MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 31 oktsi0pst 2020 r. Ne 1771

MOCKBA

00 yTBep:xIeHHH 0CO0EHHOCTEl rocyIapCTBEHHOI0 PeryJIMpoOBaHus
npeeJbHbIX OTIYCKHBIX LleH NPOU3BOAUTE/Iei HA JIeKAPCTBEHHbIE
Npenaparbl, BKJINYEHHbIC B IePEeYCHDb )KU3HEHHO HEO00XO0AUMBIX H
BAa’KHEHIIMX JIEKAPCTBEHHBIX NPENapaToB, U BHECEHUU U3MEHECHUM

B oT/AeabHbIe aKkThI [IpaBuTeabcTBa Poccuiickon @egepanun

B coorBerctBUM ¢ 4yacThi0 9 crathu 61 ®DenepanbHOro 3aKoHa
"OO0 oOpamenun JsekapcTBeHHBIX cpeAcTB" [IpaBurensctBo Poccuiickoit
QenepalliM TOCTAHOBJIACT :

1. YTBepauth npusaraemoie:

0COOEHHOCTH roCcyJapCTBEHHOTO pEryJMpoBaHUs peAeIbHBIX
OTHYCKHBIX IIEH MPOU3BOAUTENEH HA JIEKAPCTBEHHBIE Mpenaparhl, BKIOUYECHHbIE
B TIEPEUCHb IKU3HEHHO HEOOXOMUMBIX U BaXKHEHUIIUX JIEKaPCTBEHHBIX
MpEenapaTos;

U3MEHEHUs, KOTOpbIe BHOCATCA B akThl lIpaBurenbctBa Pocculiickon
denepanum.

2. Hacrosimee mocTaHOBJIGHWE BCTYMaeT B CHIYy CO JHS  €r0
o(pUIMaTBEHOTO OMYOIMKOBAHMS.

[Ipencenarens [IpaBurenscrBa
Poccuitickon Oenepaunu M.Muiyctun



YTBEPXIEHDbI

nocra”HoBseHueM [IpaButenbcTBa
Poccuiickon denepanmnu
ot 31 oktsi0pst 2020 r. Ne 1771

OCOBEHHOCTH

roCyJapCTBEHHOI0 PeryJIMpoOBaHNs MPeAeJbHbIX OTIIYCKHbBIX LEH
NPOU3BOANUTEJICH HA JIEKAPCTBEHHbIE MPeNnapaThbl, BKJIKYCHHbIE
B IlepeYeHb JKM3HEHHO He00X0AMMBbIX U BAKHEHIIIHNX
JIEKAPCTBEHHBIX NPenapaToB

1. HacTosimmii AOKYMEHT OINpEAeNsieT OCOOEHHOCTH TOCYyAapCTBEHHOTO
pETyJIUPOBAHUS npeeTbHbBIX OTITYCKHBIX 1eH IIPOU3BOAUTEIIEH
Ha JIGKQpPCTBEHHBIC TMpEmaparhl, BKIIOUYEHHbIE B TEPEYCHb >KU3HEHHO
HEOOXOJMMBIX W  B@XHEHIIMX  JIEKAPCTBEHHBIX  IpenaparoB  (Jajee
COOTBETCTBEHHO - MpeEJeibHAs OTIYCKHAas 1I€HA, JIEKAPCTBEHHbIEC Mpenaparsl),
B ciy4ae nedeKTypbl WM PUCKa BO3SHUKHOBEHUS JEPEKTYphI JIEKapCTBEHHBIX
NpenaparoB B CBSI3U C IEHOOOPa30BaHUEM Ha HUX.

2. OenepanpHas cioyx0a 10 Ham3opy B cdepe 3ApaBOOXpaHCHHUS
IPOBOJUT HAa OCHOBAHMM TIOCTYMAWIIEW OT CYOBEKTOB OOpalleHHs
JEKApCTBEHHBIX CPEACTB JUIS MEIULUHCKOTO TPUMEHEHHs WH(GOpMaIuu
MOHUTOPUHT JePekTyphl (PUCKOB €€ BO3HUKHOBEHHUS) JUOO OTCYTCTBHUS
B OOpalleHuu JIEKapCTBEHHBIX MPEMapaToB B CBA3M C LIEHOOOpPA30BAHHUEM
Ha HHX.

[Ipu BhIsiIBieHUH nedeKTyphl (PUCKOB €€ BO3ZHUKHOBeHUs) DenepaibHas
cnyk06a mo Ham3opy B cdepe 3npaBooxpaHeHUs (GOPMUPYET HAa OCHOBAHUU
cBeleHuH W uH(opMmanuu corjsacHo npwiokeHusM Ne 1 -3 3akmodeHue
o aedekType (pUcKe ee BO3HMKHOBEHMS) JMOO 00 OTCYTCTBHHM B OOpalleHUU
JIEKapCTBEHHBIX MpENapaToB B CBSA3M C I[IEHOOOpAa30BaHMEM HA HUX
no yrBepxkaaemon @denepanbHOM  CciIykO00M 1O  Ham3opy B cdepe
3npaBooxpaHeHus ¢GopMe (majee - 3aKIOUCHHE) U TPEACTaBISECT €ro
B MuHucrepcTBo 3apaBooxpanenus Poccuiickon denepanuu.

3.Ha mwnamuume pedextypbl (pPUCKOB €€ BO3HUKHOBEHHUS) MOXET
yKa3blBaTh CHW)KEHUE HHAEKCA OTKJIOHEHMsSI MOCTYIUIEHHS JIEKapCTBEHHOTO



npemnapara B rpakaaHckuii o00opot B Poccutickoit denepanuu (M,,,) MeHEE uem
Ha MuHYyC 30 IPOILEHTOB, pACCYUTAHHOTO 1O (popmyIie:

_(04+0,u )-(0,-0,)/2)
- (0,-0,)12

x100%,,

rae:

Oy - KOIMYECTBO JIEKAPCTBEHHBIX ()OPM JIEKAPCTBEHHBIX IIPENAPATOB,
OTHECEHHBIX K OJTHOMY MEXIyHAPOIHOMY HEMAaTEHTOBAHHOMY
(WM XMUMHYECKOMY, WJIM TPYIIHUPOBOYHOMY) HAUMEHOBAHUIO M HMEIOIINX
OJIMHAKOBBIA TMYTh BBEACHUS (IKBUBAJICHTHBIE JICKAPCTBEHHBIE (HOPMBI
U JIO3UPOBKH), BBEJACHHBIX B IpakaaHckuii o6opoT B Poccuiickoit denepanmu
3a 6 MecsIIeB, MPEANIECTBYIOMIUX MeCAIy (OPMUPOBAHUS 3aKITIOUCHUS;

O an - KOJMYECTBO JIEKAPCTBEHHBIX (DOPM JIEKapCTBEHHBIX MPEMapaToB,
OTHECEHHBIX K OJHOMY MEXIyHapoJHOMY HEMNAaTeHTOBaHHOMY (WU
XUMHUYECKOMY, WJIM TPYIIHUPOBOYHOMY) HAMMEHOBAHUI0O U  HMMEIOIIUX
OJIMHAKOBBIA TMYTh BBEACHUS (IKBUBAJICHTHBIE JICKAPCTBEHHBIE (HOPMBI
U JIO3UPOBKH), KOTOPOE IUIAHUPYETCS BBECTH B TPaXIaHCKUH 000poT
B Poccuiickoit denepannn B nocieayromme 6 MecsIeB, COTJacHO CBEIACHUSM,
MPEACTABICHHBIM B COOTBETCTBUHU C ITYHKTOM 4 HACTOSIIETO JOKYMEHTA;

O, - KOJIMYECTBO JIEKAPCTBEHHBIX (POPM JIEKAPCTBEHHBIX NPEMapaToB,
OTHECEHHBIX K OJIHOMY MEXIyHapOoJHOMY HEMAaTeHTOBaHHOMY (WU
XUMUYECKOMY, WM TPYNIUPOBOYHOMY) HAMMEHOBAHUI0O U  HMMEIOUIUX
OJIMHAKOBBIA TMYTh BBEACHUS (IKBUBAJICHTHBIE JICKAPCTBEHHBIE (HOPMBI
U JIO3UPOBKH), BBEJECHHBIX B IpakIaHCkuil 060poT B Poccuiickoit denepanmu
3a 30 MecsI1eB, IPEAIIECTBYIONIUX MECSIy (OPMUPOBAHUS 3aAKITIOYCHUS.

