpu mepeperucTpainu TpeAeNbHOW OTIYCKHOW II€HBI TPOW3BOJUTENS TOCYJapCTBa - UJIEHA
EBpasuiickoro 3KOHOMHYECKOTO COI03a Ha JIEKapCTBEHHBIM IIpermapar B CIydasX, MPeayCMOTPEHHBIX
nognyHkramm "a" - "B" nyHkta 34 IlpaBui, ecnu (akTHYECKHH YPOBEHb PEHTA0CITHHOCTH 32 OTYETHBIN
nepuoJi, mpeaycMotpeHHbiit MyHKTOM 40 TlpaBun, mpeBbicuT 30 MPOICHTOB, 3asBiIsAEMas K MEPEePEerHCTPaIlUK
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npejeybHas OTIYCKHAsg II€Ha Ha JIGKapCTBEHHBIM Mpenapar MOMJEKUT CHUXKEHUIO C YYEeTOM JIaHHOTO
OTpaHUYCHHUS.

VI. Pacuer cpeHeB3BelICHHOM (PAKTH4eCKOH LEeHbI BB03a JIEKAPCTBEHHOI0 NpenapaTta HHOCTPAHHOT 0
npousBojacTea B Poccuiickyro ®exepanuro

27. Pacyer cpeHEB3BEIICHHON (DaKTHYECKOW IIEHBI BBO3a KOHKPETHOTO JIEKApPCTBEHHOI'O MNperapara
HWHOCTPAaHHOTO Tpou3BoAcTBa B Poccuiickyto dexepaunio Mpou3BOAUTCS HA OCHOBAHUH CBEICHHUN U3 CHCTEMBI
MOHUTOPHHIA IBW)KEHHS JICKAPCTBEHHBIX MPENapaToB ISl MEJULWHCKOTO MPUMEHEHUs 00 o0beMax U IeHax
BB03a JICKAPCTBEHHOTO MpenapaTa HHOCTPAHHOTO MIPOU3BOJICTBA, HAXOASIIETOCs B 00OpallleHH Ha TEPPUTOPUH
Poccuiickoii @enepanuu.

[Ipu pacuere cpeaHeB3BenIeHHON (HaKTHUECKON IIEHBI BBO3a JICKAPCTBEHHOTO IMpernapaTa YYUTHIBAIOTCS
cBeneHrs 00 00beMax | O IIeHaX BBO3a JICKAPCTBEHHOI'O Mperapara 3a OTUYETHBIH ITePHOJI, MPEyCMOTPEHHBIH
nyHktamm 26 wu 40 TIpaBuia, 10 KaXJA0My HHOCTPAaHHOMY TPOU3BOJUTEII0 B paMKax OJHOTO
PErHCTPAMOHHOTO YJIOCTOBEPEHHS JIEKApPCTBEHHOTO TIpeTiapaTa.

Pacuer cpenHeB3BelIeHHON (haKTHYECKOH IIEHBI BBO3a JICKAPCTBEHHOT'O IIperapara OCYIIECTBIIETCS C
ydeToM (hopMBI BBITyCKa (yIaKOBKH, KOMIUIEKTHOCTH) JIEKapCTBEHHOTO TIperapara, 3a UCKIIOUCHUEM CIIyJaeB,
MPEIYCMOTPEHHBIX MYHKTOM 28 TIpaBwui.

28. CpenHe3BelleHHasi (paKTUUECKas LEHAa BBO3a JICKAPCTBEHHOro Ipenapara (yKa3blBaeTCs II0
TOPrOBOMY  HAaWMEHOBaHMIO,  MEXKIYHApOIHOMY  HEMaTeHTOBAHHOMY  HAaMMEHOBAaHHMIO,  JIO3MPOBKE
(KOHLEHTpALUK, aKTUBHOCTH B €IMHHUIAX ICHUCTBHS), JEKapCTBEHHOH (opMe, KOIMYECTBY JIEKApPCTBEHHOTO
mpemnapaTa BO BTOPUYHOH (TOTpEOUTENHCKON) yIIaKOBKe (KOJIMYECTBY J03 B YIAKOBKE, 00BHEMY) HHOCTPAHHBIX
NPOU3BOAMTENCH, YKa3aHHBIX B PETHCTPAIIMOHHOM YAOCTOBEPEHHH JICKAPCTBEHHOTO MpernapaTa, BBE3eHHOTO 32
OTYETHBIN MEPUO/], MPEAYCMOTPEHHBINH NMYHKTOM 26 IpaBui, Ha Teppuroputo Poccuiickoit deneparn (LICB)

(pyOueit), onpenensiercs mo Gopmyre:

2 (1,7 K,)

o=

00111B

rue:
0 o (hakTHIecKas IieHa BBO3a OJHOW BTOPHYHOH (IMOTPEOUTETHCKOM) YITAaKOBKH JICKAPCTBECHHOTO

mpemapara  (yka3plBaeTcsi IO TOPTOBOMY  HAMMEHOBAHHIO, MEXKIYHAPOJHOMY  HEMATEHTOBAaHHOMY
HaUMEHOBAHHUIO, JO3MPOBKE (KOHIICHTPAIlMH, aKTUBHOCTH B EIMHMIIAX JCHUCTBUS), JIEKAPCTBEHHOHW (opme,
KOJIMYECTBY JIEKAPCTBEHHOTO TIperapara BO BTOPUIHOU (ITOTPEOHTENHCKOM) YITaKOBKEe (KOJIHMYECTBY 103 B
yIakoBKe, 00beMy) HHOCTPaHHOTO MPOU3BOACTBA (pyOieit);

K - KommiectBo BTOPHYHBIX (IIOTPEOHMTENBCKHX) YIAKOBOK JIEKAPCTBEHHOTO  Mperapara

HHOCTPAaHHOTO  INPOU3BOJACTBA  (YKas3blBAaeTCsi IO TOPrOBOMY  HAMMEHOBAaHHUIO,  MEXIYHapOIHOMY
HENaTeHTOBAaHHOMY HAaWMEHOBAHUIO, JO3UPOBKE (KOHLEHTpPAlMH, AaKTHBHOCTH B COUHMLEAX JCHCTBUA),
JIeKapCTBEHHOW (hopMe, KOJMYECTBY JIEKapCTBEHHOTO Tperapara BO BTOPUYHON (MIOTPEOUTETHCKOM) YIIaKOBKE
(konMyecTBY 1103 B YNAKOBKE, OOBEMY), BBE3EHHOI'O HHOCTPAHHBIM IIPOM3BOJHUTENEM (MMIIOPTEPOM) Ha
Tepputopuio Poccuiickoit denepanuu 3a OTYCTHBIN MEPHOA, MPEIYCMOTPEHHBINH MYHKTOM 26 IlpaBun, mo
OJTHOI 1IeHe (IITYK);

K - obliee KOTMYECTBO BTOPHYHBIX (ITOTPEOUTEBCKHX) YIIAKOBOK JICKAPCTBEHHOrO Mpenapara
B

(Yka3plBaeTCsi TO TOPrOBOMY HAMMEHOBAaHHWIO, MEXIYHApPOAHOMY HEMaTEeHTOBAaHHOMY HaWMEHOBAHUIO,
JNO3MpOBKE (KOHLEHTpAallMW, AKTUBHOCTH B €AWHHULAX MACHCTBHA), JIEKapCTBEHHOH (opMe, KOJIHYECTBY
JICKapCTBEHHOT0 TIpernapara BO BTOPUYHOH (IOTPEOHMTENBCKOM) YMakoBKe (KOJMYECTBY J103 B YIIAKOBKE,
00bEMy) HMHOCTPAaHHBIX MPOM3BOAMTENCH B paMKax pPErHCTPAlIOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
Ipernapara, BBE3€HHOTO WHOCTPAHHBIM MPOU3BOAMTENEM (MMIIOpTEPOM) Ha TeppuTopuio Poccuiickoii
depepany 3a OTYCTHBIN IEPUOT, IPEILYCMOTPEHHBIH MYHKTOM 26 IMpaBui (IUTyK).

N3 oOmiero konuyecTBa BBE3EHHOTO MHOCTPAHHBIM MPOU3BOJUTENEM (MMIIOPTEPOM) Ha TEPPUTOPHUIO
Poccutiickoit @eneparuu o0beMa JIEKAPCTBEHHBIX MPENapaToB UCKIIOYAIOTCS JAHHBIE O BBO3E JIEKAPCTBEHHBIX
IIperapaToB B paMKax Pa3lW4YHBIX BHJOB TYMaHHUTApHOW MOMOIIM W (M) B paMKax OJaroTBOPHTEIHHOCTH,
JAaHHBIE O BBO3€ JICKAPCTBEHHBIX MPENApaTOB C OCTATOYHBIM CPOKOM TFOJAHOCTH MeHee 10 MpOLIEHTOB, a TaKkxke
JaHHBIE O BBO3¢ JICKAPCTBEHHBIX IMIpemaparoB ¢ (aKTHUSCKON IIEHOW BBO3a, IPEBBLINIAIONICH
3apETUCTPUPOBAHHYIO NPEAEIbHYIO OTIIYCKHYIO HEHY NPOU3BOAUTEIIS.
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VII. Pacyer MUHUMAJIbHOM LEHBI IPOM3BOAUTEJIS HA JIEKAPCTBECHHBIN NpenapaT B HHOCTPAHHBIX
rocyiapcTBax, yKa3aHHbIX B NPUJIokeHuH N 3 K HacTosIel MeTOAUKe, H B CTPaHe MPONU3BOUTEJIsI

29. PacueT npeaensHON OTITYCKHOW IEHBI MTPOU3BOANTENS HA JIEKaPCTBEHHBIN Mpenapar (10 TOPTOBOMY
HaWMEHOBaHWIO, MEXIyHAPOJHOMY HEIMaTeHTOBAaHHOMY HAaWMEHOBAaHUWIO, JO3UPOBKe (KOHIEHTPAIIUH,
AKTUBHOCTU B €IMHMIAX JCWCTBUA), JEKAPCTBEHHOW (QoOpMe, KOIWYECTBY JIEKapCTBEHHOI'O IIpenapara BO
BTOPUYHOH (TIOTPEOUTEIHCKOM) yIaKOBKe (KOJUYECTBY /103 B YIIAKOBKE, 00BEMY) IPOU3BOIUTCS HA OCHOBAHHUH
CBeZicHHH 00 YpPOBHE MHHUMAIIBHBIX IIEH JICKapCTBEHHOro mpernapata (0e3 ydera IPOU3BOICTBEHHBIX
IUIOIIAM0K) B MHOCTPAHHBIX TOCYAapCTBaX, yKa3aHHBIX B NpuroxeHun N 3 k HacTosmedl MeTomuke, ¥ B
CTpaHe MPOW3BOJIUTENSI M Ha OCHOBAHWH CBEICHHH, MpemaycMoTpeHHbIx pasferiom |l mpunoxenus N 4 k
HACTOSIIIEH METOJIHKE.

30. B pasgene Il mpunoxkenus N 4 x HacTosiield METOANKE MUHMUMAJIbHBIC IICHBI TPOMU3BOIUTENS Ha
JICKApCTBEHHBIA Mpenapar B MHOCTPAaHHBIX TOCYAapCTBaX, YKa3aHHbIX B MNpuroxeHur N 3 k HacTosmIcH
METOJIMKE, M B CTpaHe MPOM3BOIUTENS yKa3bIBarOTCS B pyOisx. Ilepecder meHB! B MHOCTPaHHOHN BaIIOTE B
pyOim ocymecTBIseTCs MO cpegHeMy KYPCY COOTBETCTBYIOMIEH MHOCTPAaHHOW BaIOTHI K pyOmro Poccuiickoii
Oenepanuu, ycraHoBieHHoMY LleHTpanpHbIM O6aHkoMm Poccwiickoit ®enepannu 3a 3 KaleHAApHBIX MeCsIIa,
MIPEIIECTBYIONINE MECSIy AaThl MMOJa4yd 3asBJICHHS O TOCYNAPCTBEHHOW pPEeTHUCTparuu (NMepeperucTpariium)
NpeAeNbHON OTIYCKHOW IIEHbl MPOU3BOAMUTENS HA JieKapCcTBeHHbIM mnpenapar. Kypc cooTBeTcTBYyIOLIEH
WHOCTPaHHOH BatOTHI K pyOmro Poccuiickoit denepariu, B COOTBETCTBUU C KOTOPBIM OCYIIECTBIICH MEpecyeT
IIEHBI B MHOCTPAHHOM BajioTe B pyOuin, yKassiBaeTcs B pasgerne |V mpunoxkenus N 4 kK HaCTOSIIEH METOTUKE.

31. B cayuae eciu JeKapCTBEHHBIN MTpenapaTr peaan3yercs B MHOCTPAHHBIX TOCYAapCTBax, YKa3aHHBIX B
npunoxeHun N 3 k wHactosmel MeTOAWKE, W B CTpPaHe MPOU3BOAUTENSA IOA JPYTHM TOPTOBBIM
HauMeHoBanueM, B pasgene |l npunoxenus N 4 k HacTosIIeH METOAMKE YKa3bIBAIOTCS COOTBETCTBYIOIIEE
TOPTrOBOEC HANMEHOBAHUE U MUHUMAJIHHBIC IIEHBI IIPON3BOIUTEIIS Ha JICKAPCTBEHHBIN MTpemnapar.

32. B cmydae TroCyHapcTBEHHOH peructpanuu (mepepeructpanuu) B Poccuiickoir ®enepannu
IIpeeTbHON OTIYCKHOM II€HBI Ha JIEKAPCTBEHHBIN MpemnapaT ¢ KOJIMYECTBOM JIEKAPCTBEHHOTO Tpernapara BO
BTOPUYHOH (TIOTPEOUTENTHCKOM) yITaKOBKe (KOJIMYECTBOM JI03 B YIIAKOBKE, 00HEMOM), OTCYTCTBYIOIIIUM B OJTHOM
WM HECKOJBKUX WHOCTPAHHBIX TOCYNAPCTBAaX, YKa3aHHBIX B MpuroxeHun N 3 k Hacrosmiel MeToAWKe, U B
cTpaHe npousBoautens, B pasgere |l npunoxenus N 4 k HaCTOAIICH METOUKE YKA3bIBAIOTCS MUHUMAIHHBIC
LIEHbl Ha JIEKApCTBEHHBIN IpEmapaT, B OTHOLICHUH KOTOPOTO 3asBIISIOTCS K TOCYAapCTBEHHOH pEerucTpanuu
(mepepeructpanuu) TpeAcTbHbIC OTIYCKHBIC IICHBI, C OMMKAWIIUMH 10 3HAYCHUIO KOJIWYECTBAMU
JICKapCTBEHHOTO TIperapara BO BTOPUYHOM (MOTPEOUTENLCKOM) yImakoBKe (BHE 3aBUCHMOCTH OT HAJIMYHS WX
TOCYJapCTBEHHOM pETUCTpalluu Ha TeppuTopuu Poccuiickoit ®Depepainuu), KOTOpBIE peamu3yloTcs B
WHOCTPAHHBIX TOCYJIapCTBaX, YKa3aHHBIX B MPWIOKEHWH N 3 K HacTOSIIeH METOIHWKEe, M B CTpaHe
TIPOU3BOIUTES.

IIpu sToM MUHUMAaTbHAS IIEHA MPOM3BOAUTEISA HA 3asBIIIEMBIH K TOCYJIApCTBEHHON peTHUCTpaIiiu
(mepeperucTpaiiui) JICKQpPCTBEHHBIH TIpemapaT OmpeleisieTcsl Kak cpefaHee apudMmeTwueckoe 3HadeHHe
CTOMMOCTH OJHOU JIEKAPCTBEHHOH (POPMEBI JIEKaPCTBEHHBIX MPENapaToB, UMEIOIINX ONIDKaNIINe 1Mo 3HAYSHUIO
KOJIMYECTBA JICKQPCTBEHHOTO TIpernapara BO BTOPHYHOW (TOTPEOMTENHCKOW) YMAaKOBKE, YMHOXXEHHOE Ha
KOJIMYECTBO JIEKAPCTBEHHOTO TIpenapara BO BTOPHUYHOW (TIOTPEOUTENBCKOH) YIaKOBKE 3asBISEMOTO K
rOCyIapCTBEHHOU perucTpanuu (IepeperucTpaiiy) JeKapCTBEHHOTO Mpernapara B KaXAOM H3 HMHOCTPAHHBIX
rOCyJapCTB, yKa3aHHBIX B MpuroxeHun N 3 k Hactosimeilt MeToMKe, U B CTpaHe mpousBoutens (rpada 5
pasgena |l npunoxenus N 4 k HacTosIIE METOAMKE).

B ciyuae rocynapctBeHHO# peructpanuu (nepepeructpanun) B Poccuiickoit @enepanyu npeaeiabHOM
OTIYCKHOM IIEHBI JIEKAPCTBEHHOTO Iperapara ¢ JIO03UPOBKOHM (KOHICHTpalMel, aKTUBHOCTBHIO B EIMHUIIAX
NIEHCTBUA), OTCYTCTBYIOIIEH B OJHOM WJIM HECKOJIHKHX WHOCTPAHHBIX TOCYAAapCTBaX, YyKa3aHHBIX B
npunoxeHun N 3 k HacTosIIeH METOAMKE, U B CTpaHe mpousBoautess, B pasgene |l mpunoxenus N 4 k
HACTOSIICH METOANKE YKA3hIBAIOTCS MHUHMMAJBHBIC IICHBI Ha 3asBIIEMBIA K TOCYAApCTBEHHON pPETUCTPAINH
(mepeperucTpalini) JeKapCTBEHHBINA MperapaT ¢ ONKaUITUMH 110 3HAYCHUIO JO3UPOBKaMHY (KOHIICHTPAIIUSIMH,
AKTUBHOCTSAMHU B €IWHUIAX NEHCTBU) (BHE 3aBUCHMOCTH OT HaJM4YWS WX TOCYJAapCTBEHHOW PErncTpanvy Ha
tepputopuu Poccuiickoit denepaiini), KOTOpble peann3yloTcs B MHOCTPAHHBIX TOCYAapCTBaX, YKa3aHHBIX B
npuinoxeHud N 3 K HacTosIIIed METOIHKE.

