MMPABUTEJLCTBO POCCHIICKOU ®EIEPAITAN
ITOCTAHOBJIEHUE

ot 31 okTa6ps 2020 . Ne 1771

MOCKBA

006 yTrBepKIeHHH 0cOOeHHOCTel rocy1IapcTBEHHOI0 PeryJinpoBaHus
npeaesibHbIX OTIYCKHBIX IIeH IPOU3BOAUTEJIel Ha JIeKapCTBEHHbIE
npenaparsl, BKJIIOYeHHbIE B IepeYeHb )KU3HEHHO He00X0AUMBIX H
BasKHEHIHX JIEKAPCTBEHHBbIX NPEeNapaToB, H BHECEHHH H3MEHEeHH i

B oTaejbHbIe akThl [IpaBuTenibecTBa Poccuiickoii ®egepanun

B cootrBerctBMM ¢ yacTel0 9 crathu 61 @DemepanbHOro 3akoHa
"O6 obpauienun JnekapctBeHHbIX cpeAcTB" [lpaButensctBo Poccuiickoii
QeepalUM MIOCTAHOBJAECT

1. YTBepauTh npuiaraemsle:

0COOEHHOCTHU rocyAapcTBEHHOI 0 pEryJMpOBaHuUs npeaesbHbIX
OTHYCKHBIX LI€H MPOU3BOJAUTENEH Ha JIEKAPCTBEHHBIE Mpenaparhl, BKIIOYCHHBIC
B [epeueHb IKU3HEHHO HEOOXONWMBIX M BaXXHEHIIWX JIEKapCTBEHHBIX
npenaparos;

U3MEHEHUA, KOTopble BHOCATCA B akThl IlpaButennscTBa Poccuiickoit
®enepanuu.

2. Hactosliee moOCTaHOBIEHHWE BCTyMaeT B CHIYy CO JHA €T0
oHUIHATEHOTO Oy OJIMKOBAHHUS.

[Ipencenarens [IpaButenyts

Poccuiickoii @enepa M.Mumyctun
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YTBEPX/JIEHBI

nocradosieHueM [IpaBurtenscTBa
Poccuiickoit @enepaunu
ot 31 okts16pst 2020 . Ne 1771

OCOBEHHOCTH

rocyAapcTBEHHOI0 peryJJHpOBaHUA NpeAesbHbIX OTIIYCKHBIX I[€H
NMPOH3BOJAHTE/IeH HA JIEKAPCTBEHHbIE NpenapaTbl, BKJIIOYEeHHbIE
B NepeyeHb ;KU3HEHHO He0OXO0AMMbIX H BaKHeH LI HX
JIEKapCTBEHHBIX NpenapaTon

1. HactoAamuili HOKyMEHT OIlpelenseT OCOOEHHOCTH TOCyIapCTBEHHOTO
peryiupoBaHUsl npenenbHbIX OTILyCKHBIX eH MPOU3BOAUTENEH
Ha JIEKapCTBEHHbIE IIpenaparbl, BK/IIOYEHHbIE B I[epeueHb IKU3HEHHO
HEOOXONMMBIX M  BaXHEHIIMX  JIGKAPCTBEHHBIX  MpenaparoB  (aaiee
COOTBETCTBEHHO - MpeAesIbHAs OTIYCKHas lieHa, JIeKapCTBEHHBIE Ipenaparsl),
B cily4ae NeQEeKTypbl WIM PUCKAa BO3HUKHOBEHHS Ne(PEKTYpHl JIeKApCTBEHHBIX
IpenapaToB B CBSI3U C LEHOOOpa30BaHUEM Ha HUX.

2. @enepanbHas coyx0a 10 Haa3opy B cdepe 3apaBOOXpaHEHHS
IIPOBOJUT HAa OCHOBaHUMM IIOCTyHalIled oOT CcyOBeKTOB oOOpalleHHs
JEKapCTBEHHBIX CpPEACTB M1 MEJULMHCKOTO IpUMEHEHHs HHGbOpMalud
MOHHUTOPUHTI JE(QEKTYpsl (PUCKOB €€ BO3HHUKHOBEHHUS) JMOO OTCYTCTBHS
B OOpallleHNN JEeKapCTBEHHBIX IpenapaToB B CBA3M C I[I€HOOOpa3oBaHHEM
Ha HUX.