B ciydyae ecnu Bce J€KapCTBEHHbIE Mpenaparbl, OTHECEHHbIE K OJHOMY
MEKTyHAPOIHOMY HEMAaTEHTOBAHHOMY (i XUMHUYECKOMY, W
IPYNIKHPOBOYHOMY) HAUMEHOBAHUIO U MMEIOIINE OJUHAKOBBIN MyTh BBEICHUS
(PKBUBAJICHTHBIE JICKAPCTBEHHBIE (DOPMBI U JO3UPOBKH), UMEIOT OJIMHAKOBOE
oO1ee KOJUYECTBO JICKAPCTBEHHBIX (POPM BO BTOPUYHOM (TIOTPEOUTEITHCKOM)
YIIAaKOBKE, JOIyCKAaeTCs OCYIECTBIATh pacdeT mokaszarened Oy, Opmn U Oy
B MOTPEOUTETHCKUX yIaKOBKaX.

4. lns monrotoBku 3akitodeHust DenepanbHas ciyx0a 1Mo Haa30py
B chepe 3ApaBOOXpaHCHHS 3aIlPAITUBACT B MAIIMHOYMTaeMOM BHie ((popmare) y:

nepkaTeneil WM BIAACNIBIEB  PETHCTPALMOHHBIX  YJIOCTOBEPEHHUI
JIEKApCTBEHHBIX TMpEnaparoB (YMOJHOMOYEHHBIX UWMH JIMI[), OTHECEHHBIX
K OJHOMY MEXJIyHAapOJAHOMY HEMAaTEeHTOBAaHHOMY (WJIM XHUMHUYECKOMY, WIH



IPyNIUPOBOYHOMY) HAMMEHOBAHUIO M UMEIOIIMX OJIMHAKOBBIA MYTh BBEIICHUS
(OKBUBAJIGHTHBIE  JIeKapCTBEHHbIE  (HOPMBI W JO3UPOBKH),  CBEICHUS
0 TIUTAaHUpyeMOM oO0BeMe BBOJa B TpaxkaaHCKuil o0opoT B Poccuiickoit
®denepanM JEKapCTBEHHBIX IMpenapatoB 1o ¢opMe B COOTBETCTBUH C
npuioxkeHrueM Ne 2 Kk HACTOSIIIEMY TOKYMEHTY MOCPEIACTBOM JIMYHOTO KaOMHeTa
B aBTOMaTU3UPOBaHHOW uHOOpMaIMOHHON cuctemMe DenepanbHOll CIy>KOBI
10 HA/130pY B cepe 3ApaBOOXPAHEHHUS;

denepanbHOr0 TrOCYJapCTBEHHOTO OIOJKETHOTO yupexaeHus "LleHTp
DKCHEPTU3bl M KOHTPOJS KadeCcTBa MEAMIIMHCKOW nomomu" MHHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit ®enepanuu  MHPOpMAIMI0O O  HAIUYWU
JIEKAQpCTBEHHBIX TMPEMNAPATOB B KIMHUYECKUX PEKOMEHJALMIX, CTaHIapTax
MEJIUIIMHCKOW TIOMOIIM WJIM MEPONPUITHSIX 10 HUMMYHONPOPUIAKTUKE
U O BO3MOXXHOCTU (HEBO3MOXKHOCTH) MX 3aMEHbI 1O (OpME B COOTBETCTBHUHU
¢ mpuiokeHreM Ne 3 K HaCTOSIEMY JOKYMEHTY;

MunucrepcTBa 31paBOOXpaHEHUA Poccutickon ®denepanuu
1 MuHucTepcTBa NPOMBILUIEHHOCTH U Toproeim Poccuiickonn ®enepanuu
uMeromuecst cBefeHuss o Jedexktype (pucKkax ee BO3HUKHOBEHHS) JIMOO
00 OTCYTCTBMM B OOpalleHHH JIEKQpCTBEHHBIX TIPEMapaToB B  CBs3U
C IIeH000pa30BaHNEM Ha HUX.

[IpeacraBnenne  3ampammBaeMbIX — CBeACHHMM W uHOOpMaIuu
ocymiecTBisieTcss B TeueHne 10 pabouux gHEH cO JHS HampaBleHUs 3arpoca
denepanbHOM CITyKObI IO HA30PY B chepe 3paBoOOXpaHEHUSI.

5. MunucrepcTBo 3apaBooxpanenust Poccuiickoit denepaiivu He O3IHEE
5 paboumx JHEH CO JHS TOCTYIUICHUS 3aKJIIOUYEHUS pa3MellaeT B JUYHOM
KaOWHeTe JeprKaTeisl WU BIAJIeNblla PETUCTPAIMOHHOTO YIOCTOBEPECHHUS
JIEKapCTBEHHOTO mpemnapaTta (yMOJHOMOYEHHOTO UM JIMIA), YKa3aHHOTO
B 3aKIIOUYCHWM (Jajiee - 3asBUTENb), Ha CBOEM O(QUIIMATILHOM cailTe
B MH(GOPMAIIMOHHO-TEICKOMMYHHUKAITMOHHOM ceTH "MHTepHer" Ha mopTane mo
BEJICHUIO TOCYJIApPCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB B JIMYHOM
kaOuHeTe (majmee - JUYHBIA KaOWHET) 3asBUTENS  MPEAIOKEHHE O
[IEpEePETUCTPALMU IIPEAEIBHON OTIIYCKHOM LIEHBI Ha JICKAPCTBEHHBINW IIperapar
B COOTBETCTBUHU C HACTOSIIAM JOKYMEHTOM.

6. [Ipu mocTyIIeHUH NPEeJIoKEeHUS, YKa3aHHOTO B IMTYHKTE 5 HACTOSIIIETO
JIOKYMEHTa, 3asBUTENb B TeueHue 10 pabouux AHEH co AHS MOCTYIUICHHUS TaKOTro
NpEeIOKEHUsT pa3MelaeT B JIUYHOM KaOMHETE CJIEAYIOMINE JIOKYMEHTHI
Y CBEJCHHUS B DJICKTPOHHOM BHJIE:

a) 3asBJICHUE O TIEPEPErucTpaliy TpeAeIbHON OTHYCKHOW  IIEHBI
Ha JIEKQPCTBEHHBIN MpenapaTr C yKa3aHUEM MpejlaraéMoil K MepeperucTpanuu
MPEAEIbHON OTIIYCKHOM LIEHBI Ha JIEKAPCTBEHHBIN IIpenapar;
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0) pacyeT mpeasiaraeMoil K IMepeperucTpalud MpeaeabHON OTIYCKHON
[EHbl Ha JIGKapCTBEHHBIA TNpemnapar ¢ MPUIOKEHUEM OO0OOCHOBBIBAIOIIUX
JIOKYMEHTOB, MOATBEPKAAIOIINX HEO0OXO0IUMOCTh MepEPErUCTpALIUN
MpEAEIbHON OTIIYCKHOM LIEHBI HA JIEKAPCTBEHHBIN IIpenapar;