[Ipu sTOM MHUHHManIbHas IIEHAa MPOW3BOJUTENS Ha 3asBISEMBIH K TOCYAApCTBEHHON pPETHCTpAIlNH
(mepepeructpanuu) JIGKAPCTBEHHBIN MpemapaT ONpeneNsieTcss Kak cpeaHee apuMeTHdecKoe 3HadYeHHe
CTOMMOCTU EIHMHUIBI JICHCTBYIOIIETO BEIIECTBA JIEKAPCTBEHHBIX NPENapaToB, MMEIOIIUX OJIMXKalIIe 110
3HAYCHUIO JO3UPOBKH (KOHICHTPAIMK, AaKTHMBHOCTH B CIWHUIAX JCHCTBHS), YMHOXXCHHOE Ha KOJHYECTBO
SIUHUI] JCUCTBYIOIIETO BEIIECTBA 3asBIIEMOrO K TOCYJapCTBEHHOM perucTpanuu (IepeperucTparim)
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JICKQpCTBEHHOrO Iperapara B KaXJIOM W3 HWHOCTPAHHBIX I'OCYJIApCTB, YKa3aHHbIX B MpunoxeHun N 3 k
HACTOSIICH METoJIuKe, ¥ B cTpaHe mpousBoautens (rpadpa 6 pasgena |l npunoxenus N 4 k HacTOAIICH
MeTonuke). B pacyere He yUMTHIBAIOTCS OMIDKaiiiiye 1Mo 3HAYSHHIO JO3UPOBKHU (KOHIICHTPAINH, AaKTHBHOCTH B
eVHUIAX JEHCTBHS), TNPEBBIMAIONINE JO3MPOBKY (KOHIICHTpAIMH, AKTUBHOCTH B EIWHUIAX ICHCTBHA)
3asBIIGHHOTO K TOCYJNapCTBEHHOW perucrpanuu (TiepeperucTpanuu) JEeKapCTBEHHOro  Iperapara,
MIpeTHA3HAYEHHOTO JJIsl IPUMEHEHHS B TeIUaTPUIECKON MPaKTHKe (HA OCHOBAaHWH CBEISHHI MHCTPYKLUHU IO
MEJIUIIMHCKOMY TTPHUMEHEHUIO JIEKAPCTBEHHOTO Tpenapara), 6oiee 4eM B 2 pasa.

33. B cuywae ecnu NEKapCTBEHHBIM IpemapaT WHOCTPAHHOTO MPOU3BOACTBA WK HHOCTPAHHOIO
JepKaTensl WIA BIAJENbLa PETMCTPALMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOI'O Ipernapara, B TOM YHUCIE
CTaJusl IPOM3BOJCTBA TOTOBOM JIEKapCTBEHHOH (POPMBI KOTOPOTO M(MJIIH) CTaAMs IEPBUYHON U(MIH) BTOPUIHOM
YIAKOBKH KOTOPOT'O OCYIIECTBIISIIOTCS WIJIM TMIEPBUYHYIO U (HJIM) BTOPUYHYIO YIAKOBKY KOTOPOTO IUIAHUPYETCA
ocymiecTBIIATh B Poccuiickoit @eaepanuu, mpou3BOIUTCS TOJBKO i pofaxku B Poccuiickoii deneparuu (He
peaiu3yeTcsl B MHOCTPAHHBIX I'OCYIapCTBax, YKa3aHHBIX B NPUIoXeHuM N 3 k HacTosied MeTOIuKe, U B
CTpaHe TPOU3BOAUTENS), UIS pacdeTa NpeeTbHOW OTIYCKHOW IICHBI MPOW3BOIUTENSI HA JICKApPCTBEHHBIN
Mperapar MpencTaBisieTcss HHPOpMaHs O MUHHMAJIBHBIX [IEHAX APYTUX WHOCTPAHHBIX MTPOW3BOIHTENEH Ha
JIEKapCTBEHHBIEC IPEMApaThl, OTHECEHHbIE K OJHOMY MEXIYHAPOJAHOMY HENATEHTOBAHHOMY HAaHUMEHOBAaHUIO B
TaKo# ke JeKapCcTBEeHHON (GopMe (B TOM YHCIE ¢ YIeTOM WH(POPMAIH O B3aNMO3aMEHIEMbIX JIEKAPCTBEHHBIX
rperaparax Ui MeIUIIUHCKOTO TIPUMEHEHMsI), 0Opalaonecs: B rTocyAapcTBe MPOU3BOAUTENSI, HA OCHOBaHHH
JIAHHBIX U3 OTKPBITHIX OOIIEOCTYMHBIX HCTOYHHKOB, COOTBETCTBYIONIMX TpeOoBaHusiM MyHkTa 21 Tlpaswui.
IIpu 3TOM 3asiBIEHHAs K TOCYIaPCTBEHHOM perucTpalyy lieHa Ha TaKOW JIEKapCTBEHHBIN MpenapaT He AOJDKHA
MPEBBINIATh MUHUMAIBHYIO ILEHY IPYTUX HMHOCTPAHHBIX MPOU3BOJUTENECH (C YyU4EeTOM pacxoJOB MO yIUIaTe
TaMOXXCHHBIX COOpPOB 3a COBEpIICHHE TaMOXKEHHBIX OICpaIUii, CBS3aHHBIX C BBITYCKOM TOBAapOB),
paccunTaHHyt0 Ha ocHoBaHuu pa3zgena |l mpunoxenust N 4 k HacTosIIEH METOTUKE.

VIII. Pacuer npeaejibHOI OTILYCKHOI LeHbI IPON3BOAUTEICH Ha JIEKAPCTBEHHbI Mpenapar
NPOM3BOAUTE/ISI TOCYAAPCTBA - WieHa EBpa3uiickoro 3K0HOMHYeCKOIo c003a NpH ee NMepeperucTpauun

34. TlpenenbHas OTIYyCKHas 1i€HAa Ha JICKApCTBEHHBIM IpemapaT IMpU €€ [epPeperucTpanuu
YCTaHABJIUBACTCS JUIS KaXKJIOTO MPOU3BOIUTEINS B pAMKaX PErUCTPAIIIOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpenapaTa B COOTBETCTBHHM C TpeOoBaHusMH MYHKTOB 27, 28 u 32 [lpaBuia U HEe MOXET MPEBHIINIATH
MUHHMAJIBHYIO LIEHY, PACCYMTAHHYIO B COOTBETCTBHHU C HACTOSILUM Pa3/ICioM.

35. Tlepeperucrpamusi mpenesbHOW OTHYCKHOW UEHBI TNPOW3BOAMTENS TocylapcTBa - 4ieHa
EBpasuiickoro 3KOHOMHYECKOTO COI03a Ha JIEKApCTBEHHBIM MpemapaT B CIydasxX, HpPeAyCMOTPEHHBIX
noanyHktammn "a" - "B" nyHkta 34 IlpaBui, OCyHIECTBISICTCS B COOTBETCTBHU ¢ NpunoxerHvem N 8 k
HACTOSIIIEH METOIUKE.

36. [IpenenbHas oTIyCKHAs [I€HA TPOU3BOJUTENS TOCYAapCTBa - WieHa EBpa3uiickoro 5KOHOMHUYECKOTO
COI03a Ha JICKApCTBEHHBIN Npernapar Mnpu ee nepeperucTpaiuy B CiIydasx, yKa3aHHbIX B MOAMyHKTax "a" u "B"
nyHkTa 34 [paBuiL, MOANECKUT YBEIHMUCHHIO:

a) Ha BEJIMYMHY yJOPOKaHUS CHIPbs M MaTepHAJIOB;

0) Ha BEeNTMYMHY U3MEHEHHS HAKJIaHBIX PACXOJIOB.

37. IlpenenbHas OTITyCKHAs [IEHA MTPOM3BOAUTEINS TOCY1apCTBa - WieHa EBpa3uiickoro SKOHOMHYECKOTO
COI03a Ha JICKapCTBEHHBII Mpernapar Mpu ee MepeperucTpaluy B ciiydyae, yka3aHHOM B NoAnyHKTe "6" nyHkTa
34 TlpaBui, NOMICKHUT YBEIMYCHUIO B YaCTH CTOMMOCTH CBIPbS M MAaTEpPHAIOB, HCIOJIB3YEMBIX MpPHU
MPOM3BOJCTBE KOHKPETHOTO JIEKAPCTBEHHOTO TMpenapara, MPOHNOPLUHUOHAIBHO BEIWYMHE YIOPOKAHHS
CTOMMOCTH CBIPbSI M MaTEpHaJiOB B CTPYKType 3aTpaT Ha MPOU3BOJICTBO M PEANU3ALMIO JIEKAPCTBEHHOTO
mpemnapaTa, KOTOpOE€ B paBHOM CTEIEHW BIUSET Ha 3apETHCTPUPOBAHHBIC IEHBI HA BCE JIGKAPCTBEHHBIC
npenaparbl, OTHECEHHbIE K OJHOMY MEKAYHAPOJHOMY HEMAaTeHTOBAHHOMY HAaWMEHOBAHHIO W HWMEIOIIHC
OJIMHAKOBBIN ITyTh BBEICHUSI.

38. BenmnumHa yBeNWYCHUS 3apeTHCTPUPOBAHHON IMPENEThHON OTIYCKHON IIEHBI HAa JIEKAPCTBEHHBIN
mpenapar TpPOU3BOJUTENS TOCYAapcTBa - 4ieHa EBpa3sMiCKOro HSKOHOMHUYECKOTO COI03a TIpU  ee
MEPEPErNCTPAINH B CIyYasX, YKa3aHHBIX B NoAnyHkTax "a" u "6" nyHkTa 34 Ilpasui, He I0KHA IPEBHIIIATE
yYPOBEHb (PaKTHUECKOM HMHQUIAMH B TPEIIISCTBYIOMIEM KaJCHIApPHOM TOXy C Y4eTOM HpPOTHO3HPYEMOTrO
YPOBHS HHQUIAIMN, YCTAaHOBJIEHHOTO Ha TEKYIIHH rojx pefeparibHbiM 3aKOHOM o (deepalsHOM OI0KeTe Ha
COOTBETCTBYIOIIHI (PMHAHCOBBIN roJ ¥ 1aHoBkli epuoa (1) (mporeHToB), onpeaenseMsli mo ¢popmyre:

1, <(100+1,)

1= 100

-100% |,
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rae:
]]m - MHOEKC moTpeOUTEeNbCKUX [IEH Ha TOBAPBHI M YCIYTH MPEAMIECTBYIOMIEr0 KAICHIAPHOTO TOAa

(mpoueHTOB);
U - nporHo3upyeMmblii ypoBeHb WH(ISAIMY, YCTAHOBICHHBIM Ha TEKymuid rox dpefeparnsHbiM
T

3aKOHOM 0 ¢enepanbHOM OFOKETE HAa COOTBETCTBYIOIIHI (PMHAHCOBBIN T'OJ/I U IJIAHOBBIH Mepro/ (IMTPOIIEHTOB).

39. Ilpu pacuere npenenbHOMN OTITYCKHOH IIeHBI Ha JIEKAPCTBEHHBIH Mperapar MpH ee MepeperucTpanun
B CIly4asix, YKa3aHHBIX B MOAMyHKTax "a" - "B" nyHkTta 34 [IpaBui, He yUHUTHIBACTCS YBEIUYCHIE HAKIATHBIX
pPacxomoB IpU H3MEHEHUH CIIOCO0a OTHECEHMs 3aTpaT OpraHU3allid, KOTOPBIE HANpsIMyIO0 HE CBSI3aHBI C
OCHOBHBIM IIPOM3BOACTBOM, Ha CE0ECTOMMOCTB JIEKAPCTBEHHOT'O IIpenapara.

40. Ilepepeructpauusi MNpeAEIbHOM OTIHYCKHOM UEHBI NPOU3BOAUTENSI TOCYAApCTBa - YJIEHA
EBpasuiickoro 3KOHOMHYECKOI'O COI03a Ha JIEKApCTBEHHBIM IIpemapaT B cly4ae, NPEeIyCMOTPEHHOM
noanyHkTtom "r" nyHkta 34 IlpaBui, OCYIIECTBISCTCS Ha OCHOBAHWM CBEICHUH, INPEIyCMOTPEHHBIX
npunoxennem N 2 x HacTosIeld METOIMKE.

41. IlpenenpHast OTITyCKHAs IIE€HA MPOM3BOIUTENS TOCYIapCcTBa - wieHa EBpa3niickoro 3KOHOMUYECKOTO
COI03a Ha JICKAPCTBEHHBIN MpernapaT MOAJICKHUT MEPepericTpallii B Cilydae, yKa3aHHOM B MOAMNYyHKTe "
nyHkTa 34 IpaBui, eciiu cpefHEeB3BelICHHAs (aKTU4ecKas OTIHYCKHas IIeHa Ha JICKApCTBEHHBII Mpernapar 3a
UCTEKIINH MEPUOJ CO THS MPUHATHUS PELICHUS O TOCYIApCTBEHHOW pEerHcTpauuy (epeperucTpaiin) 10 JHS
MOJIa4M 3asIBJICHUSI O TOCYAapCTBEHHOH TepeperucTpanuy ObUia HUXKE 3aperMCTPHPOBAHHON HA 3TOT TEPHOJ
IeHbl He Ooliee YeM Ha NPOTHO3HPYEMBIH YpOBEHb WH(QISINMK, YCTAaHOBJICHHBIH Ha TEKYIIUH ToJ
defeparnbHbiM 3aKOHOM o (efepalbHOM OMOKETe HAa COOTBETCTBYIOIIMHM (DMHAHCOBBIN TOX M IUTAHOBBIN
IIEPUOJ, HO HE BBIIIEC BEJIMYMHBI, PACCUNTAHHON B COOTBETCTBUM C HACTOAIIECH METOJUKOH.

42. BenuuuHa YyBETWYEHHS 3apETUCTPUPOBAHHOM MpeAeNbHONM OTIYCKHOM LIEHBI HPOU3BOJIUTENS
rocynapcrsa - wieHa EBpa3uiCKOro 3KOHOMHYECKOTO COI03a Ha JIEKApCTBEHHBIH Hpenapar mpu ee

MepeperucTpaluy B cilydae, yKa3aHHOM B MNoAnyHkre "r" nyHkta 34 Ilpasun (Ye) (mpoueHToB), ¢

OKpYTJIEHHEM JI0 COTBIX Onpeaesiercs no gopmyre:

HS_ cornl
— 0 —— 0
V=M, %K, i x100% |
3
rac:
K - KOZ-)(l)(I)I/IHI/IeHT HCHOBOP'I TpYyIIIbI, OHpeL[eHHeMLIfI B COOTBCTCTBUH CO 3HAUYCHHUSIMU
ur

ko3 duiMeHTa EeHOBOH TPYIIIbI, IPUMEHAEMOI0 MPH pacdeTe MpeAeibHbIX OTIYCKHBIX LIEH MPOU3BOANTENEH
Ha JICKapCTBEHHBIC IIPENApaThl, B OTHOLIEHUU KOTOPBIX MPEICTAaBISAIOTCS Ha IEPEPETHCTPALUIO IIPEAEIbHBIE
OTITYyCKHBIE TIEHBI, coraacHo rnpuroxeHuno N 9.

IlenoBas rpymnmna ompenensieTcss UCXOAs U3 3apErUCTPUPOBAHHOW IIPENEIbHOM OTIIYCKHOW II€HBI Ha
JIEKapCTBEHHBIA IpermapaTr 3a MEepHoj, HCTeKIIMH cO JHS TOCYJapCTBEHHON perucTpanuu (mocieqHei
MIePEepPETUCTPAIIH);

Il3 - 3aperucTpUpoBaHHAas NpeAesbHas OTIYCKHAas 1ieHa Ha JIEKAPCTBEHHBIM Ipemnapar 3a MEepUom,

UCTEKIIUN CO JAHS rOCYIapCTBEHHOM perucTpaiiuu (Iociaeanel nepeperucrpamuu) (pyonei);
L ., - cpenHeBsBelleHHAs (aKTHUECKas OTIYCKHAsA LCHA MPOM3BOAMTEIS IOCYIApCTBa - WICHA

EBpasuiickoro 5KOHOMHYECKOTO COI03a Ha JEKAPCTBEHHBIN MpemapaT, OTTPY>KEHHBIN MPOU3BOAUTEIIEM B aapec
JUCTPUOBIOTOPOB C LENBIO TIOCIEAYIOMIEH pealn3aliii 3a OTUETHBIM TIEPHO/, TIPETyCMOTPEHHBINH MYHKTOM 40
[IpaBwi1, paccuntanHasi B COOTBETCTBUHM ¢ Pa3fersioMm |V nacrosielt MeToauku (pyosiet).

43. Ilpemmaraemasi K TepeperucTpaliy TpeneiabHas OTIYCKHas IIeHa Ha BOCIPOW3BEICHHEIH,
O0MoaHamoroBEIM  (OMOMOMOOHEI) JIEKAPCTBEHHBIM Ipenapar HE MOXKET IPEBHIATh OTIYCKHYIO IICHY,
PaCCUYNTAHHYIO B COOTBETCTBUH C HACTOSAIICH METOIUKOM ¢ yueToM TpeboBanuii NyHkTa 33 [1paBwui.