IIpu BbIABIEHUU AedeKTypbl (PUCKOB ee BO3HUKHOBeHus) DenepaibHas
ciyx0a Mo Haa3opy B cdepe 3ApaBoOXpaHEHHUS (DOPMHUpPYET Ha OCHOBAHHUHU
cBeJleHnd W uH(popManuu cornacHo mpuioxeHusM Nel -3  sakimouenue
o nedexType (pucke ee BO3HHUKHOBEHHs) OO 00 OTCyTCTBMM B OOpalleHUH
JIEKapCTBEHHBIX IIPENapaToB B CBSI3W C 1LI€HOOOpa30BaHMEM Ha HHUX
no yrtBepxnaemod DenepanpHoil cnyx0oii mo Hamzopy B cdepe
3paBOOXpaHEHUsT (Qopme (Jajee - 3aKIIOYEHHE) W TPENCTaBIsSET €ro
B MuHuHCTEPCTBO 3/ipaBooxpaHeHus Poccuiickont Menepanum.

3.Ha mHamnmuue pepexkTypbl (PUCKOB €€ BO3HHUKHOBEHHS) MOJXET
yKa3blBaTb CHIDKEHUE HMHAEKCAa OTKIIOHEHHs] NOCTYIUIEHHS JIeKapCTBEHHOTO
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npenapara B IpaxxJaHckuil o6opot B Poccuiickoit @enepannn (M,r,) MeHee yeM
Ha MuHYC 30 IPOIEHTOB, PACCYUTAHHOTO IO hopMyIIe:

_ (04 +0psae )-(0,-0,)/2)

0
Honcn_ (On —Oq))/z XIOOAM
rae:
Oq, - KOJIMUCCTBO JICKAPCTBCHHBIX (bOpM JIEKapCTBCHHEBIX IIpEmaparos,
OTHECCHHBIX K OOHOMY MCXKIYHapOIHOMY HEMIaTCHTOBaAaHHOMY

(MMM XMMHYECKOMy, HIU TPYIIHPOBOYHOMY) HAUMEHOBAHUI) H HMEIOIINX
OJMHAKOBBIA IIyTh BBeNCHHS (DKBUBAJEHTHHIE JIEKAPCTBEHHbIE (HDOPMBI
U JIO3UPOBKH), BBEJCHHEIX B I'pakIaHCKUN obopoT B Poccuiickoit ®enepariiu
3a 6 MecslleB, IPEeALIeCTBYIONIUX MeCSITy GOPMUPOBAHUS 3aKITIOYEHUS;

O ppen - KOJIMYECTBO JIEKAPCTBEHHBIX (POPM JIEKapCTBEHHBIX MPENapaTos,
OTHECEHHBIX K OJHOMY MEXAyHapoAHOMY HeNaTeHTOBaHHOMY  (HJIH
XUMUYECKOMY, WM TIPyNIHPOBOYHOMY) HaMMEHOBAaHWIO M  HMEIOIINX
ONMHAKOBBIM IyThb BBeIEHUsS (PKBUBAICHTHBIE JIEKaPCTBEHHBIE (DOPMEI
M JIO3UPOBKH), KOTOpOoe IUIaHUPYeTCs BBECTH B TIpaXIaHCKUH 006opoT
B Poccuiickoil Denepaniuu B nocienyroue 6 MecsareB, COITIAaCHO CBENECHUSIM,
TIpeICTaBICHHBIM B COOTBETCTBUH C ITyHKTOM 4 HACTOSIIEro JOKYMEHTa,

O, - KOIMYeCTBO JIEKapCTBEHHBIX (OPM JIEKapCTBEHHEBIX IPEIapaTos,
OTHECEHHBIX K OJHOMY MEXIYHapOIHOMY HEMaTeHTOBaHHOMY  (WIH
XUMHUYECKOMY, HWIM TIPyNIHUPOBOYHOMY) HAWMEHOBAHHIO W  HMEOIINX
OJMHAKOBEIIl IIyTh BBENEHUS (SKBUBAJICHTHBIE JIEKAPCTBEHHBIE (DOPMEI
U JO3UPOBKH), BBEIEHHBIX B IpakJaHCKuil obopoT B Poccuiickoit ®eneparnu
3a 30 mecs1eB, MPeAIIECTBYIOMUX MecALy GOPMUPOBAHUS 3aKITIOUESHHUS.