B) pacueT MpeaesibHOM OTIYCKHOW II€Hbl Ha JIEKQpCTBEHHBIA Mpenapar
B COOTBETCTBUU C THpuiokeHueM Ne 3 K METOOUKE pacuera MpeelbHbIX
OTHYCKHBIX LIEH MPOU3BOAUTENIEH Ha JIEKAPCTBEHHBIE Mpenaparhl, BKIIOUYCHHbBIC
B IIEPEUYCHb IKU3HEHHO HEOOXOJMMBIX M BAXKHEUIIUX JIEKAPCTBEHHBIX
MpenaparToB, YTBEPKIACHHOM TMocTaHoBiIeHUEM IIpaBurenscrBa Poccuiickon
Odeneparun oT 15 centsops 2015 1. Ne 979 "O BHeceHUM HW3MEHEHUMN
B mnocraHoBineHue IlpaButennpcTBa Poccuiickoit ®denepammu ot 29 OKTIOps
2010 r. Ne 865 u 00 yTBepKI€HUH METOJMKU pacueTa MpeebHbIX OTITYCKHbBIX
LIEH MPOU3BOJMUTEIEH HA JIEKAPCTBEHHBIE IIPENapaThl, BKIIFOYEHHBIE B [IEPEUYECHD
KU3HEHHO HEOOXOJMMBIX U BOKHEUINUX JIEKAPCTBEHHBIX IMpernapaToB” (maee -
METOJIHKA).

7. MuHUCTEpCTBO 31paBOOXpPAHEHUSA Poccuiickon Odenepanuu
OCYILIECTBIISIET MPOBEPKY IOJHOTHI JOKYMEHTOB M CBEIACHUN, IMOCTYIMUBIINX
B COOTBETCTBUM C IYHKTOM 6  HACTOSIIETO0 JOKYMEHTa, B  CpOK,
He npesbimaronmii 10 pabounx qHeN co MHS UX MOCTYIUICHUS, TIEpeHANpPaBIIIeT
150, MIOCPEICTBOM CHUCTEMBI AIEKTPOHHOTO MEKBEIOMCTBEHHOTO
B3aMMOJICUCTBUS B MammHounTtaeMoM Buzae (dopmare) B DemepanbHyro
AHTUMOHOIIOJIBHYIO CIIYXO0y C TPWIOKEHHEM 3aKII0YeHHS, JOKYMEHTOB,
CBeJIeHUH 1 MH(OpMAIH, YKa3aHHBIX B MMYHKTE 2 HACTOSIIETO JOKYMEHTA, IS
OCYILECTBIICHUS JKOHOMHYECKOTO aHajn3a 3asBJICHHOW K IEepEpEeruCTpalvu
IIPEIEIIbHON OTIIYCKHOM LEHBI HA JIEKAPCTBEHHBIN IIperapar.

8.B cmywae HeoOXONMMOCTM  yTOYHEHUS W (WJIM)  JOMOJTHEHUS
JOKYMEHTOB U CBEJICHMI, YKAa3aHHBIX B IMYHKTE€ 6 HACTOSIIETO IOKYMEHTA,
3asBUTEIb NPEACTABISICT MO 3ampocy MUHHUCTEPCTBA 3ApPaBOOXPAHEHUS
Poccuiickoii  ®Denepanuu  COOTBETCTBYIOIIYIO HMH(POPMAIIUIO TMOCPEIACTBOM
pa3MeIieHrus €€ B JIMYHOM KaOWHETe C OJIHOBPEMEHHBIM YBEIOMIICHHEM
MunucrepcrBa 3apaBooxpaHeHuss Poccuiickot ®@enepanuu 0 pa3MeElIEHUU
Takol WH(OpPMAIMU COOTBETCTBYIOIIUM IMHCHhbMOM B ajpec MUHHUCTEPCTBA
3apaBooxpanenusi Poccuiickon denepamuu.

Cpok mpencraBieHHsT OTBETAa Ha 3alpoc 3asBUTEIEM HE MOXKET
npeBeimath 10 pabounmx pgHEW co JAHS pasMmenieHuss MUHUCTEPCTBOM
3npaBooxpaHeHus: Poccuiickoit denepaiinuy 3ampoca B IMYHOM KaOWHETE.

[Ipu osTOM OOmMIT CPOK pPACCMOTPEHUS JOKYMEHTOB U CBEJCHUI
MuHucTepcTBOM HE MOXKET IIpeBbImaTh 20 pabouux JTHEH.



IIpy HenmocTymyieHWM OT 3asBUTENA B  YCTAHOBJEHHBIM  CPOK
3alpalluBaEMbIX JOKYMEHTOB M CBEeJACHMH MHHHUCTEPCTBO 3ApaBOOXPAHEHUS
Poccuiickoit @enepaiyu B TeueHUe 5 pabodyuX JHEH CO JHS MCTEUYEHUS CPOKa,
yKa3aHHOrO B a03alle TPETbeM HACTOSIIEr0 IyHKTA, MPUHUMAET pEIICHHE
o0 oTKaze B TMepeperucTpaludd NpeleabHONM  OTHYCKHOM IIeHbI Ha
JIEKapCTBEHHBIA IMpernapar, O 4YeM YBEAOMIISIET 3asBHUTENSI IOCPEICTBOM
pa3MelIeHusi COOTBETCTBYIOIIEH MH(GOPMAILIMK B JINYHOM KaOUHETE.

9. ®enepanbHas aHTUMOHOTOJNBHAS CIy>k0a B TeueHue 10 pabounx gHeEi
CO JIHS TOCTYIUIEHUS JOKYMEHTOB, YKa3aHHBIX B IYHKTax 6 W 7 HACTOSIETO
JOKYMEHTa, IPOBOJIUT Y3KOHOMUYECKUI aHAIN3 3aBJICHHON K NEPEPETUCTPALINN
IPEEIIbHON OTIYCKHOM LEHBI HA JICKAPCTBEHHBIM IIperapar, B TOM YHCIIE
C YUYETOM MHUHHMMAJIBHBIX OTIYCKHBIX ILIEH B HMHOCTPAHHBIX TOCYyAapCTBax Ha
JIEKapCTBEHHBIC Ipemnaparbl, OTHECEHHbIE K OJHOMY MEXIYHApOJAHOMY
HEMaTeHTOBaHHOMY  (WiH XUMHUYECKOMY, 158105 TPyIIUPOBOYHOMY)
HAaUMEHOBAaHUIO W HMEIOIIME OJWHAKOBBI NyTh BBEACHUSA (PKBUBAJICHTHBIC
JIEKapCTBEHHbIE (OPMBI M JO3UPOBKU), U TMPEACTABIsICT B MUHUCTEPCTBO
3npaBooxpaHeHus Poccuiickori  ®Dexepauuu  pelmieHWE O  COrIACOBAHUU
IIEPEPETUCTPALMU IIPEACIBHON OTIIYCKHOM II€HbI Ha JIEKAPCTBEHHBIN Ipernapar
WIN pelleHne 00 OTKa3e B COrJIaCOBaHUM TEPEPEerucTpalvK MpeeIbHOMI
OTITYCKHOM II€HBI Ha JIEKAPCTBEHHBIN Mpenapar (¢ U3JI0KeHUEM MPUYUH 0TKa3a).

10. B cayyae HeoOXOAMMOCTH YTOYHEHUS U (WJM) JIOMIOJIHCHUS
JIOKyMEHTOB U CBEICHUH, yKa3aHHBIX B IMYyHKTE€ 6 HACTOSIIETO TOKYMEHTA,
MunucrepctBo 3apaBooxpanHenus Poccuiickon ®depepaunn, MuUHHCTEPCTBO
MPOMBITIUIEHHOCTH U TOproBiu Poccuiickoit @eaepannu, OepepanbHas ciryxoa
o Haja30py B cdepe 3ApaBOOXpPaHCHHUs], 3asBUTENb, CYOBEKTHI OOpaIieHUs
JIEKAPCTBEHHBIX CPEACTB ISl MEIMIMHCKOIO NPUMEHEHUs NPEACTABIISIOT IO
3anpocy denepanbHO aHTUMOHOIOJBHONW CIYKOBI 3ampainiuBaeMble €10
JIOKYMEHTBI U CBEJICHHUS.