44. TlpennaraeMas K MEpEeperucTpaliiyd MOpelesbHas OTIYCKHAasl 1IeHa Ha JIEKapCTBEHHBIM Mpernapar,
peanu3yemMblii B HHOCTPAaHHBIX FOCYIapCTBax, YKa3aHHBIX B MPuUroxeHun N 3 k HacTosieil MeTOIUKe, U B
CTpaHe TMPOU3BOUTEINS, HE MOXKET MPEBHIIIATh MUHUMAIILHYIO OTITyCKHYIO IIEHY Ha 3TOT K€ JIEKapCTBEHHBIN
mpemnapar, ONnpee/icHHyI0 B COOTBETCTBHM ¢ pasfesioM VI Hacrosimeidt MeTOAMKHM Ha OCHOBAHWH pacyera,
MpeaycMOTpeHHOTo NpuroxeHmem N 4 k HacTosIIeH METOUKE, C YIETOM PacXO0B MO YIUIATe TAMOXECHHBIX
cOOpPOB 3a COBEpPIIICHUE TAMOXKCHHBIX OTEPaIlii, CBSI3aHHBIX C BBITYCKOM TOBAapOB.

IX. Pacuer npeenbHOi OTIIYCKHOM LIeHbI HA JIEKAPCTBEHHbI NIpenapaT HHOCTPAHHOIO IPOU3BOJACTBA, B
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TOM YHCJIe IEPBUYHAS U (MJIM) BTOPUYHAS YIIAKOBKA KOTOPOI'0 OCYIIECTBJISACTCS WU NEPBUYHYIO U
(WJIM) BTOPUYHYIO YIIAKOBKY KOTOPOI0 IJIAHMPYETCsl OCYLIecTBJIATh B Poccuiickoii Penepanun, npu ee
nepeperucTpauuu

45. IlpenenbHas OTHYCKHas II€HA Ha JIEKAPCTBEHHBIN INpernapaT MHOCTPAHHOTO MPOU3BOJCTBA IpH €€
NEPEPETUCTPALIMA  YCTAHABIMBACTCA JUISl  KaXIOTO IPOM3BOJAUTENSI B  paMKax PETHCTPALMOHHOIO
YIOCTOBEPEHHUS JICKAPCTBEHHOTO Iperiapara B COOTBETCTBUU ¢ TpeOoBaHUAMHU MYHKTOB 27, 28 u 32 IlpaBun u
HE MOXXET [IPEBBIIIATh MUHUMAJIBHYIO LIEHY, PACCUUTAHHYIO B COOTBETCTBUH C HACTOSIILIUM Pa3CIIOM.

46. Ilepepeructparusi MpeaelbHON OTITYCKHON IIEHBI Ha JICKAPCTBEHHBIM Iperapar WHOCTPaHHOTO
MPOU3BOJACTBA OCYIIECTBIISIETCS HA OCHOBAHUU:

a) 00OCHOBaHMS pacueTa MpeAeNbHONW OTIYCKHOH IeHBl Ha JIEKAPCTBEHHBIM MpernapaT HHOCTPAHHOTO
MPOM3BOJCTBA, B TOM YHUCIE TepBUYHAS M (WJIM) BTOPUYHAS YIAKOBKA KOTOPOTO OCYIIECTBISIETCS WIIH
MEPBUYHYIO U (WIM) BTOPUYHYIO YNIAKOBKY KOTOPOTO IUIAHUPYETCS OCYIIECTBITh B Poccuiickoii denepannu,
MPE/ICTaBIIEMO Ha MepeperucTpalmio, cornacHo npunoxeruto N 10 k HacTosmel MeToauke;

0) cBemeHMH O CcpenHEB3BEIIEHHON (aKkTUUeCcKOW IIeHe BBO3a JIEKAPCTBEHHOrO Mpemnapara
MHOCTPAaHHOTO MPOU3BOJICTBA, pexycMOoTpeHHbIX Npunoxedvem N 10.

47. Ilepepeructparusi MpeAeabHON OTIYCKHOM IIEHBI HAa JICKAPCTBEHHBIM Ipenapar WHOCTPAHHOTO
MIPOU3BO/ICTBA, MIEPBUYHAS U (MJIM) BTOPUYHAS YMAKOBKAa KOTOPOTO OCYIIECTBISETCA WIM MEPBUUHYIO U (MIIN)
BTOPUYHYIO YIIAKOBKY KOTOPOrO IUIAHMPYETCA OCYIeCTBISATh B Poccuiickoih denepannu, Ha J€KapCTBEHHBIN
rpenapar OCyIECTBISETCS HA OCHOBAaHUU:

a) CBEJCHMIA, IPEayCMOTPEHHBIX MPpUnoxeHnemM N 2 k HacTOsIIeH METOIUKE;

0) oOocHOBaHHA pacdeTra MpeeNbHOI OTITyCKHOW IIEHBI Ha JIKAPCTBEHHBIN IpernapaTr WHOCTPAHHOTO
MMPOM3BOJICTBA, B TOM YHCIE TepBUYHAS M (WJIM) BTOPUYHAS YIAKOBKA KOTOPOTO OCYIIECTBISIETCS WIIH
MIEPBUYHYIO U (W) BTOPUYHYIO YITAKOBKY KOTOPOTO TUIAHUPYETCS OCYIIeCcTBIATh B Poccuiickoit Meneparum,
NPE/ICTaBIIEMO Ha IIepeperucTpalmio, npeaycMorpeHaoro npunoxerdvem N 10 k HacTosmed MeToauKe.

48. TlpenenpHast OTIyCKHas LI€HA Ha JIEKApPCTBEHHBIN MpemnapaT WHOCTPAHHOTO MPOU3BOACTBA, B TOM
yucie NepBUYHAas M (WIM) BTOPHYHAs YMAKOBKa KOTOPOIO OCYIIECTBISICTCS WM TEPBUYHYIO M (WIJIN)
BTOPUYHYIO YIIAKOBKY KOTOPOro IUIAHMpYETCs oOcylecTBiusaTh B Pocculickoii @enepauuu, IOpu ee
nepeperucTpalyy NOAJIEKUT YBEITUUSHHIO TIPU COOIIIOICHUH CIEAYIOMINX YCIOBUI:

a) eclii pocT KypCa HAMOHAJBHOW BAIOTHI KaXIOTO TOCYJapCTBa-IPOU3BOAUTENA K PyOsII0 CO JTHSA
MIPUHSATHSA PELICHUSI O TOCYAAPCTBEHHON PErHCTpalyy WK MepeperucTpaly MpelelbHOl OTIMYCKHOM LEHBI
NPOU3BOAMTENS HA JIEKAPCTBEHHBIN Mpenapar 1o OTHOUIEHUIO K KypCy HALIMOHAJIBHOM BAJIFOTHI 10 I€HB MOJA4YH
3asiBIIEHUSI O TOCYNAapCTBEHHOW TepeperiucTpalii TMPEBbIMAeT MPOTHO3UPYEMBIH YPOBEHb HHMIAINM,
YCTAaHOBJICHHBIN Ha TEKYIIUH Toa efeparbHbIM 3aKOHOM o deaepaibHOM OrOKETe Ha COOTBETCTBYFOIIHIA
(HHAHCOBBINM TOJM M IUIAHOBBIN MEpHOA (32 HCKIIOYEHHEM CITydaeB, MPEayCMOTPEeHHbIX ab3auem TpeTbum
nyHkTa 36 Ipasun);

0) ecnum cpenHeB3BelleHHas (aKkTHUECKass LI€HAa BBO3a JIGKAPCTBEHHOTO mpemapara (it
JIEKapCTBEHHOTO TMpernapaTa HHOCTPAHHOTO NMPOM3BOACTBA, NMEPBUYHAS U (WIHM) BTOPUYHAS YIIAKOBKA KOTOPOTO
OCYIIECTBIISIETCA WIN NMEPBUYHYI0 M (MJIM) BTOPUYHYIO YIAKOBKY KOTOPOTO IUIAHUPYETCA OCYILECTBIATH B
Poccuiickoii ®denepanuu, NPUMEHSETCS CpPEIHEB3BEIICHHAS ()aKTUYeCKas OTIYCKHAs IICHA) 3a OTYCTHBIH
nepuo, mpexycMoTpenHbiit NyHKTOM 40 IlpaBui, ObUTa HUKE 3apPETHCTPUPOBAHHON HA 3TOT MEPHOJ LICHBI HE
Ooyiee 4YeM Ha MPOTHO3UPYEMBIH ypOBEeHb HMH(ISINK, YCTAHOBICHHBIH Ha TEKyIIMH rox oefeparbHbiM
3aKOHOM 0 ¢enepanbHOM OFOJKETE HAa COOTBETCTBYIONIHI (PMHAHCOBBIN TOJI U IJIAHOBBIH MEPUO/T;

B) €CIIM TIpefieNibHas OTIYCKHAs IleHa Ha JeKapCTBEHHBIN MpenapaT MHOCTPAHHOTO MPOW3BOACTBA MPH
€e IMepeperucTpaluyd HE IPEBBILACT MUHUMAIBHYH) OTIYCKHYIO LIEHY Ha JIEKapCTBEHHBIH Ipernapar
WHOCTPAHHOTO TPOM3BOJICTBA B MHOCTPAaHHBIX TOCYJApCTBax, YKa3aHHBIX B MpuroxeHun N 3 k Hacrosmei
METOJIMKE, ¥ B CTPaHE MPOU3BOIUTEIIS, ONPENICIICHHYIO B COOTBETCTBUH ¢ Pasaenom VIl Hactosimeit MeToauku
Ha OCHOBAHUU pacyera, NpeaycMOTpeHHoro npuroxeHvem N 4 k HacTosIIel METOUKE, C YYETOM PACXOJI0B
IO yIJIaTe TAMOYKEHHBIX COOPOB 3a COBEPILEHHE TAMOKEHHBIX ONEpalMid, CBA3aHHBIX C BBIITYCKOM TOBapOB.

49. Ilpennaraemas K TepeperucTpallid IIpelenbHas OTIMYCKHas II€Ha Ha BOCIPOW3BEACHHBIN
JIEKapCTBEHHBIM MpenapaT HE MOXKET MpeBBIIIaTh OTIYCKHYIO IIEHY, PAcCUMTAHHYI0 B COOTBETCTBUH C
HACTOSIIECH METOIMKOII ¢ yueTom TpeboBanuii MyHKTa 33 [paBmui.

50. BenuumHa yBeNnMUYEHUS 3apEeTUCTPUPOBAHHOM MpENETbHONW OTIYCKHOM IIEHBI Ha JICKAPCTBEHHBIN
Ipenapar HHOCTPAHHOI'O IPOU3BOACTBA IIPH €€ MEPEPErUCTpaLui (YH) (TIPOLIEHTOB) C OKPYTJIEHHUEM J0 COTBIX

onpeaensieTcs mno Gopmye:
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H3_HCB1
VUM% KA |1 100%

rae Il - cpennessBeineHHas (akTHIECKas [EHA BBO3A JIGKAPCTBCHHOO NperapaTa HHOCTPAHHOTO

MPOM3BOJICTBA, BBE3EHHOTO 32 OTYECTHBINA MEpUOJ, MperycMoTpeHHbIH MyHKTOM 40 [lpaBui, paccuntanHas B
cootBercTBHU ¢ Pa3genom VI nacrosmeir Mmetonuku (pyomeii).

51. BenuumHa yBeJlMYEHMS 3apEerUCTPUPOBAHHOU MPENEIIbHOM OTMYCKHOM II€HBbl Ha JIEKapCTBEHHBIN
IperapaTr MHOCTPAHHOTO MPOM3BOACTBA, NIEPBUYHAS M (MJIM) BTOPUYHAS YIIAKOBKAa KOTOPOTO OCYIIECTBISETCS
WM TEPBUYHYI0 W (WIM) BTOPUYHYIO YIIAKOBKY KOTOPOTO IUTAaHHUPYETCS OCYIIECTBIATh B Poccuiickoii
Ddenepanuu, Npu ee MepeperucTpanud onpeaensercs no (Gopmyne, NpUBEACHHON B MYyHKTE 42 HacTosIIeH
METOJTUKH.

52. B ciydae ecnu 3a OTYETHBIH MEPUOJ, MPEAyCMOTpeHHbIH MYyHKTOM 40 IlpaBui, nexkapcTBEHHBIN
Ipernapar B paMKax OJHOIO PErucTPallMOHHOIO YAOCTOBEPEHMS BBO3WICA Ha TeppuTOpuio Poccuiickoit
®denepaiii WHOCTPAHHBIM MPOU3BOIUTENEM (MMIIOPTEPOM) M OTIPYKAJICS MHOCTPAHHBIM TPOU3BOAUTEINEM,
OCYIIECTBJISBIIMM IEpPBUUHYI0 W (MJIM) BTOPUYHYIO YIAKOBKY JIEKapCTBEHHOro mnpemnapata B Poccuiickoit
®enepannu, pacueT NMpereIbHON OTIIYCKHOM IEHBI MPOU3BOIUTENS MPU €€ MePeperucTpaly OCyIeCTBIIETCS
C OJIHOBPEMCHHBIM TPUMEHEHUEM CpEIHEB3BEIICHHON (aKTHUECKOH IIeHBl BBO3a W CPETHEB3BEIICHHOM
(hakTHYECKON OTITYCKHOM IICHBI JIEKAPCTBEHHOTO Mperapara.

OnHOBpEeMEHHOE TPUMEHEHHE CPEIHEB3BEIICHHOW (DaKTHYECKOH IEHBI BBO3a M CpeIHEB3BEIICHHON
(hakTHIEeCKOMN OTITyCKHOH IIeHBI JIEKAPCTBEHHOTO MpeTapaTa BMECTO MPUMEHEHHS OTIENbHO CpeIHEB3BEeIICHHON
(bakTHYecKOW IIEHBI BBO3a JIEKAPCTBEHHOIO TIperapara M OTHEIbHO CpEIHEB3BEMICHHOW (haKTHIEeCKOn
OTITyCKHOW TIEHBI JIEKAPCTBEHHOTO TpernapaTa MpeIyCMOTPEHO IMPH MEePEePErucTPaluy MpeAeTbHON OTITyCKHON
IIEHBI MPOU3BOIUTENS HA JICKAPCTBEHHBIN Mpenapar B CIydvasx, MPeTyCMOTPEHHBIX MYyHKTOM 36 IMpaBuin, mis
pacyeToB B COOTBETCTBHHU C NOAMNYHKTOM "6" nyHkTa 48, nyHkTamu 50 u 51 HacTosIeil METOIUKH.

X. Pacuer npeaebHON OTIYCKHOM 1I[eHbI IPOU3BOAUTEJIS HA JIEKAPCTBEHHbII Npenapar npu ee
NepeperucTpauuu B HeJsAX CHUAKCHUS

53. Ilepepeructpanusi B I€NAX CHW)KGHHS NPEJENbHOM OTIMYCKHOW II€HBI MPOM3BOAWTENS Ha
JIeKapCTBEHHBIN Ipernapar MpoBOIUTCS B CIy4asx, IPEIyCMOTPEHHBIX NMOANYHKTOM "a" nyHkTa 44 Ilpasui, B
CBS3M CO CHIDKEHHEM IIeHBl B HMHOCTPAaHHOW BaJIOTE Ha JIEKAPCTBEHHBIM Nperapar B WHOCTPAHHBIX
rOCyJIapcTBax, yKa3aHHBIX B MpurioxeHur N 3 Kk HacTosedl MeToAuKe, U B CTpaHe MPOM3BOJUTENS Ha
OCHOBaHWH pacyera, HpeaycMOTpeHHoro npurioxeHvem N 4 k HacTosimedl MeToAuKe, B Cliydae, eciu
paccuntaHHas B cOoOTBeTcTBMU ¢ pasgenom VIl Hacrosimeid MeTOAMKM MHUHHMANbHAs OTIYCKHAS IIeHA
MIPOM3BOAMTENS Ha JIEKAPCTBEHHBIM MpemnapaT C Y4YeTOM pacXOJOB IO yIIaTeé TaMOXXEHHBIX COOpOB 3a
COBEpILICHHE TAMOKEHHBIX OIEpalfii, CBI3aHHBIX C BBIITYCKOM TOBAapOB, HIDKE, YEM 3aperMCTPUPOBAaHHAS
npeaenbHas OTIYCKHAs LIeHa Ha JIEKapCTBEHHBIN Mpemnapar.

54. Tlepepeructpaiusi TpeAeIbHOM OTHYCKHOM IIEHBI BOCIPOU3BEICHHOTO, OHWOAaHAIOrOBOTO
(61omoI00HOT0) JIEKapCTBEHHOTO IMpenapara MPOBOAUTCSA B CIy4YasX, HNPEIyCMOTPEHHBIX MOAMYHKTOM "6"
nyHkTa 44 IlpaBwi, B CBS3M CO CHW)KCHUEM NPEACIBbHOW OTIMYCKHOW IIEHBI pe(epeHTHOTO JIEKapCTBEHHOTO
npenapara B ciydasx, MpeyCMOTPEHHBIX NOANYHKTOM "a" nyHkTa 44 [paBwu.

HepeperHCTpauHﬂ B ICIAX CHUWKCHHUA HpeIIeHLHOﬁ OTHYCKHOﬁ IIEHbI BOCIIPOMU3BEACHHOIO,
O0moaHamoroBoro  (OMOMOAOOHOTO) JICKAPCTBEHHOTO IIperapara OCyIIeCTBISICTCS B clydae, €CIH
3apeTUCTPUPOBAHHAS TIPECIIbHAS OTIYCKHAs IleHa BOCIPOM3BEICHHOTO, OMOAHAJIOrOBOro (OMOIOIOOHOTO)
JEKapCTBEHHOTO  TMpermapara  MpeBhIIaeT  IIeHy  pe(epeHTHOro  JIeKapCTBEHHOTO  Ipemapara,
MEPEPEruCTPUPOBAHHYIO B IIEJISIX CHIXKCHUS B COOTBETCTBHM C MYHKTOM 53 HacTosiied MeToauku. [Ipu aTom
IpelenbHas OTIYCKHAas II€HAa BOCIIPOM3BENIEHHOTO, OW0aHaIoroBOro (OMOMOJAOOHOTO) JIEKapCTBEHHOTO
mpenapaTa MOUICKUT CHW)KEHUIO N0 MHHMMAJIBHOW OTIYCKHOM ILIEHBI HPOM3BOAMTENS Ha pedepeHTHBIH
JICKapCTBEHHBIN MpernapaT B WHOCTPAHHBIX TOCYIApCTBAX, yKa3aHHBIX B NpuroxeHuu N 3 k Hacrosmiei
METOJMKE, ¥ B CTpaHe NPOW3BOJMTEINSI Ha OCHOBAaHMM pacdera, mperycMoTpeHHoro rnpunoxeHvem N 4 k
HACTOSIIEY METOIUKE.