B ciydae eciau Bce JeKapCTBEHHBIE IIpPeNapaThl, OTHECEHHBIE K OIHOMY
MEXKIyHapOHOMY HEelaTeHTOBaHHOMY (unu XUMHAYECKOMY, 15007
IPYIIIUPOBOYHOMY) HAaMMEHOBAHMIO U MMEIOILINE OXWHAKOBBIN NMyTh BBEIECHHUS
(3KBUBaJICHTHBIE JIEKApCTBEHHbIE (OpMBI U JO3IUPOBKH), WUMEIOT OJWHAKOBOE
of1iee KOJMYEeCTBO JIEKapCTBEHHBIX (OPM BO BTOPHYHOH (TIOTPeOUTENHCKOM)
YIIAaKOBKE, JOIYCKAeTCS OCYIUECTBIATH pacueT mokasaTelel Og, Opp B Oy
B HOTPeOUTEIBCKUX YIAKOBKaX.

4. Ina noxroroBku 3akmoueHus DepepanbHas cioyxba 1mo Hanzopy
B chepe 31paBOOXPAHEHHS 3alpallliBaeT B MalIMHOYUTaeMOM Bue (dpopmare) y:

JepxaTenell WM BIAJEIbLEB  PETUCTPALIMOHHBIX  YIOCTOBEPEHUI
JeKapCTBEHHBIX IpenaparoB (YNOJIHOMOYEHHBIX WMH JIHI), OTHECEeHHBIX
K OIHOMY MEXIyHapOZHOMY HENAaTeHTOBAaHHOMY (WM XHUMHYECKOMY, HIIH
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rpyNIAPOBOYHOMY) HAUMEHOBAHHMIO U MMEIOUIMX ONMHAKOBEIN ITYTh BBEICHUS
(3KBUBaJEHTHblE  JEeKapCTBeHHble (OPMBI ¥ JO3UPOBKH),  CBEJICHUS
O IUIaHHpyeMOM o0BeME BBOJa B TIpaxJaaHckuili obopor B Poccutickoi
QDenepaniy  JIeKapCTBEHHBIX IIpenapaToB 1o ¢opMe B COOTBETCTBHH C
npuiioxxeHneM Ne 2 Kk HacTosIieMy JOKYMEHTY MOCPeICTBOM JIMIHOTO KabmHeTa
B aBTOMaTH3UpPOBaHHON HH(pOpMalHOHHONU cucteme DemepalbHON CITy>KOEI
10 HaJ30py B chepe 31paBOOXpaHEHMs],

benepanbHOrO TOCYJapCTBEHHOrO OIOKeTHOTO YyupexaeHus 'LleHTp
SKCHEePTHU3bl M KOHTPOJISA KadecTBa MEAMIMHCKOM mnoMommm" MuUHMCTEpCTBa
3npaBooxpaHeHuss Poccuiickoii ®Penepanvu  uHQOpMAIMIO O HAIHYHH
JIeKapCTBEHHBIX MpEernapaToB B KJIMHUYECKUX pPEKOMEHJALMsIX, CTaHIapTax
MEJUIMHCKON MOMOIIM WJIH MEpPONpUATHSIX [0 HWMMYHOIIPO(HUIAKTHKE
H O BO3MOXHOCTH (HEBO3MOYXHOCTH) HX 3aMeHBI 10 (GopMe B COOTBETCTBHUH
¢ npwioxeHreM Ne 3 k HacToAIIEMY JOKYMEHTY;

MunucTepcTBa 3paBOOXPaHECHHMS Poccutickoit Qenepauuu
1 MuHHUCTEpCTBa NPOMBILIIIEHHOCTH K Toproid Poccuiickoit ®Denepanmu
UMerolIecss cBeleHUss o JedekType (pUCKax ee BO3HUKHOBEHHS) JIHOO
060 OTCYTCTBMM B OOpallleHHH JIeKapCTBEHHBIX IIperapaToB B  CBS3U
C IeHoOOpa3oBaHWEM Ha HHX.