Cpok nmpencTaBieHUs 3alpaliMBaeMblX JOKYMEHTOB W  CBEACHUU
HE MOXeT mpeBblmaTh 10 pabounx 1HEW cO JHS HampaBlICHHUS 3ampoca
denepaibHON AHTUMOHOTIOJILHOM CITY KOO,

[Ipu »>TOM OOUMI CpPOK pacCMOTPEHUsI JOKYMEHTOB U CBEICHUU
®denepaabHON aHTUMOHOIOJIBHOU CITy>k00M HE MOKeT mpeBblaTh 20 padouux
JTHEM.

11. IIpy HemocTyIJEHUH B YCTAHOBJICHHBIM CPOK 3alpOIICHHBIX
y 3asBUTENS IOKYMEHTOB 1 cBefieHni denepanbHas aHTUMOHOTIONBHAS CITYX)0a
B TeYeHUe 5 padoyux JHEW co JHS HCTEUYCHHUSI CpOKa, yKa3aHHOro B ab3alie
TpeTheM NyHKTa 10 HAcTOSIIero JHOKyMEHTa, MPUHUMAET peuieHue o0 OTKase
B COIVIACOBAaHMU  MEPEPErucTpalMyd  OPEAEIbHOM  OTIYCKHOM  ILIEHBI



Ha JIGKapCTBEHHBIM IIpemapar W HampasisleT ero B MHUHUCTEPCTBO
3apaBooxpanenusi Poccuiickon denepamuu.

12. OcHoBanusIMH 1T OTKaza B  corjacoBanuun  DemepaibHOI
AHTHUMOHOTIONBHON CIIYyX00#1 mepeperucTpannu NpeaeabHON OTIYCKHOM ILIEHBI
Ha JIEKAPCTBEHHBIN IIpenapar sBJISIOTCS:

a) IPEJCTABJICHUE 3asIBUTEIEM HEJOCTOBEPHBIX CBEJACHHM B LEJAX
IIEPEPETUCTPALIUU TIPEIEIBHON OTITYCKHOM LIEHBI HAa JIEKAPCTBEHHBIN Iperapar
B COOTBETCTBUU C HACTOSALINUM JTIOKYMEHTOM;

0) HenpeCTaBICHUE 3asBUTENEM OTBeTa Ha 3ampoc DenepanbHO
AHTHUMOHOTIONBHON CITY>KOBI, MO0 MpPECTaBICHUE 3aNPOIICHHBIX JOKYMEHTOB
U CBEJCHHI B HENOJHOM 00beme, JU00 MpEeACTaBICHUE HEIOCTOBEPHBIX
CBEJICHUII;

B) SKOHOMHYECKas HEOOOCHOBAHHOCTD MPEJICTABIICHHOMN TUISt
IIEPEPETUCTPALIMN TIPEAEIBHON OTIIYCKHOM LIEHBI Ha JIEKAPCTBEHHBIN Ipenapar,
BBISIBJICHHAS I10 PE3yJIbTaTaM SKOHOMHYECKOTO aHAJINA3A.

13. MunuctepcTBO 3apaBooxpaHenust Poccuiickoit depepaii B TEUCHHE
5 pabouux JHEU cO JHS MOTYUYCHHUS:

a) peumienust denepaibHON aHTUMOHOIMOJIBLHON CITY>KOBI O COIIACOBAaHUU
IIEPEPETUCTPALIUY TIPEIEITBHON OTITYCKHOM LIEHBI HAa JIEKAPCTBEHHBIN Iperapar
U3AaeT NMpUKa3 MHHHUCTEPCTBA O MEPEPErMCTpPalvy NPEACIBHON OTITYCKHOU
LICHbl Ha JIEKQPCTBEHHBIM IMpenapar, ACHCTBYIOIIMM OAWH TOJ C AAaThl €ro
W31aHUS, BHOCUT COOTBETCTBYIOIIME [AaHHbIE B TOCYJApPCTBEHHBIA PEECTP
MPEAENBHBIX OTIIYCKHBIX LEH MPOWU3BOAUTENEH HA JIEKAPCTBEHHBIE IIPENapaThl,
BKJIIOYCHHbIE B TIEPEUYECHb IKU3HEHHO HEOOXOJMMBIX U  BaKHEWIIUX
JIEKapCTBEHHbIX  NIpenaparoB  (Jajgee  COOTBETCTBEHHO - IpPUKa3 O
NEepPEePEerucTpalii 1I€Hbl, TOCYJApPCTBEHHBIN peecTp), pa3MeulaeT B JUYHOM
KaOWHeTe 3adBUTENsS BBIMUCKY M3 MpUKa3a O NEPEeperucTpalvu LEHbl U
pa3MelaeT COOTBETCTBYIOUIYIO MH(OpMaLMIO HAa CBOEM O(DHUIIMAIBHOM cailTe
B MH(GOPMAIIMOHHO-TEJIEKOMMYHHUKAIMOHHOU ceTH "MHTepHer" Ha moprane mno
BEJICHUIO FOCYIapCTBEHHOTO PEECTPA JIEKAPCTBEHHBIX CPE/CTB;

0) pemienust denepanbHOW AHTUMOHOIOJBLHOM CIYKObl 00 OTKasze
B COIJIACOBAHUU IIEPEPETUCTPALMM TMPEAECITbHOM OTIYCKHOW I1IEHbl Ha
JIEKapCTBEHHBIN NpenapaT NPUHUMAET pelieHrne 00 0TKa3e B NMEpeperucTpauu
IIPEEIbHON OTIIYCKHOW II€Hbl Ha JICKAPCTBEHHBIN Mpernapar U B TEYCHUE
5 paGoumx AHEW yBEJOMIIAET 3asBUTENS] B JIMYHOM KaOMHETE O MNPUHITOM
pPELIEHHH C U3JI0)KEHUEM IIPUYMH OTKa3a M MPUIOKEHUEM PELICHUS
denepaibHON aHTUMOHOIIOJIBHOM CITYKOBI.



14. OcHoBanusiMM JJI1 OTKa3a B Iepeperucrpanuu MUHUCTEPCTBOM
3apaBooxpaneHuss Poccuiickont denepanuu NpeacabHOM OTHYCKHOM IIEHBI Ha
JIEKapCTBEHHBIN MTpenapar sSBJISIOTCS:

a) HETOJHOTA MPE/ICTABJICHHBIX 3asBUTENIEM B COOTBETCTBUU C IMIYHKTOM 6
HACTOSILETO TOKYMEHTA JOKYMEHTOB U CBEACHUM;

0) HempeACTaBlICHUE 3asBUTEJIEM OTBETa Ha 3amnpoc MuHUCTEpCTBa
3APaBOOXPAHEHUS Poccuiickoi Oenepanuu, h197(0]0) MPEICTAaBICHUE
HEOOXOJMMBIX CBEJEHUH B HEMOJHOM oOBeMe, JHO0 MpeACTaBICHHE
HEJIOCTOBEPHBIX CBEACHUM;

B) pa3MelIeHUEe B JUYHOM KaOWHETe JIOKYMEHTOB U  CBEJACHHI
B COOTBETCTBHM C IMYHKTOM 6 HACTOSIIIETO AOKYMEHTa 3asBUTEIIEM, KOTOPOMY
HE [IOCTYyNajo MPEIJIOKEHUE B COOTBETCTBUM C IYHKTOM 5 HACTOSAILETO
JIOKYMEHTA;

I') pa3MeIleHUE 3asBUTENIEM B JIMYHOM KaOMHETE JOKYMEHTOB U CBEJCHUIN
C HapylIeHHEM CpOKa, MPEeAyCMOTPEHHOro a03alleM IEepBbIM ITyHKTa 6
HACTOSILETO TOKYMEHTA;

n) pemienue denepanbHO aHTUMOHOMOJBHOM CIIy>)KObI 00 OTKase
B COIJIaCOBAaHMM MEPEPETUCTPALMM TMPEACIbHOW OTIIYCKHOM I1IEHbl Ha
JIEKapCTBEHHBIN IMpernapar.