55. Tlepepeructpanus NpPEACTbHOM OTIYCKHOW IICHBI Ha BOCIPOU3BEICHHBIN, OWOaHAIOTOBBIN
(buomoIo0HEII) JeKapCTBEHHBIN MpernmapaT WHOCTPAHHOTO TPOW3BOJICTBA, B TOM 4YHCIE MepBHYHAS U (VITH)
BTOPHYHAS YIIAKOBKAa KOTOPOTO OCYIIECTBISETCS WM TEPBUYHYIO W (MJIH) BTOPUYHYIO YIAKOBKY KOTOpPOTO
IUIAaHUPYETCA OCYILIECTBISATH B Poccuiickoil ®enepaniid, NOpPOBOJAUTCS B CIy4asix, MPESyCMOTPEHHBIX
nognyHkrom "B" nyHkTa 44 IlpaBui, Ha OCHOBAaHHHM JaHHBIX pacyeTa MPEICIbHBIX OTIYCKHBIX IIEH Ha
BOCITPOM3BEICHHBIC, OHOAHAIOTOBEIE (OMOMOMOOHBIC) JICKAPCTBEHHBIC TMpenaparbl, IPEICTaBIIEMbIX Ha
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rOCYJJApCTBEHHYIO PETHCTPAIMIO B COOTBETCTBUU ¢ MNpunoxeHneMm N 7 K HacTosimell METOJMKE B CBS3H C
rOCyIapCTBEHHOM perucTpaiueii BTOpoH LEHbl Ha COBMAJAIONIMN MO MEXKIyHAapOJIHOMY HEMaTEHTOBAHHOMY
HauMEHOBaHWIO, JIEKAPCTBEHHOW (opMe W MO3UPOBKE (KOHIEHTPAINH, aKTHBHOCTH B €IWHHUIAX JIEHCTBIS)
BOCITPOM3BEICHHBIN, OMOaHAIOTOBBIN (OMOITOAO0HBIH) JIeKapCTBEHHBIN ITpernapar.

[lepeperucrpanuss B WENAX CHIDKEHHS TPENEIbHONH OTIYCKHONW IIGHBI HAa BOCHPOHM3BEIACHHBIM,
OroaHaOTOBBI (OMOMOMOOHBIN) JIEKAPCTBEHHBIM MpenapaT WHOCTPAHHOTO MPOW3BOJICTBA, B TOM YHCIE
repBuYHas W (WIIM) BTOPUYHAS YIAKOBKA KOTOPOTO OCYIIECTBISETCS WM NEPBUYHYIO M (WJIM) BTOPUYHYIO
YIaKOBKY KOTOPOTO TUIAHUPYETCS OCYHIECTBIATh B Poccuiickoit denepannu, OCymIECTBISAETCS B CIIydae, eCIH
3apEruCTPUPOBAHHAS TPE/CNIbHAS OTIYCKHAsl [IEHA NPEBBIIAST IICHY, PACCUMTAHHYIO B KauyeCTBE IMPOCKTa
MPEEIbHON OTIYCKHOW IIGHBI Ha BOCIPOM3BE/ICHHBIN, OMOAHANOTrOBbIH (OUOIOMOOHBIN) JIEKAPCTBEHHBIH
mperapar B COOTBETCTBUU ¢ pasaernom |l macrosiieit metonuky.

56. [Ilepepeructpanus TMpeaeibHONH OTIMYCKHOW II€HBl BOCIPOM3BEACHHOTO OHMOAHAJIOrOBOIO
(O1omOA00HOr0) JISKAPCTBEHHOTO IMperapara IMPOM3BOJMUTENA TOCydapcTBa - uieHa EBpa3uiickoro
9KOHOMHYECKOTO COI03a MPOBOJIUTCS B CIyYasx, MPEAyCMOTPEHHBIX NMOAMYHKTOM "I nyHKkTa 44 IpaBun, Ha
OCHOBAaHWHY JaHHBIX pacdera MpeAeibHBIX OTITyCKHBIX IIeH Ha BOCIPOM3BEICHHBIE JIEKaPCTBEHHBIC TPEnapaThl,
MPECTABISIEMBIX Ha TOCYNAPCTBCHHYIO PETHCTPAIMI0 B COOTBETCTBHU C MpurioxeHnem N 7 k Hacrosmei
METOJIMKE B CBSI3M C TOCYJApCTBEHHOW pETHCTpalveil BTOPOH IIeHBl Ha COBMAMAIONINHA MO0 MEXAYHAPOJTHOMY
HEMaTeHTOBAaHHOMY HANMEHOBAHHIO, JIEKapCTBEHHOW (QopMe U M03MpOBKE (KOHIEHTpAIMH, AKTHBHOCTH B
eAVHUIAX JISHCTBUsI) BOCHPOM3BEACHHBIH OWOAHANOTOBEIM (OMOMOMOOHKIN) JIEKapCTBEHHBIH Npenapar
MIPOM3BOIUTEINS TOCYAapCTBa - WieHa EBpa3uiickoro 3KOHOMHUYECKOTO COI03a.

[lepeperucrpanuss B IENSX CHWKCHUS TPEICIBHOW OTIIYCKHOW IIEHBl BOCIPOU3BEIECHHOIO
Ounoananoroporo (OMOMOJOOHOr0) JEKAaPCTBEHHOTO TMpenapara MPOW3BOAMTENS TrocynapcTBa - 4ieHa
EBpasuiickoro 5KOHOMHYECKOTO CO03a OCYLIECTBISETCS B Cilydae, €ClIM 3aperUCTpUpOBaHHas IpeneibHas
OTITyCKHAs IleHa TPEBBINIAET IEHY, PACCUMTAHHYIO B KauecTBE NMPOEKTa MpeAeTbHOH OTIMYCKHOW IIEHBI Ha
BOCIIPOM3BE/ICHHBIN JIGKAPCTBEHHBIM Tpermapar MpOW3BOJUTENST TOCyAapcTBa - 4ieHa EBpa3uiickoro
KOHOMHYECKOI'0 COI03a B COOTBETCTBHHM ¢ Pa3fersiom |l Hacrosimneii METOAUKH.

57. IlpenenvHasi OTMyCKHasd II€HA Ha JIEKAPCTBEHHBIM Mpenapar MpPU MEpPEeperucTpalud B LENax
CHIDKEHHUSI YCTaHABJIMBACTCS IS KaXKIOTO TPOU3BOJUTENS B PaMKaX PErHCTPAIIMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO Mpenapara B COOTBETCTBHH ¢ TpeOoBaHUsIMU MYHKTOB 27, 28 u 32 Tlpaswui.
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CBEJEHUSA

MpunoxeHne N 1

K MeToAuKe pacyeTa npeAenibHbIX OTNYCKHbIX
LieH npou3BoauTerien Ha sieKapCTBeHHbIe
npenapartbl, BKNOYeHHble B NepevyeHb XXU3HEeHHO
Heo6Xo0AMMbIX U BaXXHEMLUUX JIeKapCTBEeHHbIX
npenapaToB AN MeAULMHCKOro NpUMeHeHusA

0 HAJIMYIHUH 3aPETUCTPUPOBAHHBIX NMPEACIbHBIX OTIIYCKHBIX HEH 3asiBJASAEMOI0 JIEKAPCTBEHHOT'0 npenapaTal

(HaI/IMCHOBaHI/IC OpI‘aHI/IBaL[I/II/I-3a}1BI/ITCII$I)

I. CBenenusi 0 jeKapcTBEHHOM Npenapare

1. Homep perucTpaiimoHHOTO yIOCTOBEPEHUS

2. MC)KILYHapOI[HOC HCIMMATCHTOBAHHOC, UJIU T'PYIITUPOBOYHOC, UJIU XUMHUYECKOC HAMMCHOBAHUC

3. ToproBoe HanMEeHOBaHNE

4. JlekapcTBeHHas popma, J03UpOBKa (KOHIICHTPAIHS, aKTUBHOCTh B SIMHUIIAX JCHCTBUS)

5. O01iee KOJIMYECTBO BO BTOPUYHOH (MTOTPEOUTENBCKO) YITaKOBKE

Brnanenern JlekapcTBeHHast KonuuecTBo Bo Jata u HOMep TpuKasza | 3aperucTpupoBaHHas NpeAebHas OTIYCKHAs [IeHa IPOU3BOAUTEIS Ha
PETUCTPALIMOHHOTO dopma, BTOPUYHOMN 0 roCy/IapCTBEHHOM nekapctBeHHbIH npenapat (6e3 HIC), pyOunei
YIAOCTOBEPEHUS], JI0O3UPOBKa (ToTpeOUTENHCKON) perucrpauuu 32 BTOPHUHYIO pacuer 3a ofiHy pacueT 3a eMHKILY
MPOMSBOHTEID, (xoHueHTpaiy, YHaKoBKe (nepeperHCTpaELHH) (MOTPeOUTENBCKYIO) | JIEKAPCTBEHHYIO | JEHWCTBYIOLIETO BEILECTBA
YIAKOBIIHUK, aKTHBHOCTb B MpeAebHOH VIIAKOBKY bopmy
opraHu3anys, eIMHHULAX OTITyCKHOM IICHBI
OCYILECTBIISIOIIAS JeHCTBUS)
BBIITY CKAIOLIU I
KOHTPOJIb
1 2 3 4 5 6 7
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II. Pacuer neHsbI

3HavyeHue, pacCUNTaHHOE UCXO U3 CPEIHETO
apu(pMETHIECKOTO 3HAYCHUSI TOCTETHUX
3apErUCTPUPOBAHHBIX IICH HA OJMDKANIIINE 10 3HAYCHHIO
KOJIMYECTBA JIEKAPCTBEHHOTO MpenapaTta BO BTOPUIHON
(OTpeOUTENBCKOI) yITaKOBKE 3asIBIIIEMOTO
JIEKApCTBEHHOT'O TIpenapara, yMHOKEHHOE Ha
KOJIMYECTBO JIEKAPCTBEHHOTO ITperapaTa BO BTOPUIHON
(mOoTpeOUTENECKON) YITAKOBKE 3asIBISIEMOTO

nekapcTBeHHoro npemnapara (6e3 HIIC), py6ureit”

3HaueHHE, PACCUUTAHHOE UCXOMS U3 CPEIHETO
apu(PMETUIECKOTO 3HAUYCHUS TTOCIICTHIX
3apEruCTPUPOBAHHBIX IICH Ha OJIMKAUIIHE 1O
3HAUCHUIO IO3UPOBKHU (KOHIICHTPAILIUU, AaKTUBHOCTH B
eIMHUIAX JEHCTBHUS) 3aBIIIEMOTO JIEKAPCTBEHHOTO
npenapara, yMHO)KEHHOE Ha KOJIUYECTBO €AUHUIL
JIEUCTBYIOUIETO BEMIECTBA 3asIBJIIEMOTO

nexapcTeHHOro0 npenapata (6e3 HIC), py6ueit’

PacueTtHas npeacjibHasd OTITYCKHAA IICHA 3asABJIACMOTr0
JICKApCTBCHHOT'O MIpC€riapaTa 3a BTOPUYIHYIO

(moTpebuTensckyo) ynakosky (6e3 HIC), py6uneii’

PykoBoguTtens

OpraHu3alnu-3asaBUTECIIA

(monmucek)

HWcnonuurens

(Tmommucek)

(pamunus,
UMsI, OTYECTBO

(TIpu HATTIHH )

(Tenedon, axpec MEKTPOHHOHN IMOYTHI)

(pammmus,
UM, OTYECTBO

(pu HATTMYMN)

(TenedoH, anpec AMEKTPOHHON MTOYTHI)

1
VYka3pIBaloTCsl CBEIEHHUs 000 BCEX PETMCTPALMOHHBIX YJOCTOBEPEHUSX, JIEKapCTBEHHBIX (popMmax, JO3MPOBKaX (KOHLEHTPALMAX, aKTUBHOCTH B €AMHHUIIAX
JEeWCTBUS), yIAaKOBKaX, Ha KOTOPBIC 3apETHCTPUPOBAHBI MPeJIe/IbHBIE OTITYCKHBIE LIEHBI 3asIBIIIEMOT0 JISKAPCTBEHHOTO TIpenapara.

* PaccunThiBaeTcs B Cilydae, yKa3aHHOM B NO/MYHKTE "a" MyHKTa 3 METOIMKM pacueTa HpeieNbHBIX OTIYCKHBIX IeH TIPOM3BOAMTENEH Ha JTeKapCTBEHHBIE
Mperaparsl, BKIIOYEHHBIE B TEPEUEHb JKM3HEHHO HEOOXOMMMBIX M BAKHEUIIHMX JIEKAPCTBEHHBIX IPENapaToB TSI METUIIMHCKOTO MPUMEHEHUS, YTBEP)KICHHOI
nocraHoBneHem IlpaBurensctBa Poccuiickort ®@eneparm ot 30 mas 2025 r. N 805 "OO yTBepX I€HWH METOJUKH pacyueTa NpeAeNbHBIX OTIYCKHBIX IICH
MIPOM3BOJNUTENEH Ha JIEKAPCTBEHHBIE TPENapaThl, BKIIOUSHHBIE B MEPEYCHb )KU3HEHHO HEOOXOIUMBIX M BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB AJS MEAULUHCKOTO

pUMeHeHus "
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? PaccunThIBaeTCA B Cilyuae, YKa3aHHOM B MOANYHKTE "6" MyHKTa 3 METOJMKM pacyeTa IpeielbHBIX OTITYCKHBIX IIeH NMPOM3BOIUTENEH HA JeKApCTBEHHBIE
npenapaThl, BKIIOYCHHBIC B TEPCYCHb JKM3HEHHO HEOOXOAMMBIX M BaKHCHIIMX JIGKapCTBEHHBIX IMPEMapaToB Ui MEAUIMHCKOTO MPUMEHEHHS, YTBEPKICHHON
noctaHosneHnem IlpaBurensctBa Poccuiickoit ®epeparuu ot 30 mas 2025 1. N 805 "OO yTBep»KAEHHM METOJUKU pacueTa MpeIeNbHBIX OTIYCKHBIX IeH
MPOU3BOIUTEIICH HA JIEKAPCTBEHHBIC MPENaparhl, BKIFOUYCHHBIC B TIEPEYCHb KU3HCHHO HEOOXOIMMBIX U BaKHEHIIINX JICKAPCTBEHHBIX MPEMapaToB Ui MEAUIIMHCKOTO
MIPUMEHEHUs "

4 o
‘VKa3bIBaeTCsl pacueTHas MpefelibHasi OTITyCKHAs IIeHa JIGKAPCTBEHHOTO Ipemnapara il JO3UPOBKY (KOHIICHTPAIIWH, aKTUBHOCTH B €IUHUIAX JACHCTBUS) U
00I1Ier0 KOJIMYECTBA BO BTOPHUYHOM (IIOTPEOUTENILCKOI) YITaKOBKE, IPEACTABICHHBIX B MYHKTaX 4 u 5 pasgena | HacTosIero npuioxeHus.

MpunoxeHwue N 2

K METOAMKE pacyeTa npeaeribHbIX OTNYCKHbIX
LieH npou3BoauTerien Ha rieKapCcTBeHHbIe
npenaparbl, BKITIOYeHHble B NepeveHb XXU3HEHHO
HeobXoAMMbIX U BaXKHEULLUNX JIEKAPCTBEHHbIX
npenapaToB Ansi MegULMHCKOro NpuMeHeHus

Caenennst
00 00beMax M OTIYCKHBIX IleHAaX HaxoAsimuxcs B oOpamennu B Pocceniickoii ®egepanuu JiekapcTBEeHHBIX NMPeNapaToB MPOU3BOAUTENS TOCYAapCTBa - YWieHa
EBpa3zuiickoro 3k0HOMH4YeCKOro0 c0103a U JeKaPCTBEHHBIX MPeNapaToB HHOCTPAHHOIO MPOU3BOACTBA, MEPBUYHAS M (MJIM) BTOPMYHAS YIAKOBKA KOTOPbBIX
OCYLLECTBJIsIETCS WM NePBUYHYI0 U (WJIM) BTOPUYHYIO YIIAKOBKY KOTOPBIX INIAHMPYeTCsl ocyuiecTBJIATH B Poccuiickoii @enepauun

3a nmepuona ¢ Ir. mo F.l

(HaI/IMCHOBaHI/Ie OpI‘aHI/IBaL[I/II/I-3a$IBI/ITCJ'I$I)

I. CBenenns 0 JekapcTBEHHOM Ipemnapare

1. Homep peructpaiiiOHHOTO Y0CTOBEPEHUS

2. MC)KI[YHapOZ[HOG HCMMATCHTOBAHHOC, UJIU T'PYIITUPOBOYHOC, UJIU XUMHUYECKOC HAMMCHOBAHUC

3. ToproBoe HauMEHOBaHUE

4. JlekapcTBeHHas popma, J03UpoBKa (KOHIICHTPAIIKs, aKTUBHOCTh B €IMHUIIAX JICHCTBUS)

5. O0miee KOIMYeCTBO BO BTOPUUHOH (ITOTPEOUTENBCKOM) YIIaKOBKE
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II. Pacuer neHsbI