IIpencraBneHue  3amnpallliBacMbIX  CBeAeHHMM u  wHpOpMauuu
ocyllecTBnsgercss B TeueHue 10 paboumx nHeW co NHS HampaBJeHHUSA 3aIpoca
QenepanbHOU CiIykObI IO HaA30pY B cepe 31paBOOXpaHEHU.

5. MuHHCTEpCTBO 3paBooXpaHeHus Pocculickoit denepaliuy He MMo3nHee
5 paboumx nIHEH cO [HA IOCTYIUICHMs 3aKIIOYeHMs pa3MelllaeT B JIMYHOM
KabWHeTe JepkaTeias WIM Blajelbla pPeTrUCTPaliOHHOTO YIOCTOBEPEHHUS
JeKapCcTBEHHOro Ipernapara (YIOJHOMOYEHHOTO UM JIMNA), YKa3aHHOTO
B 3aKMIOYeHuMH (Jajee - 3asiBHUTENb), Ha CBOEM OQHUIHAIBHOM caiTe
B MH(QOPMaIlMOHHO-TeIEKOMMYHUKAaLIMOHHON cetH "MHTepHer" Ha mopraje 1o
BEJIEHUIO TOCYIapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEJACTB B JIMYHOM
KabuHeTe (mamee - ~JAYHBIM KaOWHET) 3asBHTENs IHpPEJIOKEHHE O
NIEPEPETUCTPalluU NIPeeIbHOM OTIyCKHOM LIEHBI Ha JIEKapCTBEHHBIA IIpernapar
B COOTBETCTBHUHU C HACTOSIIIUM JOKYMEHTOM.

6. Ilpu nocrymieHnn NpeiloXKeH s, YKa3aHHOTO B IIyHKTe 5 HACTOAILEro
IOKYMEHTa, 3asBHTENb B TeueHue 10 pabouux IHel co IHS MOCTYIUICHUS TaKOTo
NpemIoKeHUsT pa3MelaeT B JIMYHOM KaOuHeTe CleqyIoIlue IOKYMEHTHI
U CBEJICHUS B 3JIEKTPOHHOM BHJE:

a) 3asBJIECHHEe O TMepeperucTpallii IMpelebHOW OTIYCKHOM IEeHBI
Ha JEKapCTBEHHBIH Ipenapar C yKa3aHWEM IpeAsiaraeMod K IepeperucTpaluu
IIpeIeNIbHOM OTITyCKHOM 1I€HBI Ha JIEKAPCTBEHHBIN IIpenapar;

20101818.doc



0) pacueT Ipe[iaraeMoil K IepeperucTpallMy IpefelbHOW OTIIyCKHON
[leHbl Ha JEeKapCTBEHHBIM Ipenapar ¢ IMpUIoXKeHHeM OO0OCHOBBIBAIOIIUX
JIOKyMEHTOB, MOATBEPKAAIOIINX HEOOX0IUMOCTh nepeperucTpanun
IIpeIeNbHOM OTIyCKHOM [IeHbl Ha JIEKAPCTBEHHBIH Mperapar;

B) pacyeT NpeleNbHON OTIyCKHOM LIEHBl Ha JIGKapCTBEHHBIM IIpenapar
B COOTBETCTBMM C TmpuioxeHneM Ne3 K MeToAuke pacuera IIPEIeIbHBIX
OTITyCKHBIX LI€H IPOU3BOAUTENEH Ha JIEKAPCTBEHHBIE NPENapaTsl, BKIIOYEHHEIE
B IEepeueHb JKU3HEHHO HEOOXONUMBIX M BaKHEHIUMX JIEKAPCTBEHHBIX
IpenaparoB, YTBep)KJIeHHON mocTaHoBieHMeM IIpaButenscrBa Poccuiickoit
Depepanuu ot 15 cenrsOps 2015 r. Ne 979 "O BHeceHMH H3MEHEHUH
B mocraHoBieuue IlpaButensctBa Poccuiickoit @emepamuu oT 29 OKTAOps
2010 1. Ne 865 u 00 yTBep KAEHUHU METONUKU pacuera IpelebHbIX OTIYCKHBIX
I[eH MMPOU3BOAUTENEH Ha JEKapCTBEHHBIE IIpEapaThl, BKIIOYEHHBIE B IIEPEYEHb
KM3HEHHO HeOOXOMUMBIX M BRKHEUIINX JIEKapCTBEHHBIX ITpenapatoB” (faiee -
METOHNKA).