15. denepanbHas aHTUMOHOMOJIbHAS CITYK0a TTPOBOJUT SKOHOMUYECKHIMA
aHaJau3 MEPEePErUCTPUPOBAHHBIX B COOTBETCTBUU C HACTOSIIMM JOKYMEHTOM
LIEH Ha JIEKapCTBEHHbIE IIpenapaTbl B TEUECHHE CpPOKa JEHUCTBUSL MpUKa3a
O TIEpEeperucTpalMu I[E€Hbl B HWHOCTPAHHBIX TOCYJapCTBaX, YKa3aHHBIX
B NpUJIOKEHUU Ne 2 K METOJUKE.

16. B cnyuae BBISIBJICHHUS IO pe3yibTaTaM SKOHOMHYECKOTO aHaln3a
MPEBBIIICHUS MEPEPErUCTPUPOBAHHON B  COOTBETCTBUM C  HACTOSILIHM
JOKYMEHTOM NPEAENIbHOW OTIMYCKHOM LIEHBbI HaJi MUHUMAJIbHBIMU OTITYCKHBIMU
LEHAMH MPOU3BOJIUTEINICH JIEKapCTBEHHBIX MpenapaToB, OTHECEHHBIX K OJHOMY
MEKIyHAPOIHOMY HEMaTEeHTOBAaHHOMY (nm XUMHUYECKOMY, W
IPYNIKPOBOYHOMY) HAUMEHOBAHHMIO M MMEIOIIUX OJIMHAKOBBIA MYTh BBEJCHUS
(PKBHBaJICHTHBIC JIEKAPCTBEHHBbIC (OPMBI W TO3UPOBKH), B 3 u Ooee
MHOCTPAHHBIX TOCYJapCTBaX, YKa3aHHBIX B MpUIokKeHUH Ne 2 K METOJUKE,
denepanbHas aHTUMOHOTIONBHAS CITy)K0a B TeueHWe 5 pabouux JHEH co JTHSA
BBISIBJICHUS Takoro (akra uHPOpMUpYeT 00 ITOM JepiKarelis WM Biajaeblia
PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOTO npemnapara
(YITOJTHOMOYEHHOE€ WM JIMII0) M HE To37Hee dYeM 3a S5 paboumx mHen
JI0 UCTEUYEHHUS CpOKa JCHCTBUS MpPHUKa3a O MEPEPErucTpalvy IIEHbI HANPaBJIsET
B MuHucrepctBo 3apaBooxpaHeHust Poccuiickonn @enepanuu  penieHHE



O CHIDKEHUM T[IEPEPETUCTPUPOBAHHOM B COOTBETCTBUM C  HACTOSIIIUM
JOKYMEHTOM MPEIETbHON OTIYCKHOM LIEHBI HA JIEKAPCTBEHHBIN ITpenapar.

[lepepeructpupoBanHass B COOTBETCTBUM C HACTOAIIMM JOKYMEHTOM
npefenbHas OTIIyCKHas [€Ha Ha JIGKapCTBEHHBIM Impenapar IOMJICKUT
CHIKEHHUIO O MUHUMAJIbHON OTIYCKHOM LIEHBI B MHOCTPAHHBIX IOCYIapCTBaX,
pacCUUTAaHHOW B COOTBETCTBUU C pasnesioM VII METONMKHU MO cpeaHEMY KypCy
COOTBETCTBYIOIIIEH HMHOCTpAHHOW BaiOThl K pyosiro Poccuiickoit ®denepanuu,
yctaHoBlieHHOMY  llenTpaneHpiM  OGankoMm  Poccuiickoit ~ denepanuu
3a 3 KaJleHAApHbIX MeEcsla, NPEAIIECTBYIOIINE MECSALY IPOBEACHUS
DKOHOMHMYECKOTO  aHaldu3a, MPEAYCMOTPEHHOrO0  HACTOALIUM  ITYHKTOM,
HO HE HWXKE [EHbl, NPHUMEHSABIIEWCSA 10 BCTYIUICHUS B CHIIy IIpUKas3a
O MEPEPETUCTPALINN LICHBI.

17. Ecnu 1o pe3ydabTaTaM 53KOHOMHYECKOTO aHalIW3a, YKAa3aHHOTO
B IyHKTe 15 Hacrosdmero pokymeHrta, PenepanbHOM aHTUMOHOIOJIBHOM
CILy’kO0l HE BBISIBJICHO NPEBBILICHUS NEPEPETUCTPUPOBAHHON B COOTBETCTBUU
C HACTOSIIIUM JIOKYMEHTOM NPEAEIbHOW OTIMYCKHOW II€HBI HA JICKAPCTBEHHBIN
mpenapaT HaJ MUHHMAJIbHBIMU OTHYCKHBIMH II€HAMU IPOU3BOJUTEIIEH
JIEKapCTBEHHBIX I[IPENapaTroB, OTHECEHHBIX K OJHOMY MEXIYHapOIHOMY
HEMAaTEeHTOBAaHHOMY  (WJIM  XHMHYECKOMY, WIM  TPYNIUPOBOYHOMY)
HAMMEHOBAHUIO M HMEIOIIMX OJMHAKOBBIM IMyTh BBENICHUS (PKBUBAJICHTHBIC
JIeKapCcTBeHHbIE (OpPMBI W  JO3UPOBKH), B 3 U 0OojJee WHOCTPAHHBIX
rocyJapcTBax, yka3aHHbIX B mnpuioxkeHun Ne2 k wmeroauke, DenepanbpHas
aHTUMOHOIIONbHAS CIy>K0a HE MO3/Hee YeM 3a 5 pabouux AHEW A0 MCTeUEHUs
CpOKa [JEWCTBUS TMIpHUKa3a O MEPEPETUCTPAlMM LEHBl MPEACTABIIET B
MunucrepcTBO  3apaBooxpaHeHust Poccuiickoir  @enepauuy  pemieHuE o
MOATBEPKACHUU MPEAEITBHON OTIIYCKHOM LIEHBI HA JIEKAPCTBEHHBIN ITpenapar.

18. MunucTepcTBO 31paBooxpanenus Poccuiickoit denepalvu B TEUCHHE
Spabounx gHe co gHA  moctyruieHus  pemieHuidt  denepanbHO
AHTUMOHOIIONBHOM CITY>KOBI, MPETyCMOTPEHHBIX a03alleM MepBbIM IMyHKTa 16
U MyHKTOM |7 HacTOsAIEro MTOKyMEHTa, W3JAaeT MPUKa3bl O NEPEPEruCTPALUH
LIEHbI, BHOCHUT COOTBETCTBYIOLIME JAHHbIE B TOCYJAPCTBEHHBIA PEECTP
W pa3Mem@aeT B JIMYHOM KaOWHETEe 3asBHUTENsS BBIMUCKY W3 TIPHUKa3a
O MEePEPETUCTPALIAN LIEHBI.