(6e3 HAC), pyouneit

KonnuecTBo otmymeHHoro CpenHeB3BelIeHHas 3apeructpupoBaHHas [IpoexT npenensHOM [Iporuosupyemsiit YBenuuenue
JIEKapCTBEHHOTO MpemnapaTa (hakTHUecKas OTIyCKHAsi | MpeaeibHAs OTITYCKHAs IICHA OTIYCKHOMU ILIEHBI 32 yYPOBEHb HHDIISAIUH, MpeaeabHOM
TBIC TBIC LI€Ha JIEKAPCTBEHHOT'0 JIEKapCTBEHHOTO Ipernapara BTOPUYHYIO YCTaHOBIICHHBIN HA OTIYCKHOU IICHBI,
' ' mpenapara 3a BTOPUIHYIO 32 BTOPUYHYIO (OTPEOUTENBCKYIO) TEKYIIUH TOJ, 2
YIaKOBOK pyOeit 6 6 o 5 TIPOLICHTOB
(MOTpeOUTENTHCKYIO) (moTpebuTETHCKYIO) YIIAKOBKY, ITPEJIOKEHHON Ha NPOLIEHTOR
ynakoBky (6e3 H1C), ymakoBky (6e3 HIIC), niepepeructpanmio (0e3
5 ) )
pybueit pyOneit HJC), pyoneit
1 2 3 4 5 6 7
II1. PeecTp OTIPYy30K J1€KAPCTBEHHOI'0 NIPeNapara 3a Hepuoj
c20__mo20__ron
ToproBoe HaMMEHOBaHUE [IpousBo- | HaumeHosa- Homep Hara Konuuectro Llena 3a ogny O0bem OcTaTOYHBII CPOK
(;mexapcTBeHHas Gopma, JTUTEIh HUE TOBapHOM TOBapHOM OTIYIIEHHOTO YIaKOBKY peanuzanuu TOJTHOCTH
JO3UPOBKA (KOHIIEHTpAIHS, [IOCTABIIMKA | HAaKIJIAIHON HaKJIaJHOM | JIEKQpCTBEHHOTO | OTMYIIEHHOTO | JIEKapCTBEHHOTO OTITYIIEHHOTO
aKTHBHOCTH B CIMHUIIAX mpemnapara, JIEKapCTBEHHOTO | Tpemnapara (6e3 JIEKapCTBEHHOTO
JIEACTBUS), KOJIMYECTBO BO YIIAKOBOK npenapara (6e3 H/C), ThIC. mpenapara,
BTOPHYHOM H/C), pyouneii pyOneit MIPOIICHTOB
(moTpeduTensCKoi)
YIaKOBKE)
1 2 3 4 5 6 7 8 9
Hroro 3 4
z pY
CpenHen3BeleHHas (pakTHUeCKas OTIIYCKHAS [IeHa JIEKAPCTBEHHOTO Mperapara 3a BTOPUYHYIO (MIOTPEOUTEIBCKYO) YITAKOBKY % s 1000/ DI

PykoBoaurens
OpraHu3aluu-3asiBUTEIIS

03.10.2025

Cuctema FTAPAHT

20




MocTtaHoBneHue MpaButenscTea Poccurickon ®enepauum ot 30 masa 2025 r. N 805 "O6 yTBEpXOEHUM METOAMKN pacyeTa NpeaeribHbIX OTMYCKHbIX LIEH MPOU3BOAUTENEN

(moammcp) (pammnus, (TenedoH, anpec IMEKTPOHHOH MTOYTHI)
WMS$1, OTIECTBO

(pu HATTMYMN)

Ucnomaurens

(moammcp) (pammnus, (TenedoH, anpec IMEKTPOHHOH MTOYTHI)
MMS$1, OTYECTBO

(npn HATTM4MN)

! OrTuerHbI MepHON HPH TOCYJAPCTBEHHOM PErMCTPALMH MPEIeibHON OTIYCKHOH LEHbl MPOM3BOMTENS HA JIGKAPCTBEHHbIH MpErapar ONmpeensercs B
COOTBETCTBHU € MMYHKTOM 26 IlpaBua rocyaapcTBEHHOH pErHCTpaldyl W TEePEeperucTpaliy MpelesbHBIX OTITYCKHBIX ILEH NPOW3BOIHUTENICH Ha JIEKapCTBEHHBIC
mpenapaTsl, BKIIOYEHHBIE B IMEPEUYCHb >KU3HEHHO HEOOXOAWMBIX W BaKHEWIIMX JICKAPCTBEHHBIX IPENapaToB AJS MEIMLIWHCKOTO NPUMEHEHHS, YTBEPKICHHBIX
noctaHosneHnem IlpaButensctBa Poccuiickoit deneparun ot 8 ampens 2025 r. N 462 "O rocygapcTBEHHOM PETyJIHMpPOBaHHUM LI€H Ha JIEKAPCTBEHHBIE MpernapaTsl,
BKJIIOYEHHBIE B II€pEUCHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEHININMX JICKAPCTBEHHBIX IPENaparoB Ui MEAWLUHCKOTO NPHUMEHEHHA", OTYCTHBIM Iepuoj Ipu
HepeperuCTpaIyy MPeAeIbHON OTITYCKHOM LIEHBI IPOU3BOIUTEIIS HA JICKAPCTBEHHBIH Mpenapar onpeaeseTcst B cooTBeTcTBuM ¢ MyHKTOM 40 yka3anHbIx [IpaBu.

3anoysHAETCS TPH TNEPEPErHCTPALUU MPENeNbHON OTIYCKHOM LEHBI IMPOU3BOAMTENS Ha JIEKAPCTBEHHBIM NpenapaT B clyyasX, HMPeIyCMOTPEHHBIX
noanyHktom "r" nyHkta 34 wm nyHkToM 36 IlpaBui rocyAapCTBEHHOI perucTpaluy W MEepPeperucTpalvy MPeAeibHBIX OTIYCKHBIX II€H MPOHM3BOAUTENCH Ha
JIEKapCTBEHHBIC IIpenaparhl, BKIIOUCHHbIE B IEPEUYEHb >KU3HCHHO HEOOXOIMMBIX M BaKHEHMIIMX JIEKAPCTBEHHBIX IPENApPaTOB Ul MEAUIMHCKOTO INPUMEHEHN,
yTBEpKIEHHBIX NOCTaHoBreHneM [lpaBurensctBa Poccuiickoit @enepanuu ot 8 ampesns 2025 r. N 462 "O rocyaapCTBEHHOM PETYJIMPOBAHUU LIEH HA JEKAPCTBEHHBIE
mpenapaTsl, BKIIOYEHHBIE B IEpEeYeHb )KU3HEHHO HEOOXOIUMBIX M BaKHEHIIINX JIEKaPCTBEHHBIX NPENapaToB Uil MEIUIIMHCKOTO TPUMEHEHUS "

? Vka3bIBaeTCs CyMMapHOE KOJNMYECTBO YIAKOBOK OTIYIIEHHOTO JEKAPCTBEHHOTO MpPENapaTa 3a OTYETHBIA MEPHOJ, MPETyCMOTPEHHBIH MYHKTOM 26 miu
nyHKTOM 40 TIpaBui rocy1apCcTBEHHONM PETHUCTPALIUH U TIEpEPETUCTPAIIMN TIPEICITBHBIX OTITYCKHBIX [IEH MTPOM3BOIUTENEH Ha JIeKapCTBEHHBIE MTPeTapaThl, BKIIIOYCHHBIC
B IepeueHb >KM3HEHHO HEOOXOAWMBIX M BAXKHEUIIMX JIEKAPCTBEHHBIX IIPEMapaToB Il MEIWLMHCKOTO TPHMEHEHHUS, YTBEP)KICHHBIX [1OCTaHOBIIEHUEM
[IpaButensctBa Poccuiickoit ®@enepaunn ot 8 ampena 2025 r. N 462 "O rocynapCTBEHHOM pPETYJIUPOBAaHUM LIEH Ha JIEKAPCTBEHHBIE INpeNapaThl, BKIIOUYEHHBIE B
nepeueHb KU3HEHHO HEOOXOMMBIX M BAXKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO MPUMEHEHHS " .

* Yka3bIBaeTcsi CyMMapHBIi 00hEM pealu3alyy JeKapCTBEHHOTo Hpenapata (B py6iIsax) 3a OT4ETHBIH HEpHOJI, MPETyCMOTPEHHBIH MYHKTOM 26 Mt MyHKTOM
40 IlpaBun rocynapCTBEHHOW PETHCTPAlMU M TEPEeperuCTpaliy NPEeTbHBIX OTITYCKHBIX II€H IPOW3BOJMTENCH Ha JIEKapCTBEHHBIC Ipenaparhl, BKIIOYCHHBIE B
MepevyeHb KU3HEHHO HEOOXOAUMBIX M BRXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB A MEAUIMHCKOTO IPUMEHEHHs, YTBEPKICHHBIX NNOCTaHOoBeHeM IlpaBurenscTBa
Poccuiickoit ®eneparun ot § ampens 2025 r. N 462 "O rocynapcTBEHHOM pETyJIUPOBAaHUM 1[€H Ha JIEKApCTBEHHBIE MpernapaTsl, BKIIOUEHHBIE B NepeueHb KU3HEHHO
HEOOXOIUMBIX M BXHEHIIINX JIEKAPCTBEHHBIX IPENapaToB Il MEIUILIMHCKOTO IPUMEHEHU "

MpumeyvaHwue. [ononautensHo B Gopme Tabnmynbix nanHeix (Excel) mpeacraBistorest nanHble 00 00beMax peaiu3alid JEKapCTBEHHBIX MPENapaToB 10
BceM (PaKTHUECKUM OTITyCKHBIM LIEHAM 3a OTYETHBIH NEPUOJ] B 3JIEKTPOHHOM BUJE.
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MocTtaHoBneHwue MpaButenscTBa Poccuiickon ®epepauun ot 30 mas 2025 r. N 805 "O6 yTBEpXOEHUM METOANKM

MpunoxeHne N 3
K METoAMKE pacyeTa npeaenbHbIX
OTNYCKHbIX LieH NpousBoguTenen Ha

JNIeKapCTBeHHbIe npenapaTbl, BKITIO4Y€eHHbIe

Ilepeuennb

B nepeyeHb XXU3HEHHO Heob6XxoaANMbIX
M BaXKHEMLUUX JNIeKapCTBEeHHbIX
npenapartroB And meanumMHCKoro
npuMeHeHus

HHOCTPAHHBIX IOCYaPCTB, B OTHOILIEHHH KOTOPBIX NpeAcTaBJ/sieTcss MH(popManus 00 ypoBHe
MHHHMAJIBHBIX OTIYCKHBIX LIEH HA JIEKAPCTBEHHbIE NPenapaThbl

. KoponescTBo benbrus

. Benrpus

. I'peueckas PecrrybOmnmka

. Koponescto Ucnanus

. KoponesctBo Hunepnangos
. Pecnybnuka [onbia

. Pymbinus

. CroBarikas PecryOnuka

. Typeuxkas PecmyOnuka

10. ®panmysckas Pecrybnuka
11. Yemickas PecnyGiinka

O 03N DN = W~
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Mpunoxenune N 4

K MeToauKe pacyeTa npeaesibHbIX OTNYCKHbIX
ueH I'IpOI/I3BO,E|I/ITeﬂeI7I Ha NeKapCTBeHHbIe

npenapaTtbl, BKINKO4YeHHbIe B Nepe4YeHb XKU3HeHHO

Pacuer
npeaeJbHOI OTIYCKHOI IeHbI MPON3BOAUTEISI HA JIeKAPCTBEHHBII NMpenapar, NpeacTaB/IsieMoii Ha TOCYAaPCTBEHHYIO PerucTPANIO (MepeperucTpanmnio)

(HanMeHOBaHNE OpPTaHU3ALNU-3aIBUTENS)

1. CBenenns o JiekapCcTBEeHHOM MpenapaTe

Heo6Xo0AMMbIX U BaXXHEMLUUX JIeKapCTBEeHHbIX
npenapaToB AN MeAULMHCKOro NpUMeHeHusA

1. HOMCp PErUCTPALIMOHHOTO YIOCTOBECPCHUA

2. MC)KI[yHapOI[HOC HCIMMaTCHTOBAHHOC, WJIU I'PYIITUPOBOYHOC, NJIM XUMHUYECKOC HAMMCHOBAHUEC

3. ToproBoe HauMEHOBaHUE

4. JlekapcTBeHHas popma, 103UpoBKa (KOHIICHTPAIIKS, aKTUBHOCTh B €IMHUIIAX JICHCTBUS)

5. O01ee KOJTMISCTBO BO BTOPHYHOH (ITOTPEOUTEIHCKOM) YIIaKOBKE

I1. Pacuer nensl

03.10.2025

Cuctema FTAPAHT

Kon MuHuManpHas OTIIYCKHAs LIeHa IIpoexT oTIyckHOI JlelicTByromas craBka CoOopsI 32 [IpoekT pacueTHOM
= n (v w
TH B3 MIPOM3BOANTENS Ha JICKAPCTBEHHBII LIEHHI "TIOCTaBKa 6e3v TAMOIKCHHOMN MOMITHHEL TaMOKEHHOE MIpeIeTbHOM OTIMYCKHO IIEHBI
EADC Mperapar B CTpaHe IMPOU3BOUTEINS U B | OILIATHl TAMOYKEHHOM odopmiieHue, MIPOU3BOAMTENS C yIETOM
JPYTHX HHOCTPAHHBIX FOCY/IAp J—— MOIIIMHEI B COOPOB 32 py6ne1712 pPacxoJIoB 10 yIuiaTe
TaMOKEHHOE TaMOKEHHBIX COOPOB 3a
HalMEHOBaHHE 1eHa, pyoiei . MNPOIICHTOB Onei
> PY' odopmenne", py6eii p py' COBEpIICHUE TAMOMKEHHBIX
HMHOCTPAaHHOTI'O 2 onepaunui, CBSI3aHHbIX C
rocyaapcraa BEIITyckoM ToBapoB (6e3 HJIC),
pyOueit
1 2 3 4 5 6 7 8
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I11. CBenenust 00 ypoBHe MUHUMAJIBLHBIX IIeH
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MocTtaHoeneHue MpasuTtenbcTBa Poccuiickon ®eaepauum ot 30 masa 2025 r. N 805 "O6 yTBepaeHUM METOAMKU pacyeTa NpeaeribHbIX OTMYCKHbIX LIEH NPOU3BOAUTENEN Ha flekapCTBEHHbIE NpenaparThl, BKIIOYEHHbIE B NepeYeHb XXN3HEHHO

Toprosoe | JlexapcTsen- | KommdecTso | MuHuMalnbHas OTMyCKHAs LicHa o MHHHMAaTbHAs OTITYCKHAS LIEHA POU3BOIUTENS Ha JICKAPCTBEHHEIH IIpenapar, pyoeit’
HauMeHO- | Hasg (opMa, BO rpadam 7-18, pyOneit
BaHue JLO3HpOBKA BTOPHAHOH 3a pacuer 3a | pacuer 3a | Koponesc- | Benrpus | I'peueckas | Koponesc- | Koponesc- | Pecniy0- | Pymbinus | Crnopan- | Typenkas | ®@paniys- | Yemickas |  Crpana
nekapcT- | (KoHIEHTpa- | (moTpebute-
. YIAKOBKY OJIHY E€UHUILLY TBO Pecmy6- TBO TBO JIMKa Kast Pecny0- cKas Pecniy06- | mpousso-
BEHHOTO nus, JILCKOH ) N
neKkapcT- | JeucTBy- | benbrus JINKA Ucnanua | Hupepna- | Ilosbia Pecmy©0- JINKa Pecrry6- JINKa JATENS
npernapara | akTUBHOCTb B |  YIIAKOBKE
BEHHYIO OIIETO HJIOB TMKa JIMKa
eMHNLIAX
N dbopmy | BemiecTBa
JeicTBHS)
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18

03.10.2025
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HTorosnble 3HaueHUs

MuHuManbHas pacyeTHast
OTITyCKHas IIeHa
MIPOM3BOJUTENA 33 OJHY
JIEKapCTBEHHYIO (hopMy,

MuHuManbpHast pacueTHasi OTILyCKHasI
LIeHA IPOU3BOAUTENS 32 SAUHUILY
JIEUCTBYIOLIErO BEMIECTBA

JIEKApCTBEHHOTO TIpenapara’,

MuHuMansHas OTIYyCKHAs IieHa
MPOU3BOAUTENS HA JICKAPCTBEHHBIN
npenapar B CTpaHe MPOU3BOAUTENS U
B JIPYTHX CTpaHax (C y4eToM

HazBanue ctpansl ¢
MUHUMAaJIbHONW OTITYCKHOM
LIEHOH Ha JIEKapCTBEHHBIN

6
npemnapar’

OcobennocTu’

. . nepecuera Oneit
py6ueit’ pyoueii P )Py
IV. Kypc BamoT aJ1st pacyeTa MUHUMAJIbHBIX OTIYCKHBIX LIeH HA JIeKapCTBeHHbIE NMpenapaThbl
3a mepuoj ¢ I. o r.
Crpana HaumeHnoBanue BamoTh Cpeumit Kypc BamoTs’
1 2 3
PykoBoauTtenn
OpTaHU3alNU-3asIBUTEIIS
(moanucy) (pamunus, (Tenedon, axpec 3MEKTPOHHOH IMOYTHI)
WMS$1, OTYECTBO
(ipu HaTTYWH )
Hcnonuurens
(mommmucek) (pammmus,

HMSl, OTUECTBO

(pu HATTMYMN)

(TenmedoH, anpec AMEKTPOHHON MTOYTHI)

1 o
Vka3piBarorcs JaHHBIC N3 rpad)bl "MuHnMasbHas OTIIYCKHas IL€HA MNPOU3BOAUTCIIA Ha JICKAPCTBCHHBIMU IIPCIIApAT B CTPAHC IMPOU3ZBOAUTCIIA U B APYTIUX

cTpaHax (c y4eToM Iepecyera), pybiaei" mompasmena

HCIIOJIB30BaIaCh IJIsd pacucTa.