7. MUHHACTEPCTBO 3paBOOXpaHEHH Poccuiickoit Oenepanun
OCYILIECTBIIIET INPOBEPKY MMOJHOTHl AOKYMEHTOB M CBEIEHHM, ITOCTYIIMBIIMX
B COOTBETCTBMM C IIyHKTOM 6  HAacTOAINEro JOKYMEHTa, B  CpOK,
He mpeBpimarouii 10 pabouux gHEH co JHS MX MOCTYIUJIEHHS, IIEPEHAIPABIIAET
ux ITIOCPEACTBOM CUCTEMBI 3JIEKTPOHHOI'O ME>KBEIOMCTBEHHOT'O
B3aUMOJEMCTBHA B MallpHounTaeMoM Buae (dopmare) B DepepaibHYIO
AHTUMOHOIIOJIBHYIO CIyX0y C TPHJIOXKEHUEM 3aKJIIO4YECHHS, JOKYMEHTOB,
CBeJleHNH U MHPOPMAIINH, YKa3aHHBIX B IIyHKTE 2 HACTOSIIEr0 JOKYMEHTa, I
OCYIIIECTBIICHUS 3KOHOMHYECKOIO aHajiu3a 3asBICHHOM K Iepeperucrparyu
npeaebHONW OTIYCKHOM IIeHB! Ha JIEKapCTBEHHBIN IIpenapar.

8.B ciaygae HeoOXOmMMOCTH yTOYHEHUs U (MIM) JIONOJHEHUS
JOKYMEHTOB W CBEICHUM, YKa3aHHBIX B IIyHKTe © HAacTOAILEro NOKYMEHTa,
3asBUTEIb MPEACTABISIET MO 3ampocy MuUHHCTEpcTBa 34paBOOXPaHEHUA
Poccuiickoit ®Pegepalldi COOTBETCTBYIOLIIYI0 HH(OPMAIMIO IIOCPEACTBOM
pasMellleHus] €€ B JIMYHOM KaOWHeTe C OJHOBPEMEHHBIM YBEIOMIIEHHEM
MunucTteperBa 3apaBooxpaHeHus Pocculickoli Penepanuu 0 pasMelleHHU
Tako¥ WH(pOpMaUMH COOTBETCTBYIOIIMM ITHMCBMOM B aapec MuHuCTepCTBa
3apaBooxpaHeHus Poccuiickol Penepanun.

Cpok ImpencTaBieHHs OTBETAa Ha 3aIlpoC 3asABUTENEM HE MOXET
npeBbimaTe 10 paboumx pgHeH co [OHA pasMellleHus MHUHHCTEpPCTBOM
3apaBooxpaHenus Poccutickoit denepaliuy 3anpoca B THUHOM KabUHeTe.

IIpu »ToM OOmMII CpPOK pacCMOTpeHHs [OKYMEHTOB M CBEICHMI
MHuHKCTEPCTBOM He MOXeT IpeBslnarh 20 pabodnx THEH.
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[Ipy HENOCTYIUIGHMM OT 3asgBHTENs] B  YCTaHOBJICHHBIA  CPOK
3arpallliBacMbIX JOKYMEHTOB U CBeleHHH MMHUCTEpCTBO 34paBOOXpaHEHUS
Poccuiickoii Denepanny B TeueHue 5 pabodux IHEH cO IHS HCTEUEHUS CPOKa,
yKa3aHHOTO B a03ale TpeTbeM HAcTOALIero IIyHKTa, IPHHUMAET DeElleHUe
o0 oOTKkaze B IEepeperucTpalli¥ IPeJeibHOM OTIIyCKHOM ILIEHBl Ha
JIEKapCTBEHHBIM Iperapar, O 4YeM YBEIOMIIIET 3aABUTENA [OCPEIACTBOM
pasMellieHns COOTBETCTBYIOIIEH HHOpMallMY B INYHOM KaOUHETE.