19. B cnydae mnepeperucTpanuu MPeNeabHON OTMYCKHOM IIEHBI Ha
JIEKapCTBEHHBIN NpenapaT B COOTBETCTBUU C HACTOSIIIMM JTOKYMEHTOM II€HA Ha
JICKapCTBEHHBIN TMpenapar HE MOXET OBITh 3asiBICHA IS TEPEeperucCTpaIiu
B LEJISIX YBEJIMYEHHSI B COOTBETCTBUU ¢ MyHKTOM 30 IIpaBuin rocymapcTBeHHOI
PETUCTPALlN U IEPEPETUCTPALIMH MTPEAETBHBIX OTIYCKHBIX LIEH MPOU3BOAUTENIECH
Ha JIGKapCTBEHHBIE IIpenapaTbl, BKJIIOYEHHBIE B II€PEYEHb KU3HEHHO



HEOOXOJMMBIX M BAKHEWINUX JIEKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIX
noctaHoBiieHueMm IlpaBurenbctBa Poccuiickoit ®eneparuu oT 29 OKTAOps
2010 r. Ne 865 "O rocynapCTBEHHOM DPETYyJIMPOBAHUM 1IEH HA JIEKAPCTBEHHBIE
npenaparsl, BKIIOUEHHbIE B MEPEYEHb KU3HEHHO HEOOXOJAMMBIX U Ba)KHEUIIUX
JIEKApCTBEHHBIX IMPENaparoB’, B TEUEHUE OJHOTO rojia CO JTHS MU3JaHUs NpHKa3a
O MEPEPETUCTPALIUN LICHBI.

20. ®enepanbHas AaHTUMOHOMNOJBHAS  CHOy>K0a OTMEHSIET pEIICHHE
O COTrJJAaCOBAaHMM NEPEPETHCTPALMHU MPEAEIbHON OTIYCKHOW ILIEHBI B CIlydae,
€CIM TOCJI€ BCTYIUIEHHS B CWIYy IIpUKaza O TMEPEPErucTpalud LEHbI
YCTaHOBJICHO, YTO 3asiBuTesieM B DejepaibHyl0 aHTUMOHOMOJBHYIO CIYKOY
IPEJICTABJICHBl HEJOCTOBEPHBIC CBEICHMS, I[IOBJIMSBIIME HA  PE3yJbTar
IIPUHATOIO PELICHHWS O COIVIACOBAHWUM IEPEPETUCTPALMU  IPEIEIIbHON
OTIYCKHOW II€Hbl Ha JICKAPCTBEHHBIN TpenapaT W (WJK) HE MpeCTaBICHBI
CBEJICHUs, KOTOPBIE MOTJIM MOBJIUATH HA PE3YJIbTAT TAKOT'O PELICHUS.

21. MunucTepcTBO 31paBooxpaHeHusi Poccuiickoit denepaiuu OTMEHSIET
pelIeHUE O NEPEPETUCTPALIMU TIPEICIIBHON OTIIYCKHOW LIEHBI Ha JIEKaPCTBEHHBIN
Ipernapar, NPUHATOE B COOTBETCTBHM C HACTOSIIMM JOKYMEHTOM, B Ciydae,
€CIM IIOCJE IIPUHATUSA TAaKOIO PELICHUS YCTAHOBJIEHO, YTO 3asBUTEJIEM
IPEJICTABJICHBl HEJOCTOBEPHBIC CBEICHUS, I[IOBJIMSBIIME HA  PE3yJbTar
IpUHATOr0o MuHHCTEpCTBOM  3ApaBooxpaHeHusi Poccuiickon @Penepaunu
penieHus, u B ciydae, eciu denepanbHas aHTUMOHOIIOIBHAS CTy>K0a OTMEHUIa
PELICHUE O COTJIACOBAHMM IEPEPETUCTPALMH ITPEICIBHON OTIIYCKHOW IIEHBI Ha
JIEKQpCTBEHHBIN Mpenapar Ha OCHOBAHWM IMyHKTa 20 HACTOSIIIETO JTOKYMEHTA,
Y YCTAaHaBJIMBAECT LIEHY HA JIEKAPCTBEHHBIM IIperapar, ACHCTBOBABLIYIO 0
BCTYIUIEHUsI B CHJIy IpPHUKA3a O IIEPEPETUCTPALMU LEHBI, a TaKXKE BHOCHUT
COOTBETCTBYIOIINE U3MEHEHHUSI B TOCYIaPCTBEHHBIN PEECTP.

22. JlekapCTBEeHHBIE Tpenaparbl, pealM30BaHHBIC MPOU3BOAUTEIISIMU
10 LIEHE, JIEWCTBOBABIIECH 0 BCTYIUIEHUS B CUJIy INPHUKa3a O MEPEPErUCTPaALU
[IEHbI, MOTYT HAaXOIUThCA B TPAKIAHCKOM OO0OpOTE MO YKAa3aHHOW IICHE
C YYETOM YCTAaHOBJIEHHBIX K HEM MPENEIBbHBIX PA3MEPOB ONTOBBIX U PO3ZHUYHBIX
HaJI0aBOK JI0 UCTEYCHHS CPOKA UX TOTHOCTH.




IMPUJIOKEHHUE Ne 1
K OCOOCHHOCTSIM rocyaapCTBCHHOI'O
PETYIUPOBAHUA IIPCACIIBHBIX OTITYCKHBIX IICH
HpOHSBOI[PITCJ'IGﬁ Ha JICKApPCTBCHHLIC
IIpCIapaThbl, BKIITOUYCHHBIC B IICPCUCHD JKU3HCHHO
H€O6XOI[I/IMBIX U BaXKHEUMIIIMX JICKAaPCTBCHHBIX

IpenaparoB

(Gopma)

(3anostnsieTcst denepanbHOI cy>k00i1 10 HAA30pY B chepe 3IpaBOOXpaHEHUS)

CBEAEHUA
0 JIEKAPCTBEHHBIX Mpenaparax, NoCTyNMBIINX B rpakIaHcKuil 000poT B Poccuiickoit @enepauuu
HauMeHoBaH e 3aperucTpupoBaHHas KonndecTBO ymakoBOK, MOCTYNHUBIINX B IPa)JIaHCKUH 000poT
Mesk JlexapcTBeHHas npezenbHas B Poccwuiickoii @eneparuu 3a 30 MecsiiieB, MpeaecTBYIONUX JaTe
Heliafe}:;ii(;iigz Hpon;z;imem’ Toprosoe thopma, OTITyCKHA IIeHA, HavaJia IPOBEJICHUS] MOHUTOPHUHTA NeeKTyphl
HAMEHOBAHIE ermCTDa HIZ)HHOFO HaMMEHOBaHUE JIO3UPOBKa, pyb6ueii, 6e3 Haora 1-6 7-18 19-30
p ogfo:e - (bopma BeITycKa Ha 100aBICHHYIO [PEIIIECTBYOIINX [PE/IIIECTBYIOINX [PE/IIIECTBYIOIINX
YA P CTOUMOCTh MECSILEeB MECSILICB MECSILICB
Hroro
HcnomauTens
(mOIKHOCTB) (moamuce) (pacmm¢poBKa HOIHCH)

JlaTa cocTaBlieHHs] JOKyMEHTa "'

20 r.