03.10.2025
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"Urorosrie 3HaucHUA" pasacia III macrosmero MPUWJIOKCHUSA U WHOCTPAHHOC TOCYAapCTBO, LICHA KOTOPOIoO

27



https://internet.garant.ru/document/redirect/107917/0

MocTtaHoBneHue MpaButenscTea Poccurickon ®enepauum ot 30 masa 2025 r. N 805 "O6 yTBEpXOEHUM METOAMKN pacyeTa NpeaeribHbIX OTMYCKHbIX LIEH MPOU3BOAUTENEN

> He 3amonHseTcs is JIEKapCTBEHHBIX IIPENapaToB MPOM3BOIMTENS TOCYNAPCTBA - uieHA EBPasHICKOTO SKOHOMHYECKOrO COK033a M JIEKApPCTBEHHBIX
IIperapaToB WHOCTPAHHOTO MPOM3BOJACTBA, NMEpBUYHAS U (WIM) BTOPUYHAs YMaKOBKAa KOTOPHIX OCYIIECTBIISETCS WIM TMEPBUYHYIO M (MJIM) BTOPUYHYIO YNaKOBKY
KOTOPBIX IJIaHUPYETCS OCYIIECTBIATh B Poccuiickoit @enepanun.

* PacueT 1eHbI IPOM3BOIMTCS ITyTEM NEPEcUeTa LEeHb! IeKapCTBEHHOTO MperapaTa B HHOCTPaHHOM BalioTe B py6mu mo KypCy, ykaseiBaemoMy B pasaerne |V
HACTOSIIErO MPUIIOKEHUS.

4 PaccumThIBaeTCA B Clydae rOCYIApCTBEHHOM perucTpanuy (epeperucTpamyn) mpeieibHOil OTIyCKHO IeHb! HA IeKapCTBEHHbIH MPENapaT ¢ KOMMYeCTBOM
JIEKapCTBEHHOTO Mpernapara BO BTOPUYHOH (IIOTPEOUTENHCKON) yITaKOBKe (KOJIMYECTBOM JI03 B YIIAKOBKE, 00BEMOM), KOTOPOE OTCYTCTBYET B pe(pepEHTHBIX CTpaHaXx.

> PaccunTHIBaeTCA B CIydae rOCYJAapCTBEHHOH perncTpamuu (IepeperucTpaiun) IpeeabHOi OTIYCKHOMH HeHbl Ha JeKapCTBEHHBIH TIperapar ¢ J03HPOBKOIL
(KOHIEHTpalLUel, aKTUBHOCTBIO B IMHUIAX JIEHCTBUS ), KOTOpasi OTCYTCTBYET B pepepeHTHBIX CTPaHaX.

6 9 o o o
Yxa3pIBaeTCsl Ha3BaHUE CTPaHbI, OTIYCKHAS LIeHa Ha JICKAPCTBEHHBIN Ipenapar B KOTOPOH SIBJIIETCS MUHUMAJILHON Cpely 1IeH Ha JIGKapCTBEHHBIN penapar B
peepeHTHBIX CTpaHax.

7 o
B cimyuyae ecnu 1eHBI B OTAEIBHBIX CTpaHaX OMNPEACIAIOTCS HAa OCHOBE MEXIOCYIAPCTBEHHBIX COIJIAIICHWH IO BOMPOCaM IOCTABKH JIEKAPCTBEHHOTO
mpemnapara, He0OXOIUMO yKa3aTb 0COOEHHOCTH (YOPMHUPOBaHUs 3THX LeH. [Ipy 3TOM He yYUTHIBAIOTCS IIEHBI Ha JICKAPCTBEHHBIC NPEMAapaThl, HOCTABISIEMbIC 33 CUET
MEXIyHapOIHBIX (PMHAHCOBBIX OpraHu3auuii (GoHIOB) MO peuIeHno BceMupHoii opraHu3anyy 3paBooXpaHeHuUsI.

8 % ) ) % v

PaccunrtniBaercs 1o cpeagneMy KypCyY HaIlMOHAJIBbHOHW BAJIOThI K py6J'IIO Poccuiickoi @euepaunn, YCTAaHOBJICHHOMY HeHTpaJ'IBHI:IM O0ankoM Poccuiickoi

(I)ez[epauml 3a 3 KaJICHAAPHBIX MCCAlld, MNPCAIICCTBYIOMUE MCCALY AaTbl NOAA4YU 3adBJICHUA, B LCIAX I OCY,Z[apCTBCHHOfI perucrpaluu Hin MNepeperucrpanun
OPCACIIbHBIX OTITYCKHBIX IICH Ha HeKapCTBeHHLIﬁ npemnapar.

MpunoxeHue N 5

K METOOUKE pacyeTa npeaesibHbIX OTNYCKHbIX
LieH npousBoaAuTenen Ha fieKapCTBEeHHbIe
npenaparbl, BKITIOYEeHHbIe B NepeYeHb XU3HEHHO
HeobXoAMMbIX U BaXXHENLLMX JNIeKapCTBEHHbIX
npenapartoB Ans MegULUHCKOro npuMeHeHus

Pacuer
npeaeabLHO OTIYCKHOM NMeHbl HA BOCIIPOU3BeleHHbII, 0M0aHAJOTOBbIi (0M0M000HBIN) JIeKAPCTBEHHbIH Npenapar, NpeacTaB/isieMoil HA rOCyIapCTBEHHYI0
perucrpanuio

(HanMeHOBaHNE OpPraHU3ALNU-3aIBUTENS)

I. CBenenns o JekapcTBEHHOM Npenapare
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1. Homep perucTpaiimoHHOTO y10CTOBEPEHUS

2. MC)KILYHapOI[HOC HCMMATCHTOBAHHOC, UJIU T'PYIITUPOBOYHOC, NJIU XUMHUYECKOC HAMMCHOBAHUC

3. ToproBoe HauMeHOBaHUE

4. JlekapcTBeHHas: popMa, T03UPOBKaA (KOHIEHTPALUs, AKTUBHOCTD B €TUHHULIAX ACHCTBHSA)

5. O0b1ee KOTMYECTBO BO BTOPHYHON (TTOTPEOUTENBCKOM) yITaKOBKE

1I. Pacuer 1eHLI

IIpousso- 3aperucTpupoBaHHas NpeenbHas OTIYCKHas [ieHa Ha peepeHTHBIH Koapopumu- | Koapduument | Ilonmxaromuii | Pacuetnas nmpenenbHas
JUTENb JIEKapCTBEHHBIN Mpenapar (I_Ipe q)) WM Ha JIEeKapCTBEHHBIH Ipemnapar ¢ €HT nepecuera ko3 duruent OTIIyCKHAas LI€Ha Ha
MaKCHMAaJIbHOM 3aperucTpUpPOBAHHON MpenenbHOM OTIycKkHOM nenoit (L ) fiepectera bacosxn (K mmn K ) BOCIIPON3BE/ICHHEIH,
M JO3UPOBKH (K mwm K o 010aHaIOTOBBIH
[} o
MIpOU3BO- | HAaMMEHOBAHUE | JIEKAPCTBEHHAsA | KOJMYECTBO 3aperucTpu- (koHLEeHTpa- 1 (6roron00HbIiT)
JIATEIIb JIEKapCTBEHHO- dbopma, BO BTOPUYHOH poBaHHas uu, @M) JICKapCTBCHHBIN
ro npemnapara JIO3UPOBKa (motpebute- | mpenenpHass | AKTUBHOCTH npemapat 6e3 HAC (I
(xoHIIEHTpAaIHS, JIECKOH) OTIIyCKHAast B CAMHUIAX w1 ),
aKTHBHOCTD B yIAKOBKE 1eHa 6e3 neicreus) (K P v
pyOneit
eIUHUIaX HJC
JeHCTBHS) A KlIM)
(Hpe(b n L] '
ol
)> pyOureii
1 2 3 4 5 6 7 8 9 10
PykoBoguteins
OpraHu3aLMU-3asIBUTENS
(moamwce) (pammmus, (TenedoH, anpec AMEKTPOHHON MTOYTHI)

03.10.2025
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Hcnonuurens
(mommucek) (pammmus, (TenedoH, anpec AMEKTPOHHOH MTOYTHI)
WMS$1, OTIECTBO
(pu HATTMYMN)
1 N
OnpenensieTcss B COOTBETCTBUU ¢ pasferiom |ll mMeromumku pacdera MpeneNbHBIX OTIMYCKHBIX IIEH MPOU3BOAUTENCH HA JIEKAPCTBEHHBIC MPEMapaThl,

BKJIFOUCHHBIC B MEPEUCHb )KU3HCHHO HEOOXOIAMMBIX U BaXKHEHIIMX JICKAPCTBEHHBIX MPENapaToB Jisi MEAUIUHCKOTO MPUMEHEHUS, YTBEPKIACHHOW MOCTaHOBIIEHNEM
IIpaBurenscTBa Poccuiickoit @eneparuu ot 30 mas 2025 1. N 805 "OO yTBepkKICHHH METOAMKH pacdeTa MpeaelbHBIX OTIMYCKHBIX II€H TPOWU3BOIUTEICH Ha
JIeKapCTBEHHBIE TIPETapaThl, BKIFOUCHHEIE B ITepeUeHb JKU3HEHHO HEOOXOAMMBIX U BAXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB ISt MEAUIIMHCKOTO IPUMEHEHHS " .

Dopmy.ibl

MpunoxeHue N 6

K METOOMKE pacyeTa npeaesibHbIX OTNYCKHbIX
LUeH I'IpOI/I3BO.E|I/ITeJ1917I Ha NneKapCcTBeHHbIe

npenapartbl, BKNMO4YeHHbIe B nepevyeHb X)KU3HeHHO

Heo6XoAMMbIX U BaXKHeMLLUUX JNeKapCTBEeHHbIX
npenaparoB AnAa MeaUuUMNHCKOro npuymMmeHeHunsA

pacuyeTa NOHUKAIIKUX KO3(P(PULIMEHTOB, IPUMEHsIEMbIX NIPU pacyeTe NpeaebHOM OTIYCKHOM IeHbI POU3BOAMTEJIS HA NIePBblil BOCIIPOM3BEACHHBbII,
OuoaHaoroBblii (0MONOA00HBIN) JIeKAPCTBEHHBII NMpenapar, a Tak:Ke BOCIPOU3Be/leHHbIH, 0M0aHAJI0T0BbII (01M0N0100HbII) OpdaHHBbIH JeKapCTBEeHHbIH
npenapar, HpeACTaBJIsIeMOi Ha rOCyJapCTBEHHYI0 PerucTpanuio

3aperucTpupoBaHHas IpeaeIbHas ITormxaromnuit KO3 GUITUEHT I pacdeTa ICHBI Ha TIEPBBIMA ITonmxaromnuiit KO3 GUITUEHT I pacdeTa IEHBI Ha TIEPBBIMA
OTIYCKHasl LIEHa 3a BTOPUYHYIO BOCIIPOU3BEACHHBIN JIEKAPCTBEHHBIN Mpenapar (KrI W KHM OroaHanoroBsIil (OMOMOIOOHEII) JTeKapCTBEHHBIN Mpenapar, a
(IOTPEOUTENBCKYI0) YITAKOBKY ) TaK)Ke BOCIPOU3BE/ICHHBIN, OM0aHAIOTOBKIH (OMOTIOJOOHBIN)
JIEKapCTBEHHOTO Tpernapara, pyoseit opGaHHBII JIEKapCTBEHHBIH penapar
(L[loeGIJ W HM) (K11 W KHM)
MIPOU3BOAUTENS TOCYIAPCTBA - WHOCTPaHHOTO MIPOU3BOAUTENS TOCYIAPCTBA - MHOCTPaHHOT'O IIPOU3BOJICTBA,
uyineHa EBpazuiickoro IPOU3BOJICTBA, yneHa EBpasuiickoro |
MIPOIICHTOB
9KOHOMHYECKOT'0 COI03a, ) 9KOHOMHYECKOT'0 COI03a, p
MPOLICHTOB
MPOLICHTOB MIPOLICHTOB
03.10.2025 Cuctema FTAPAHT 30
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o 100 pyGueit 0 0 0 0
(BKITIOUUTEITHHO)
Or 100 o 500 py6neit 0 4x (H " )0,24 10 0 0
(BKJIFOYHUTENBHO) P
WIN
4 X (HM)0,24 _10
Ot 500 10 100000 py6ueit’ 3.6 (Hpe(b )0,23 ~10 4x (L[pec[) )0,24 ~10 0.6 % (prxb )0,34 5 0,39 % (Hpe(b )0,41 5
(BKIIIOYHTEIIBHO) 158105 WA WA WA
3,6% (I, )" -10 4x (10, )*** 10 0,6 % (IT,,)*** =5 0,39x (1T, )**' =5
Cerimie 100000 py0:eit 40 55 25 40

! JlekapcTBeHHBIE IpenapaThl MHOCTPAHHOTO IIPOM3BO/CTBA, B TOM UHC/IE HEPBUUHAS U (WIIH) BTOPHUHAS YAKOBKA KOTOPBIX OCYIIECTBIISETCS MIH MEPBUUHYIO
U (MJIM) BTOPUYHYIO YIIAKOBKY KOTOPBIX IUTAHUPYETCS OCYIIecTBIATh B Poccuiickoit deneparuu.

* B ciiyuae eClli PacCUMTaHHBIH MOHMKAIOMMI K0IQOUIMEHT NPEBBIIIACT MOHIKAIOMMH KO (HIMEHT, NPEIyCMOTPEHHBII IS LIEHOBOH KaTErOPUU CBBIIIE
100000 py6meii, mpuMeHsIeTCS TIOHMKATOITIN K03 PHUITUEHT, MPeayCMOTPEHHBIH s 1eHOoBOM KaTeropun cBbie 100000 pyOieid.

MpunoxeHue N 7

K METOOMKE pacyeTa npeaeribHbIX OTNYCKHbIX
LeH npou3BoauTerien Ha fieKapCcTBeHHbIe
npenaparbl, BKIIIOYEHHbIe B NepevyeHb XXU3HEHHO
Heo6XoAMMbIX U BaXXHEMLUUX JIeKapCTBEeHHbIX
npenapaToB st MegULUUHCKOro NnpuMeHeHust

Dopmy.ibl
pacyeTa NOHWKAIIIUX KOI(PPUUNEHTOB, MPUMEHsIEMbIX NMPHU pacyeTe NpeaebHOH OTNYCKHOH IeHbI POU3BOIUTEA HA BOCIPOU3BeeHHbI,
OuoaHAaJoroBbli (0MONMOM00HBIN) JIeKAPCTBEHHbIH Npenapar, NpeacTaB/aseMoil HA TOCYIaPCTBEHHYI0 PerucTpanuio

3apCI‘I/ICTpI/Ip0BaHHa$I npeacibHas
OTITyCKHasd II€Ha 3a BTOPUYHYIO

[Nonmxarommii K03(hUIHMEHT U1 pacueTa IeHbI Ha
BOCIIPOU3BECHHBIN JIEKAPCTBEHHBIN ITpenapar

[Monwmxkaromuii K03 GULKEHT AJIs pacyeTa IeHbl Ha
OuoaHanoroBbIil (OMOMOTOOHBIN) JIEKapCTBEHHBIH MpenapaT
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(OTPEeOUTENBCKYIO) YITAKOBKY
JIEKapCTBEHHOTO Ipernapara, pyoiei

K mwm K )

(K mm K )

MPOU3BOJIUTEINS TOCYAaPCTBA - HWHOCTPAHHOTO MIPOM3BOIUTEINS TOCYAAPCTBA - WHOCTPAHHOTO
I wmIl) p yAap p p ynap p
ped " unena EBpasuiickoro IPOM3BOJICTBA, unena EBpasuiickoro POU3BOJICTBA,
9KOHOMHYECKOTO COH03a, i HKOHOMHUYECKOTO CO03a, 1
HPONEHTOR MTPOIICHTOB HPOIEHTOR MIPOIICHTOB
Ho 100 pyGuneit 0 0 0 0
(BKJITFOUHTEITHHO)
Ot 100 mo 500 py6mneit (BKIIOYUTETHHO) 0.23 024 0 0
3’6X(Hpe¢) 4X(Hpe<b)
WIH WIH
3.6% (HM)O,zs 4x (HM)0,24
Ot 500 1o 100000 py6eii’ 023 0,24 0,34 041
(chJIIOIIIfTeJILHO) P 3,6 (Hpecb) 4x (Hpe(b) 0,6 (Hpe(b) 0,39 (Hpetb)
WIH WIH WM WIn
3,6X (HM)O,23 4>< (HM)0,24 0’6>< (HM)O,34 0’39>< (HM)0,41
Cerimie 100000 py0ieit 50 65 30 45

! JlekapcTBeHHBIE IIPENapaThl HHOCTPAHHOTO MPOM3BOICTBA, B TOM UMCIIE TIEPBHYHAS M (HJIM) BTOPHYHAS YIAKOBKA KOTOPHIX OCYIIECTBIISETCS MM HEPBUYHYIO
1 (MITM) BTOPUYHYIO YITaKOBKY KOTOPBIX IUTAHUPYETCS OCYIIECTBIATE B Poccuiickoit @enepanny.

* B ciyuae eClli pacCuUMTaHHBI MOHMKAIOMMI K0IQMUIMEHT NPEBbIIIACT MOHIKAOMMH KOd(Q(HIMEHT, IPEeLyCMOTPEHHBII IS LIEHOBOH KATErOPUU CBBIIIE
100000 py6mneit, mpuMeHsIeTCs MOHKAIONNHN Kod(hOUITUEHT, TIPeyCMOTPEHHBIH [Tl IeHOBOW KaTeropuu cBeitie 100000 pyoneit.