I[MTPUJIOXXEHUE Ne 2
K OCOOEHHOCTSIM TOCYJapCTBEHHOTO
PEryJIUpOBaHMsI IPEAEIBHBIX OTITYCKHBIX 1IEH
IPOU3BOJUTEINIEH HA JIEKAPCTBEHHBIE
npernaparhl, BKJIOUEHHBIE B [IEPEYEHb KU3HEHHO
HEOOXOMMBIX M BaKHEHIIIHNX JIEKapCTBEHHBIX
npenaparoB

(Gopma)

B ®denepanbHyto ciry0y 1Mo Hai30py

B c(epe 3paBoOOXpaHEHUS

CBEIAEHUA
0 IUNIAHMPYEeMOM 00beMe BBO/A JIEKAPCTBEHHOI'0 Mpenapara B rpaxkaanckuii 000pot B Poccuiickoii @egepaunu

(HaI/IMeHOBaHI/Ie ACPIKATCII WK BJIaACjiblla pErUCTPAllMOHHOI0 YAOCTOBEPCHUS JICKAPCTBEHHOT' O HpenapaTa)

Hepxatenb [Tnanupyemsiit 00beM BBOIA [Tmarupyemsrit 00beM BBOAA
WK BIIaJIeIIen] B TpakJaHCKHA 000POT 3 B IpaXkKIaHCKHIA 000pOT
Lo amparirBaeMast A
PETHUCTPAITHOHHOT O 3apeructpupoBannas | B Poccuiickoit @enepannu P B Poccuiickoit deneparnmu B
JiepKaTeIeM WK BIaIeIbIeM
MexayHapoIHOE | yIOCTOBEPECHUS JlexapcTBeHHAS npeebHast B TIocienytomue 12 mecses P nocienyromue 12 Mecsies
Toprosoe . PETUCTPAIIHOHHOTO
HETaTeHTO- JICKapCTBCHHOTO ¢dopma, OTIYCKHasI IIeHa, IIpU TeKyIIen MIPH YCTAaHOBJICHUU
HaNMEHO- . N YIOCTOBEPEHHUS N .
BaHHOE npernapara, JTO3UPOBKA, pyb6neii, 6e3 Haora 3apernCTPUPOBAHHON 3arnpammBaeMon mpeaeTsHON
BaHUC . . JIEKapCTBEHHOTO IIperapara .
HAaVIMCHOBAaHUE | MPOU3BOIUTEIb, (opma BbIlycKa | Ha 0OaBJIEHHYIO | IIPEAEIBbHON OTIIyCKHOM IIeHe OTITYCKHO LICHBI
mpeJenbHast OTITyCKHAS [ICHA
HOMeEp CTOMMOCTb TIPOU3BOIUTEIS, TIPOU3BOANTEIIS,
MIPOU3BOTUTEIS
PErUCTPAIIHIOHHOTO KOJIMYECTBO YIAKOBOK KOJIMYECTBO YITAKOBOK
YAOCTOBEPEHUS c1-6wmecan |c7-12 mecsr cl-6wmecsan |c7-12 Mecsn
Hcnonaurens
(TOIKHOCTB) (moamuce) (pacmmpoBKa HOIIHCH)




JlaTa cocTaBiieHHs JOKyMeHTa "'
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I[MTPUJIOXXEHUME Ne 3
K OCOOCHHOCTSIM rocyaapCTBCHHOI'O
PETYIUPOBAHUA IIPCACIIBHBIX OTITYCKHBIX IICH
HpOHSBOI[PITCJ'IGﬁ Ha JICKApPCTBCHHLIC
IIpCIapaThbl, BKIITOUYCHHBIC B IICPCUCHD JKU3HCHHO
H€O6XOI[I/IMBIX U BaXKHEUMIIIMX JICKAaPCTBCHHBIX

npenaparoB

(Gopma)

B ®denepanbHyto ciry0y 1Mo Hai30py
B c(epe 3paBoOXpaHEHUS
oT (peepanbHOTO rOCYIAPCTBEHHOTO

010 KeTHOTO yupekaeHus "L{eHTp skcrnepTu3bl
¥ KOHTPOJIS KaueCTBa MEIUIIMHCKOM oMo
MuHucTepcTBa 3IpaBOOXPAHCHUS

Poccniickont @enepanun

Nudpopmanus 0 HAJIUYUH JIEKAPCTBEHHBIX MPENAapaTOB B KIMHUYECKHX PEKOMEHAALUAX, CTAHAAPTAX MEAMIMHCKOH IMTOMOIIH
WJIM MEPONIPUATHAX 10 HMMYHONIPO(PHIAKTHKE U 0 BO3MOKHOCTH (HEBO3MOKHOCTH) MX 3aMEHBI

3aperucTpupoBaHHas Nudopmanust 0 HaTuuuu
Bo3moxkHoCTh
HaumenoBanue npeenbHast JIEKapCTBEHHOT'O TpernapaTa
MexyHapogHoe JlekapcTBeHHas 3aMeHbI (1a/HeT)
MPOU3BOIUTEINS, HOMEP Toprosoe OTIYCKHasl IeHa, | B KIMHMYECKUX PEKOMEHAlNsIX,
HENaTeHTOBaHHOE (dhopma, 103upOBKa, N . (B cirydae BO3MOKHOCTH
PEruCTPalMOHHOTO HarMEHOBaHUE py0seii, 6e3 Hasora CTaH/apTax MEAMIUHCKON
HAaNMCHOBaHHE (opma BBITTyCKa 3aMEHBI YKa3bIBACTCS
YJIOCTOBEPEHHS Ha J00aBIICHHYIO MTOMOIIY HJTH MEPOIPHUATHSIX 110
mpernapaT 3aMeHBI)
CTOUMOCTb MMMYHOIIPO(HIAKTHKE (13, HET)
HUcnomauTens

(TOIKHOCTD)

(moamuce)

(pacmudpoBKa MOANKCH)




JlaTa cocTaBiieHHs JOKyMeHTa "'
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YTBEPXIEHbI

nocraHoBjeHueM [IpaBurtenbcTBa
Poccuiickon denepanunu
ot 31 okts6ps 2020 r. Ne 1771

N3IMEHEHMUA,

KOTOpPbIe BHOCATCH B OT/Ae/IbHbIe aKThI [IpaBuTesnbcTBa
Poccuiickoit ®egepaumu

1.B  nocranoBnenuun IlpaBurensctBa  Poccuiickoit ~ Denepanuu
ot 29 okTsa6ps 2010 r. Ne 865 "O rocyaapcTBEHHOM pPETyJIMpPOBAHUU IIEH Ha
JIEKapCTBEHHbIE MIPenapaThl, BKIIOUCHHBIE B MEPEYCHb KU3HEHHO HEOOXOUMBIX
U BaXHEUIMX JeKapcTBEHHBIX mpenaparoB" (CoOpaHue 3aKOHOAATENIbCTBA
Poccuiickoit ®@eneparnuu, 2010, Ne 45, cr. 5851; 2011, Ne 50, cr. 7390; 2012,
Ne 37, ct. 5002; 2015, Ne 37, ct. 5153; Ne 38, cT. 5302; 2018, Ne 43, cT. 6597;
2019, Ne 51, c1. 7649):

a) B IIpaBuiax rocynapCTBEHHOM pErucTpalud W MepeperucTpanuu
MpEeAEIbHBIX OTMYCKHBIX IIEH MPOU3BOJUTENECH HA JIEKAPCTBEHHBIE IMpENaparsl,
BKJIIOYCHHBIC B TIEPEUCHb IKU3HEHHO HEOOXOJUMBIX U  BaKHEHUIIUX
JIEKapCTBEHHBIX MPENapaToB, YTBEPKICHHBIX YKa3aHHBIM ITOCTAHOBJICHUEM:

noanyHKT "r" myHkTa 32, ab3am mepBbld MyHKTa 34, ab3alr] 4eTBEpThIi
noamyHkTa "a" u ab3ar yeTBepTHIN noAnmyHkTa "0" myHkTa 35 u myHKT 37 moce

" o0s3aTeIbHON

clOB 'mocnegHen mepeperucTpauuu’ AONOJHUTH CIOBaMH
nepepeructparuu B 2019 - 2020 rogax";

JIOTIONHATE yHKTOM 38" Ci1etyIomero coepKaHus:

"38'. [Ipy HaTMYHE B OTHOLICHWH OIHOTO JEKAPCTBEHHOTO Mperapara
pemenuss  MuHncTepcTBa  3apaBooxpaHeHust  Poccumiickon — Penepaunu
O TIEPEPETUCTPALMU 3aPETUCTPUPOBAHHOW MPEAEIBHOW OTIYCKHOM LIEHBI
MPOU3BOJIUTEIIS HAa JIEKAPCTBEHHBIN Mpenapar B COOTBETCTBUM C IMyHKTOM 30
Hactosimmx [IpaBwin OO0 B COOTBETCTBUU ¢ MyHKTOM 38 Hactosmmx [IpaBumn
u pewmeHnss MuHucTepcTBa 3apaBooxpaHeHust Poccuiickorn  Depepaunn
00 oOs3arenpHOM mepepeructpanuun B 2019 - 2020 romax  mpeaenbHOM
OTITYCKHOMW II€HBI MPOU3BOIUTENS B COOTBETCTBHH ¢ [IpaBunamu oOs3aTenbHON

nepepeructpauun B 2019 - 2020 rogax 3aperucTpUpOBaHHBIX MPeAETbHBIX



OTITYCKHBIX II€H MPOU3BOJUTENECH Ha JIEKaPCTBEHHBIE MpENapaThl, BKIIOYCHHbBIC
B IIEPEUCHb IKU3HEHHO HEOOXOJMMBIX U BaXKHEHUIIUX JIEKapCTBEHHBIX
penaparoB, YTBEPKICHHbBIMU MocTaHoBiIeHHeM [lpaBurenscTBa Poccuiickoit
®enepaun = oT 29 oktsa6ps 2010r. Ne 865 "O  rocymapcTBeHHOM
pEeryJaupoBaHUM 1IEH Ha JICKapCTBEHHBIE Npenapathl, BKIIOYEHHbIC B MEPEUYCHb
KU3HEHHO HEOOXOJMMBIX U BaXKHEWMIMX JIEKAPCTBEHHBIX IMpenaparon”,
NPUMEHEHUIO TIOJUIKUT 1I€Ha, TMEPEPEerucTPUPOBaHHAsT B COOTBETCTBHUHU
¢ nyaktoM 30 6o nmyHnktoM 38 Hactosmux [TpaBun.";

0) ab3arr BTopod myHkTa 39 I[lpaBui o0s3aTenbHON IMEpeperucTpaluu
B 2019 -2020 romax 3aperucTpUpOBAHHBIX MPEACIbHBIX OTIYCKHBIX IICH
MIPOU3BOJIMTENICH Ha JIEKAPCTBEHHBIC IMpernapaThl, BKIIOYEHHBIE B MEPEUYCHD
KU3HEHHO HEOOXOJUMBIX M BaXKHEUIIUX JICKAPCTBEHHBIX IpENapaTos,
YTBEP)KJICHHBIX YKa3aHHBIM TIOCTAHOBJICHUEM, IIOCIE CIJIOB 'MpejenbHas
OTIyCKHasi IIeHa" JOMOJHUTH CJOBaMU "MJIS OJHOTO WM HECKOJbKHUX
IPOU3BOAUTENCH (MPOU3BOJCTBEHHBIX IUIOMA0K MPOU3BOIUTENS), YKa3aHHBIX
B PaMKax OJIHOT'O PErUCTPALMOHHOIO YAOCTOBEPEHUS," .

2. B meToninke pacuera MnpeaesibHbIX OTITYCKHBIX 1I€H MPOU3BOAUTENCH Ha
JIEKapCTBEHHbIE MIPernapaThl, BKIIOUCHHBIE B MEPEYCHb KU3HEHHO HEOOXOIUMBIX
U BOXHEHIINX JIEKAPCTBEHHBIX IMPENapaToB, YTBEP>KAECHHON MOCTAHOBJICHHEM
[IpaButensctBa Poccuiickoii ®eneparuu ot 15 centsiops 2015 1. Ne 979
"O BHeceHMM W3MEHEHUW B mnoctaHoBieHue IIpaButenscTtBa Poccuiickoi
@Oenepanuu ot 29 okTsOps 2010 r. Ne 865 u 00 yTBEp)KIEHUU METOIUKU
pacuera peaenbHbIX OTITYCKHBIX 1IeH POU3BOIUTEINEN
Ha JICKAPCTBEHHBIE TIpemaparbl, BKIIOYECHHBIE B TEpPEUEHb >KU3HEHHO
HEOOXOJMMBIX W BaXHEUIIHUX JIeKapCcTBeHHbIX TmpenaparoB" (CoOpanue
3akoHojiatenbcTBa Poccuiickoit ®deneparuu, 2015, Ne 38, ct. 5302; 2018, Ne 43,
cT. 6597; 2019, Ne 51, ct. 7649):

a) moAmyHKT "0" mMyHKTa 3 U3JI0KUTH B CICAYIONICH peIaKIiu:

"O) B cilydae eciau  JIGKQpCTBEHHBIM  Mpemapar  HWHOCTPAHHOTO
MPOU3BOJICTBA WJIM TPOU3BOAUTENS TOCYJIapCcTBa - ujieHa EBpa3uiickoro
SKOHOMHMYECKOTO COI03a peaqu3yercsi B HHOCTPAHHBIX TIOCYJapCTBax,
B OTHOIICHWH KOTOPBIX TMpeAcTaBisieTcs uWHGopMmamus 00  ypOBHE
MUHUMAJIBHBIX OTHYCKHBIX II€H Ha JIGKQpPCTBEHHBIC IMpenaparbl COTJIacHO
npwiokeHuto Ne 2, - MHUHHUMQJIbHYIO OTIYCKHYIO II€HY MPOU3BOIUTENS
(6e3 ydera MPOW3BOACTBEHHBIX IUIOMIAIOK) Ha JICKAPCTBEHHBIM Mpemapar B
YKa3aHHBIX TIOCYJapCTBaX, PacCUUTAHHYI0 B COOTBETCTBMM C pazgenoM Vi
HACTOSIIEM METOJMKHA HAa OCHOBAaHHMM pACUeTa MPEACIbHOW OTIIYCKHOW LIEHBI
MPOU3BOJAMTENI HAa  JIGKQPCTBEHHBIM  MperapaTr, NPEACTaBIIeMOd  Ha



TOCYJIApPCTBEHHYIO PErucTpaIiuio (mepeperucTpalnm), CorjacHO MPHUII0KEHHUIO
Ne 3 ¢ ydueToM pacxoioB, CBSI3aHHBIX C TAMOKEHHBIM O0(hOpMIIEHUEM.";

0) moanyHkT "B" myHkTa 10 U310KUTH B CIEAYIONICH peIaKIIUU:

"B)B ciyyae €CIIM JICKApCTBEHHBIM  MpernaparT  HHOCTPAHHOTO
MPOM3BOJCTBA WM IPOU3ZBOAUTENA TOCYIapCTBa - uieHa EBpa3uiickoro
SKOHOMHYECKOIO COI03a pean3yeTcsi B HHOCTPAHHBIX TOCYJapCTBax,
B OTHONIICHUWH KOTOPBIX TIpeAcTaBisieTcss wuHbopMmaius o0  ypOBHE
MHUHUMAJIBHBIX OTITYCKHBIX II€H Ha JICKQpCTBEHHBIE IMpemnapaThbl, YKa3aHHBIX B
npuiioxkeHre Ne 2 K HacTOsIEH METOJIUKE, - MUHUMAJIbHYIO OTIYCKHYIO IIEHY
npou3BoiuTeNs (0e3 yuera Mpor3BOACTBEHHBIX IIJIOIIA/IOK) HA JICKAPCTBEHHBIM
npenapar B yKa3aHHBIX TOCyJapCTBaX, PAacCUYMTAaHHYIO B COOTBETCTBUHM C
paznenom VII HacTosmer METOJMKM Ha OCHOBAHWM pacyera IPeIesIbHOU
OTIYCKHOM  IIEHbl  MPOU3BOJUTENS  Ha  JIGKAPCTBEHHBIM  IIpernapar,
MPEACTABIIEMOM Ha TOCYJAapCTBEHHYIO PETHCTpAIHio (IepeperucTpaluo),
MPEyCMOTPEHHOTO MpuiiokeHueM Ne 3 K HacTosIed METOAMKE, C YYETOM
Pacxo/IOB, CBSA3aHHBIX C TAMOXKEHHBIM O(OPMIICHHEM. ",