03.10.2025

Pacuer u 000cHOBaHME

Cuctema FTAPAHT

MpunoxeHue N 8

K METOOMKE pacyeTa npeaesibHbIX OTNYCKHbIX
ueH I'IpOI/I3BO.E|I/ITeJ1917I Ha NeKapCTtBeHHbIe

npenapartbl, BKNMO4YeHHbIe B nepevyeHb X)KU3HeHHO

Heo6XoAMMbIX U BaXKHEMLUUX JNeKapCTBEeHHbIX
npenaparoB AnAa MeaUnUMNHCKOro npuymMmeHeHunsA
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pacxo10B, CBA3aHHBIX ¢ pa3padoTKOii, MPOM3BOICTBOM M peaju3anueii JeKapcTBEHHOr0 Mpenaparta Npou3BoANTE/Isl rocyapcTsa - wieHa EBpasuiickoro
IKOHOMHUYECKOT0 01032, MPeCTABISIEMO HA MepPeperucTpanunio npeaeabHONH OTIYCKHOM IeHbI HA JIeKAPCTBEHHBII mpenapart

(HanMeHOBaHNE OpPraHU3ALNU-3aIBUTENS)

I. CBenenns o JJleKapcTBEHHOM MpenapaTe

1. Homep perucTpaiiuOHHOTO yIOCTOBEPEHUS

2. MC)K]IYHapOI[HOG HEMAaTCHTOBAHHOC, UJIU I'PYIITUPOBOYHOC, UJIU XUMHUYECKOC HAMMCHOBAHUEC

3. ToproBoe HauMEHOBaHUE

4. JlekapcTBeHHas popma, 103UpoBKa (KOHIICHTPAIIKS, aKTUBHOCTh B CIIMHUIIAX JICHCTBUS)

5. O011ee KOJTMIECTBO BO BTOPHIHOH (ITOTPEOUTETHCKOM) YITaKOBKE

03.10.2025 Cuctema FTAPAHT
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II. Pacuet nieHsbI

MocTtaHoBnenwne MNpaButenscTBa Poccuickon ®epepauum ot 30 mas 2025 r. N 805 "O6 yTBEp>XOEHUM METOAMKU pacyeTa NpeAenbHbIX OTMYCKHbIX LLeH NPOM3BOAMTENEN Ha NEKapCTBEHHbIE NMpenapaThl, BKITKOYEHHbIE B NEpPeYeHb KU3HEHHO HEOOXOOUMBIX U BaXKHENLLMX NIEKAPCTBEHHbIX NMpenapaToB AN MeAULMHCKOro NpuMeHeHus"

[Ipousso- [Ipsimble pacxoabl OO11enpoN3BOICTBEHHBIE PACXObI OO011ex031iCTBEHHBIE PACXOIbI TTpuGhis” PenrtabenpHOoCTh, | DakTHUEC- IIpoekr
JUTENb ) Kas OTITyCKHOM
MaTepHuabl CBIpbE 3apaboTHast 3apaboTHas JNIEKTPOIHEPTHS, | aMOPTHU3ALUA nmpoune pazpaboTka peanuzanus npoyune HPOIIEHTOB oTIyCKHas L1CHBI Ha
miara TertocHabxe- OCHOBHBIX MIPOU3BOJCTBEH- ., I
njiata p XO3AHUCTBCHHBIC IIecHa Ha JIEKapCTBEH-
00IIenTPOn3BOI- HUE, CpEICTB, 1 N
HEBIC BTOPUUYHYIO HBII
CTBEHHOI'O U BOJIOCHA0XXEHUE | HCIIOJIb3YEeMbIX
(motpebute- | mpemapar 3a
BCIIOMOTaTENb- U TOILJIMBO Ui
JIBCKYIO) BTOPUYHYIO
HOTO IIepcoHaa MIPOM3BOJCTBA
YIaKOBKY (motpebure-
(6e3 HJIC), JECKYI0)
.3
pyGueit YIIaKOBKY
(6e3 HIIO),
pyOuneit
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15
(hakt T1aH (dhakt 1aH (hakt 1aH bakt 1aH dakt IJIaH (hakt 1aH (hakt IJIaH (hakt 1aH (hakt IaH (hakt IJ1aH dakr TIaH (hakT IaH

03.10.2025

Cuctema F'APAHT
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PykoBoguTtens

OpraHu3alnu-3asABUTECIIA

HUcnonuurens

(TenedoH, anpec AMEKTPOHHON MOYUTHI)

(moamucy) (pamunns,
UMs, OTYECTBO
(pn HATTMYMN)

(moamwuce) (pammmus,

UM, OTYCCTBO

(pm HATTMUMN)

111 IlnanupyemMblii 00beM BbINMYyCKa JIEeKaAPCTBEHHOT'0 Npenapara,

(tenedon, axpec 3MEKTPOHHOHN IOYTHI)

ero yJejbHbIi Bec B 0011eM 00beMe NMPOU3BOIMMBIX JIEKAPCTBEHHBIX MPENapaToB, B HATYPAJbHOM U CTOMMOCTHOM BbIPa:KeHUHU

HanmMeHoBaHue Enunauna IInanupyemslit [Inanupyemsrit VY nenbHbIN BEC JIEKaPCTBEHHOTO YV 1ienbHBINA BEC JIEKAPCTBEHHOTO
JIEKapCTBEHHOTO TIperapara, M3MepeHus 00BeM BBITTyCKa, B | 00BEM BEHITYCKa, B mpenapara B 001eM oobemMe rpemnapara B o0meM oobeMe
JI03UPOBKA (KOHLIEHTPALHS, HaTypaJlbHOM CTOMMOCTHOM MIPOU3BOJNMBIX JEKaPCTBEHHBIX MIPOU3BOANMBIX JIEKAPCTBEHHBIX

aKTUBHOCTB B €IMHUIIAX BBIPaXCHUN BbIpaykeHHUH (0e3 MIpenaparoB, B HATypaJbHOM MIpenapaTroB, B CTOMMOCTHOM
NEHCTBHA) ¥ KOJMYECTBO BO (xomm4ecTBO HAC), pyouneit BEIPaXCHHU, TIPOIIEHTOB BeIpaxxernu (6e3 HIC), pyOuneit
BTOPUYHOMN €JMHHLL
(MOTpeOUTENHCKOM) YyIIaKOBKE, H3MEpEHMS)
MIPOU3BOANTEND
1 2 3 4 5 6
IV. KaabKyjasinus 3aTpaT MaTepuaJioB
MO NMPOU3BOJICTBY OAHON BTOPHUYHOI (MOTPeOUTENbCKOI) YIAKOBKH
(rpacha 2 pasgena Il HacTosiero npuJIoKeHust)
(HanMeHOBaHME Tpernapara, J03UPOoBKa (KOHIIEHTPALUsA, aKTUBHOCTh B €UHUIIAX IEHCTBHS),
KOJIMYECTBO JIEKAPCTBEHHOTO MpenapaTa BO BTOPHYHOH (MOTPEOUTENbCKOM) YIIaKOBKE)
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N Pacxonp! Ha Eaunauna Hopwma pacxona (cormacuo | Llena dakrtuueckoit 3akynku (6e3 HIC), CyMMa 3aTpaT Ha OJHY BTOPUUYHYIO
Marepuabl u3MepeHus | TEXHHYECKOMY PErlaMeHTy py6ueit’ (morpeburensckyro) ynakosky (0e3 HIC),
MPEaNPHUSITHS) pyoneii
1 2 3 4 5 6
(hakt TIaH ¢axr TUTaH (akr TJIaH

Hroro’
V. Onuch AOKYMEHTAIbHOI0 NMOJATBEPKIEHUSA PACX0/I0B HA MaTepHaIbl
(rpacha 2 pasgena Il HacTosiero npuJioKeHust)
HanmMeHoBaHue mMaTepuana HanMeHoBaHME OCTABIIMKA Homep u nata ToBapHOU HaKJIaJHOM, UM TPY30BOM TaAMOKEHHOM AEKIapalyy, WIK HHOTO BUJA
JOKYMEHTAJILHOTO MOATBEPKICHUS
1 2 3
daxT IJ1aH daxr TUTaH
VI. KaabkyJasiuus 3aTpaT Ha chipbe
10 NMPOU3BOJICTBY OJHON BTOPHYHOI (IOTPe0UTENbCKOI) YIAKOBKH
(rpadha 3 pasgena Il nacrosiero NpuJIoKeHns )
(HauMeHOBaHUE Mpemnapara, J03UPOBKa (KOHLIEHTPALK, aKTUBHOCTh B €AMHUILIAX EHCTBUS),
KOJIMYECTBO JIEKAPCTBEHHOT'O IIpenapaTa BO BTOPUYHOH (IOTPEOUTENbCKOM) YIIaKOBKE)
CraThH pacxo/i0B Ha CHIPbE Enunnna Hopma pacxona (cormnacHo Lena CyMmMa 3aTpat Ha OJJHY BTOPHYHYIO
M3MepeHus TEXHUYECKOMY PEIrJIaMeHTy axTHueckoii 3akynku (6e3 | (TOTPEOHTENIBCKYIO) ynaKkoBKy (0e3
TIPEATIPHUSTHS ) » HJIC), py0neit
HJC), pyGueii’ ’
1 2 3 4 5
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(hakr

IJ1IaH

¢akr TUIaH

cyOcTaHus

AKTrBHas (apMareBTHIecKas

BcnoMorarenbHbIe BellleCTBA

Uroro’
VII. Uudopmanus
00 akTHUBHOM (apManeBTHYECKOIH CyOCTAHINHT
(rpacha 3 pasgena Il HacTosiero npusioKeHust)
N HawnmenoBanue Y nennHBIN Bec [IpousBoauTenn Crpana TTocTaBmuk Ennnnia Ilena akTMBHOH (papMaIeBTHUECKOM
aKTUBHOU AKTUBHOU aKTUBHOMU MPOU3BOJICTBA aKTUBHOMU A3MEPEHUS cyOcTaHIny (C yIEeTOM pacxoaoB I10 yIiaTe
(hapmarieBTHUeC- | dapmareBTHIEC- | (hapMarieBTHICC- aKTUBHOU (hapmarieBTHYEC- aKTUBHOM TaMOXCHHBIX COOPOB 32 COBEPIIICHHE
KO cyOCTaHIIMM | KO¥ CyOCTaHITMHM | KO¥ cyOcTaHImu | (hapMmarieBThde- | Ko cyOcTaHuu | (apMareBTHIC- TaMO>KCHHBIX OTIEepaIlHii, CBSI3aHHBIX C
B CTaThe CKOM CKOH BBIITYCKOM TOBapoB), 6e3 HJIC
"Cripbe" 3a cyOcTaHmn cyOcTaHnnn
pbe™ 3 y I Y 1 B BAJIIOTE B pyOJisax (B mepecyere
OTUYETHBIN N
(yka3bIBaeTCsl BUJI | Ha JIaTy TAMOXCHHOM
nepuo, B
BaJIIOTHI) JeKJIapalyu, uiu
HaTypaJIbHOM o N
TOBapHOU HAKJIATHOMU,
BBIPKEHUU,
YT MTHOTO BHJIA
MIPOLICHTOB
JIOKyMEHTAJIEHOTO
TTOATBEPKICHUS )
1 2 3 4 5 6 7 8 9
daxT TUTaH daxT TUTaH daxT TUTaH (akr IJ1aH daxT IJIaH dakxT TUTaH (akr TUTaH daxT TUTaH
VIIIL. Onuck
JOKYMEHTAJBLHOI0 NMOATBEP:KIeHHs PACXO/I0B HA ChIPbe
(rpacha 3 pasgena Il HacTosiero npusoKeHust)
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HaumenoBanue apMarieBTH4eCKO CyOCTaHIMN
WM BCIIOMOTaTEIbHOIO BEIIECTBA

HanMmenoBanme IIOCTaBIIHMKaA

Homep u naTa ToBapHOU HAKIIAIHON WK I'PYy30BOI
TaMOXXECHHOHU JeKIIapaluu

1

3

(akr TUTaH

(hakr TUTaH

IX. PacmiudpoBka 3aTpar no crarbe "3apadoTrHas njara'

(rpadha 4 pasgena Il nacrosimero NpuJioKeHns )

HaumeHnoBaHuE CTpYKTYpHOTO MOAPA3AEIICHUS Ormara tpyna no 20 | CrpaxoBslie B3HOCHI 110 20 CrpaxoBsle B3HOCHI Ha Uroro (6e3 HAC), pyOneit
cuery, pyoneit cuery, pyGueit’ 00513aTeIbHOE COLUANBHOE
CTpaxOoBaHHUE OT
HEeCYaCTHBIX CIy4aeB Ha
MIPOU3BOJICTBE U
po(heCCHOHATBHBIX
3aboneBanmii o 20 cuery,
pyOaeit
1 2 3 4 5
daxr IJ1aH daxt IJ1aH daxT TUTaH daxT TUTaH
3apaboTHast 11ata pabOTHUKOB, 3aHITHIX
HETIOCPEACTBEHHO Ha MPOU3BOJCTBE JEKAPCTBEHHOTO
npenapara
Hroro
9
B pacuete Ha ofHY BTOPHYHYIO (TIOTPEOUTETBCKYIO) YITAKOBKY
X. Pacmingposka 3aTpar
(rpadpbl 5-8 pasaena Il nacrosimero npuJioKeHus)
PacuindpoBka 3aTpar no crarne '"'3apadoTHasi niara o01enpou3BoACTBEHHOT0 U BCIIOMOIaTeJILHOT0 MepcoHana'
(rpacha 5 pazgena Il HacTosiero npuJIoKeHust)
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Uroro (6e3 HAC), pyOneit

HaumeHnoBanue Ormnara tpyna no 25 | CtpaxoBble B3HOCHI 110 CrpaxoBble B3HOCHI Ha 00513aTeIbHOE COLUANBHOE
7| <10
CTPYKTYPHOTO cuery, pyounei 25 cuery, py6ueit CTPaXOBaHHE OT HECUACTHBIX CITyacB Ha POU3BOJICTBE U
Mo/Ipa3AeTICHUS npodeccroHanbHbIX 3a00eBanuii mo 25 cuety, pyoiei
1 3 4 5
(hakt IJ1aH ¢akr IJ1aH (hakt 12l ¢akr TUTaH
Hroro
11
B pacuere Ha 0HY BTOpHUUYHYIO (TIOTPEOUTENBCKYIO) YIAKOBKY

Pacuindposka 3aTpar no crarbe '"'JiieKTPOIHEPrusi, TeI1ocHA0KeHue, BOA0CHAOKEeHUE U TOIJIUBO"

(rpadha 6 pasgena Il nacrosimero NpuJioKeHns )

Cratbs 3aTpar

TTocTaBmuk

Croumocts ycnyr (6e3 HIC), py6uneit

1

2

3

¢axr

IJI1aH

¢axr IJIaH

1. DnexTposHeprus

2. TermmocHaOXeHne

3. BogocHa0xxenue

4. TorutuBo

Utoro

B pacueTe Ha O/[Hy BTOPUUHYIO (IIOTPEGUTENBCKYIO) YIAKOBKY

PacuiugpoBka 3aTpar no crarbe ' AMoOpTH3aLNs 0CHOBHBIX CPeICTB, HCIOJIb3yeMbIX JJ1sl POU3BOACTBA"

(rpadha 7 pasgena Il nacrosimero npuJioxKeHuns)

OcCHOBHBIE CpelICTBa

Awmoptuzanus (6e3 HIAC), pyOneit

03.10.2025
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¢akr

IJ1aH

¢akr

IJIaH

Htoro

B pacueTe Ha O/[Hy BTOPUUHYIO (IIOTPEOUTENBCKYIO) YIAKOBKY

Pacumiudposka 3aTpar no crarne "Ilpoune npou3BoacTBEHHbIE PACX0/bI"
(rpadha 8 pasgena Il nacTosiero NpuJIoKeHns )

N CraThs pacxosoB ITocraBuuk yciryru Croumocts yenyr (6e3 HAC), pyOneit
1 2 3 4
(hakr TUTaH ¢akr TUTaH (hakt IJIaH
Hroro
B pacueTe Ha OJ[Hy BTOPHUHYIO (IIOTPEOUTEIBCKYIO) YIIAKOBKY

XI. Paclun¢poska 3arpar

(rpadhbl 9-11 pasgena Il HacTosiero MPUJIOKeHMs)

Pacmmm¢poska 3aTpart no cratse ""Pazpadorka’
(rpacha 9 pasgena Il HacTosIEr0 MPUIIOKEHHUST)

Cratbst pacxo10B

ITocraBuiuk yciayru

Croumocts yenyr (6e3 HJIC), pyOaeit

1

2

3

¢baxT

IJIaH

daxT

IJIaH

03.10.2025
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grciie COOCTBEHHBIE PACXOBI IPEAIPUATHS

2. PeI‘I/ICTpaI_II/IOHHLIe npoucaypnl, B TOM YHUCJIC JOKIIMHUYCCKUC
HucciaCca0BaHn JICKAPCTBCHHBIX CPECACTB U KIIMHUYCCKUC
HCCICA0BaHUA JICKAPCTBCHHOTIO IIpLCIiapaTa

3. IIpoune pacxoas

Utoro

B pacueTe Ha O/[Hy BTOPUUHYIO (IIOTPEGUTENBCKYIO) YIAKOBKY

Pacmiudposka 3aTpart no crarbe "'Peanuzanus'
(rpadha 10 paspgena Il nacrosimero npuIOKeHus )

N CraThs pacxonoB ITocraBuiuk yciryr Croumocts ycnyr (6e3 HIC), pyoneit
1 2 3 4
¢akr IJ1aH ¢akr IJ1aH (akr IUIaH
Hroro
B pacueTe Ha OJ[Hy BTOPHUHYIO (IIOTPEOUTEIBCKYIO) YIIAKOBKY

PacuiugpoBka 3aTpar no crarbe "[Ipoune xo3siiicTBeHHbIE Pacxoabl"
(rpadha 11 pasgena Il nacrosimero npuIOKeHNs )

N Cratbst pacxoJ0B [TocTaBuuk yciyru CroumocTs yenyr (6e3 HIC), pyOueit
1 2 3 4
¢akr IJ1aH ¢akr IJ1aH (akr IJ1aH
Hroro
B pacuere Ha OJ[HY BTOPHYHYIO (ITOTPEGHTEIBCKYI0) YITAKOBKY

03.10.2025 Cuctema FTAPAHT
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! OtHOCATCS HA 3aTpaTrbl, KOTOPBLIC HAIIPSAMYIO HE CBA3aHbI C OCHOBHBLIM ITPOU3BOJICTBOM.

* Ipu6bLIs U peHTabenbHOCTs poayKiuH (rpadbl 12 n 13 pasaena || HacTosmero NPUIOKEHNs) ONPECIAIOTCS B COOTBETCTBHH C PA3AeMoM V MeToauKK
pacuera NpeAETbHBIX OTIYCKHBIX LIEH NPOU3BOAWTENCH Ha JIEKAPCTBEHHBbIC IpenapaThl, BKJIIOYCHHBIE B IEPEUCHb >KM3HEHHO HEOOXOIUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX IPENnapaToB A MEIUIMHCKOIO MPUMEHEHNUs, YTBEpkKACHHOM NocTaHoBreHnem IlpaBurtensctBa Poccuiickoit deneparnun ot 30 mas 2025 r. N 805
"O0 yTBEpXKICHWU METOJUKH pacueTa MNpeAeTbHBIX OTIYCKHBIX II€H TNPOU3BOJWTENCH Ha JIEKApPCTBEHHBIC MpenapaThl, BKIIOYCHHBIE B TIEpEUeHb JKU3HCHHO
HEOOXOIUMBIX M BXHEHIINX JIEKAPCTBEHHBIX IPENapaToB Il MEIULMHCKOTO IPUMEHEHU "

3 3amonHsIeTcs AT IeKapCTBEHHBIX TIPENapaToB, HAXOAUBIINXCS B 0OpaIeHHH Ha TeppuTopuu Poccuiickoii degeparu.

* B ciydae OTCYTCTBHS 3aKyIKH MaTepHAIOB, HEOOXOIMMBIX Ul MPOMU3BOACTBA KOHKPETHOTO JIEKAPCTBEHHOTO MpEMapara, MPeJCTABMISIOTCA CBEICHHS T10
AHAJIOTUYHBIM 10 CBOUM XapaKTEPUCTUKAM MaTepuaiaM, 3aKyIaeMbIM JUIsl IPOU3BOJICTBA WHBIX )KU3HECHHO HEOOXOJAMMBIX U BOXKHEHININX JIGKAPCTBEHHBIX MPENapaToB,
[IEHBI Ha KOTOpBIE PaHee 3aperUCTPUPOBAHEI.

> B pacuere Ha O/{HY BTOPHUHYIO (IIOTPEOUTENBCKYIO) YIIAKOBKY.

6 B cj1ydac OTCYTCTBHA 3aKYIIKU BCIIOMOT'AaTCJIBHBIX BCHICCTB, MCIIOJb3YEMBIX IIPHU MPONU3BOACTBE KOHKPETHOT'O JICKAPCTBCHHOI'O IIpfIiapara, NpeaACTaBIAIOTCA
CBCJICHUA IO 3TUM K€ BCIIOMOI'aTCJIbHBIM BEHICCTBAM, 3aKYIIa€MbIM I IIPOU3BOACTBA MHBIX XKU3HEHHO HCO6XOI[I/IMLIX ¥ BaKHEUIIIHNX JICKaApCTBCHHBIX IIPEIIapaTos,
ICHBI HA KOTOPBIC paHCC 3apCTUCTPHUPOBAHBI.

’ B pacuere Ha O/IHY BTOPUUHYIO (IIOTPEOUTENHCKYIO) YIIAKOBKY.
¥ YunrhIBaroTCS CTpaxoBble B3HOCHI HAa 0OS3aTENBHOE CONHATBHOE CTPAXOBAHHE HA CIydail BPEMEHHOIH HETPYHOCIOCOOHOCTH M B CBSI3M C MATEPUHCTBOM,
00s13aTeIbHOE IEHCUOHHOE CTPaXOBaHUE, 00513aTEIbHOE MEAUIIUHCKOE CTPaXxOBaHUE.

® PaccunThIBaeTCA IyTEM JENEHHS HTOrOBOrO 3HAaueHWs (B PyONfX) HA IUIAHMPYEMbIH MIM (DAaKTHUECKHH 00BEM BBIIYCKA NPENapaTa B COOTBETCTBHH C
pasgenom VIl meroguku pacyera mpenenbHBIX OTITYCKHBIX II€H IPOM3BOANTENIEH Ha JeKapCTBEHHBIE Npenaparsl, BKIIOYEHHbIEC B IEPEUCHb KU3HEHHO HEOOXOANMBIX
1 BaKHEUIIMX JIEKaPCTBEHHBIX MPENapaToB AJs MEAUIUHCKOTO MPUMEHEHUs], YTBEpKAEeHHOH nocTaHoBreHem I[paButensctBa Poccuiickoit denepaunu ot 30 mas
2025 1. N 805 "OO yTBepXkIeHHH METOAMKH pacuera MpelelbHbIX OTITYCKHBIX LIEH MPOM3BOAMTENICH Ha JIEKapCTBEHHBIC IMPENapaThl, BKIIOUEHHBIC B MEpEUCHb
KM3HECHHO HEOOXOIMMBIX U BOXHEHIINX JEKapCTBEHHBIX MPENapaToB Il MEIUIMHCKOTO IPUMEHEHUS "

' VyuTHIBAIOTCS CTPAaXOBBIE B3HOCHI HAa 00A3aTENbHOE COLMANBHOE CTPAXOBAHHME HA CIydail BPEMEHHON HETPYZOCIIOCOOHOCTH M B CBSI3H C MAaTEPHHCTBOM,
00s13aTebHOE IIEHCHOHHOE CTPaxOBaHKe, 00513aTEIbHOE MEUIIMHCKOE CTPaXOBaHHE.

"7 yxaspiBaeTcs (popMyIa, B COOTBETCTBUH C KOTOPOM PACCUHTHIBACTCS IEHA HA OIHY BTOPHUHYIO (IIOTPEOHTEIBCKYI0) YIIAKOBKY.

MpumeyvaHue. Jlomyckaercss BkimodeHue B pasfesl Xl HOMONHUTENbHBIX CBENCHHH, YYHUTBHIBAIOIIMX CHOCOO0 OTHECEHHs OOIICMPOU3BOACTBEHHBIX U
0011eX035CTBEHHBIX PACX0JIOB B COOTBETCTBHH C YUCTHOM IMOJIUTUKOMN OpraHU3aIlH.
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MocTtaHoBneHwue MpaButenscTBa Poccuiickon ®epepauun ot 30 mas 2025 r. N 805 "O6 yTBEpXOEHUM METOANKM

MpunoxeHne N 9

K MeToAuKe pacyeTa npefenbHbIX OTNYCKHbIX
LieH npou3BoauTerien Ha fieKapCTBEeHHbIe
npenapartbl, BKNOYeHHble B NepevyeHb XXU3HEHHO
HEeo6Xo0ANMbIX U BaXXHEWLUMX FIeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOro NpMMeHeHus

3HaueHUA
K03 PpuuHEeHTA IIEeHOBOM IPYNIIbI, IPUMEHSEMOI0 PH pacuyere MpeaebHbIX OTIYCKHBIX IeH
NMPOU3BOANTE/ICH HA JIeKAPCTBEHHbIE NPenapaThbl, MPeACTABAIEMbIX HA NePePerucTPannio

Lenosas rpymnma Koaddumnment nerosoit rpymmst (K
)
MPOIICHTOB
o 100 pyGureii (BKIIOUUTEIBHO) 100
Ot 100 o 500 py6uieii (BKIIOUNUTENBHO) 90
Ot 500 mo 1000 pyGteii (BKIIFOUUTEITHHO) 85
Ot 1000 no 3000 py6neii (BKIIOUUTEIBHO) 80
Ot 3000 no 5000 pyOneit (BKIIOYUTEIHHO) 75
Ot 5000 mo 10000 pyGieit (BKIFOUHATENBHO) 70
Ot 10000 mo 20000 pyOmeii (BKIIOYUTENBHO) 60
Ot 20000 mo 40000 py6ielt (BKITFOUNTEITHHO) 50
Ot 40000 mo 100000 py6sneit (BKIIOUUTETHHO) 40
Cerimie 100000 py0:eit 30
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MocTtaHoBneHue MpaButenscTea Poccurickon ®enepauum ot 30 masa 2025 r. N 805 "O6 yTBEpXOEHUM METOAMKN pacyeTa NpeaeribHbIX OTMYCKHbIX LIEH MPOU3BOAUTENEN

O0ocHoBaHuUe pacyeTa

Mpunoxenne N 10

K MeToauKe pacyeTa npeaesibHbIX OTNYCKHbIX
ueH I'IpOI/I3BOHI/ITeﬂeI7I Ha NeKapCTBeHHbIe

npenapaTtbl, BKINKO4YeHHbIe B Nepe4YeHb XKU3HeHHO

Heo6Xo0AMMbIX U BaXXHEMLUUX JIeKapCTBEeHHbIX
npenapaToB AN MeAULMHCKOro NpUMeHeHusA

npeae/ibHON OTIYCKHOM LEHbI Ha JIEKAPCTBEHHbIN NPenapaT HHOCTPAHHOIO NPOM3BO/ACTBA, B TOM YMCJe IePBUYHAas U (MJ1M) BTOPMYHAsI YIIAKOBKA KOTOPOro
OCYIIECTBJIAETCHA WU NEPBUYHYIO M (WJIH) BTOPUYHYIO YIIAKOBKY KOTOPOIo IJIAHUPYeTcsl ocylecTBJAATh B Poccuiickoii @egepanun, npeacraBiasieMoii Ha
nepeperucTpanuio,

3a Mepuoj ¢

. 110 I.

(HanMeHOBaHNE OpPTaHU3ALNU-3aIBUTENS)

1. CBenenns o JiekapcTBEHHOM MpenapaTe

1. HOMCp PErUCTPALIMOHHOTO YIOCTOBECPCHUA

2. MemayHaponHoe HCIMMaTCHTOBAHHOC, WJIK I'PYIITUPOBOYHOC, NJIM XUMUYECKOC HAMMCHOBAHUEC

3. ToproBoe HauMEHOBaHUE

4. JlekapcTBeHHas (popma, J103UpoBKa (KOHIICHTPAIIHS, aKTUBHOCTh B SIMHUIIAX JICHCTBUS)

5. O01ee KOTMIECTBO BO BTOPHYHON (TIOTPEOUTENBCKOM) YITaKOBKE

03.10.2025

Cuctema FTAPAHT

[IpousBoautens | HanmeHnoBanue KypC HalmoHabHOM BaIHOTHI CpenHeB3BenIeHHAS Benuuuna IIpenenpHast OTIyCKHAas 1IeHA 32 BTOPUYHYIO
(c ykasaHueM HalMOHATBHON TOCYIapCTBA-POU3BOAUTENS K PyOIIIO (hakTHIecKas meHa YBEITUYCHUS (morpedburensckyto) ynakoBky (6e3 HJIC),
cTamuHn BaJFOTHI (py©meit) BBO3a WJIH MpeenbHOM pyOuieit
rocynapcTBa- CpeIHeB3BeIICHHAS OTITYyCKHOM
POH3BO/ICTBA) yaap KypcC mpu Kypc npu MIPOLIEHT pea y 3aperucTpu- 5 MIPOLIEHT
TPOM3BOTEA roCy/lapCTBEH- | MEpeperu- | yBeNU4YeHUs daxHaecxas TCHE 4 SwIRICHHA YBEJIIMYCHHUS
. OTIIyCKHas LieHa 3 poBanHas
HOU CTpauun HpOHeHTOB‘
JIEKapCTBEHHOTO
perucrpanuu
(mocnenHeit npenapara, pyOaeit
peTucTpaIumn)
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MocTtaHoBneHue MpaButenscTea Poccurickon ®enepauum ot 30 masa 2025 r. N 805 "O6 yTBEpXOEHUM METOAMKN pacyeTa NpeaeribHbIX OTMYCKHbIX LIEH MPOU3BOAUTENEN

1 2 3 4 5 6 7 8 9 10

PykoBoguteins
OpraHu3alUU-3assBUTEIIS

(mommucek) (pammmus, (TenedoH, anpec AMEKTPOHHON MTOYTHI)
WMSI, OTYECTBO

(pu HATTMYMN)

Ucnomaurens

(moammcp) (pammmus, (TenmedoH, anpec IMEKTPOHHOH MTOYTHI)
WMS$1, OTYECTBO

(pn HATTMYMN)

! OruerHbIil MEPHON NMPH TIEPEPETHCTPALUH TIPEICIbHOIN OTIYCKHOMN IIEHBI MPOU3BOIMTENS HA JEKAPCTBEHHBIH MpPENapaT ONpENeNseTcs B COOTBETCTBHH C
nyHKTOM 40 TIpaBui rocy1apCTBEHHOM PETUCTPALIMH U TIEPEPETUCTPAIMU TPEACTBHBIX OTIMYCKHBIX I[EH MPOU3BOJUTENEH HA JEKAPCTBEHHBIC MPENapaThl, BKIIOYCHHBIC
B IMEPEUYCHb JKU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JICKAPCTBEHHBIX TPENapaToB JUIS MEAMIIMHCKOTO TNPUMEHEHUS, YTBEPXKICHHBIX [MOCTAHOBIIEHNEM
IIpaBurenscTBa Poccuiickoit @eneparuu ot 8 ampens 2025 1. N 462 "O rocymapCTBEHHOM pETYJHPOBAHHUM IICH HA JIGKAPCTBCHHBIE MpEMapaThl, BKIIOYCHHBIC B
repedeHb JKU3HEHHO HEOOXOANMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB Isi MEAUIIMHCKOTO IPUMEHEeHHS .

* Ilpu TepeperucTpaluy TPENeNbHON OTIYCKHOM IEHBI HA JIGKAPCTBEHHBIH NpEnapaT HHOCTPAHHOTO MPOM3BOJICTBA YKA3BIBACTCSA CpETHEB3BEIICHHAs
(akTHuecKkas IIeHa BBO3a JICKApCTBEHHOrO mpemapara. llpum mepeperucrpanuy NpeAeNbHOW OTHYCKHOHW LIEHbI Ha JIEKAPCTBEHHBIH IpernapaT WHOCTPaHHOTO
MIPOM3BOJICTBA, TMEpBUYHA W (WIM) BTOPUYHAA YMAKOBKAa KOTOPOTO OCYIIECTBJIAETCS WIM NEPBUYHYI0 MU (WIM) BTOPUYHYIO YMAKOBKY KOTOPOTO IJIaHHPYETCS
ocymecTBATh B Poccuiickoit denepanuy, yka3plBaeTCsl CpeIHEB3BEIICHHAs (aKTHUecKash OTIYCKHAs IIEHA JICKApCTBEHHOIo mpemnapara. JlomonHUTEeNnbHO B (opMe
tabanunbix JaHHBIX (Excel) mpeacraBnsioT maHHble 00 00beMax peajM3aluy JIEKAPCTBEHHBIX MpPENapaToB MO BceM (PaKTHUECKHM OTITYCKHBIM IIEHAM 3a OTYETHBIN
MEPHOJ B JICKTPOHHOM BHJIC U PacueT CPEJHEB3BCIICHHOHN (haKTUYEeCKON IIeHBl BBO3a WMJIM CPCIHEB3BCIICHHOUN (haKTUUECKON OTIYCKHOW IIEHBI JICKAPCTBEHHOTO
mpernapara, Mpou3BeICHHBIN ¢ y4eToM TpeboBanuii pasgena VI metoaukm pacyera mpeAelbHBIX OTIYCKHBIX IICH MPOM3BOJUTENEH Ha JIEKAPCTBEHHBIE MPENapaThl,
BKJIIOUCHHBIE B IIEPEUCHb KU3HEHHO HEOOXOANMBIX M BaYKHEHUIIMX JIEKAPCTBEHHBIX NPENapaTroB Il MEIUIHMHCKOTO IPUMEHEHHS, YTBEPKICHHON NOCTaHOBIIEHNEM
[IpaButensctBa Poccuiickoit ®@enepamuu ot 30 mas 2025 r. N 805 "OO yTBepKISHMH METOOUKH pacyeTa NpeNeNbHBIX OTIMYCKHBIX IIEH NPOU3BOAWTENEH Ha
JIeKapCTBEHHBIE TIPENapaThl, BKIIOYSHHbIE B IIEpEUEHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaToB sk MEAUIIMHCKOTO TPUMEHEeHN "

3 PaccuMTHIBA€TCA B COOTBETCTBUHU C MYHKTAMM 49 - 51 METOAMKH pacueTa NpeeibHbIX OTIYCKHBIX LIEH IPOU3BOIMTENCH HA JIEKaPCTBEHHBIC IIPENapaThl,
BKJIIOYEHHBIE B NIEPEUEHb KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIIMX JIEKAPCTBEHHBIX MPENapaToB Uil MEIUIMHCKOTO IPUMEHEHHs, YTBEPXKICHHOM MNOCTaHOBIEHNEM
[IpaButensctBa Poccuiickoit ®@enepamu ot 30 mas 2025 r. N 805 "OO yTBepKISHMH METOOUKH pacyeTa NpeneNbHBIX OTIMYCKHBIX IIE€H INPOU3BOAWTENECH Ha

03.10.2025 Cuctema FAPAHT 45


https://internet.garant.ru/document/redirect/411850974/1040
https://internet.garant.ru/document/redirect/411850974/0
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JICKaPCTBCHHLIC ITPEIIapaThl, BKIIOYCHHBIC B IICPCUYCHDb JKU3HCHHO HCO6X0):[I/IMBIX M BaXKHCHIITHUX JICKaApCTBCHHBIX IIpEriapaToB It MEAUIMHCKOI'O HpI/IMeHeHI/ISI".

IIpenenbHas OTHYCKHAas IieHAa IIPOU3BOJAUTENS HA JIEKAPCTBEHHBIM IIpenapar, 3aperuCTpPUpOBaHHas IO COCTOSHHUIO HA JAaTy IOJA4Yd 3asIBICHHS O
IIEPEPETUCTPALIUN IIPENEIBHOMN OTITYCKHOM LICHBI.

> 3asBiICHHAS K nepeperucTpaiu npeaciibHas OTIyCKHas [ICHa ITPOU3BOJUTCIIA Ha HeKapCTBCHHLIﬁ rmpernapar.
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