9. ®enepanpHas aHTUMOHOMNOJIBHAS cIyxk0a B TeueHue 10 paboumx mgHei
CO JIHS TOCTYIUIEHHS NOKYMEHTOB, YKa3aHHBIX B IIyHKTax 6 M 7 HacTOSIIEro
IOKYMEHTA, IPOBOIUT IKOHOMHUYECKUN aHAIU3 3aiBJICHHOH K II€pEepEeruCTpalyy
NpeneabHOM OTIYCKHOM IIeHBl Ha JIEKAapCTBEHHBIM IIpenapar, B TOM YHCIE
C y4eTOM MMHHMAQIBHBIX OTIYCKHBIX LE€H B HMHOCTPAHHBIX T'OCYNapCTBax Ha
JeKapCTBEHHBIE IIperapaThl, OTHECEHHBIE K ONHOMY MEXAyHapOIHOMY
HellaTeHTOBaHHOMY  (MJIM  XWMHMYECKOMY, WM  TPYIIHPOBOYHOMY)
HAMEHOBAHHWIO UM HMEIOIIME OJWHAKOBBIA IIyTh BBeJEHUS (SKBUBAJIEHTHBIE
JeKapcTBeHHbIE (OPMBI U JO3UPOBKH), W IpeACTaBiseT B MMHHCTEPCTBO
3npaBooxpaHeHus Poccuiickodn ®Denepallid pelieHwe O COIIACOBaHUHU
HepeperucTpalvy NpeaeabHON OTIIyCKHOM LI€HBI Ha JIEKApCTBEHHBIM IIpenapar
WM pelleHue 00 OTKaze B COIVIACOBAaHUU IIEPEPEruCTpalyu IpelesbHON
OTITYCKHOH IIeHBI Ha JIEKapCTBEHHBIH Mpenapar (¢ U310XKeHHeM IPHYHH 0TKa3a).

10. B cimyyae HeoOXOAMMOCTH YTOUYHEHUs U (MJIM) JOTOJHEHUS
JOKyMEHTOB M CBEICHHUH, yKa3aHHBIX B IIyHKTe€ O HAacCTOSINEro AOKyMEHTa,
MunucTtepcTBO 3apaBooxpaHeHus Pocculickod ®enepauuy, MUHUCTEPCTBO
TIPOMBIIILIEHHOCTH U ToproBiu Poccuiickoll Penepanun, PenepanpHas ciryxba
o Haa3opy B cdepe 30paBOOXpaHEHUs, 3asBHUTENb, CyOBEKThl OOpallleHUs
JIEKapCTBeHHBIX CPEACTB JUII MEIULIMHCKOTO IIPUMEHEHHs IPEACTAaBIAIOT IO
sanpocy DenepanbHON aHTUMOHOIONBHOM CIyXOBI 3ampalllBaeMble €ro
JTIOKYMEHTBI U CBEICHUSL.

Cpoxk nmnpencraBieHHs 3alpalllUBA€MbIX JOKYMEHTOB M  CBEICHHHU
He MoxeT mnpeBbmate 10 paboumx nHeW co [OHS HampaBleHHs 3ampoca
denepaapHONR aHTUMOHOMIOIBHOM CITyX00H.

Ilpy »>ToM oOOmMHA CPOK pacCMOTPEHHS JOKYMEHTOB M CBEAECHUHN
denepanbHOl aHTUMOHOIIONBEHOH ciTyk60H He MoxeT npesbliaTh 20 pabounx
JHeH.

11.1Ipy HenmocTyIUIGHUM B YCTAaHOBJIEHHBIM CpOK  3alpOLUIEHHBIX
y 3asBHTENS JOKYMEHTOB U cBejleHuii DelepatbHas aHTUMOHOIONEHAS CIykK0a
B TedeHHe S5 pabouux AHEN co OHS HCTEYEHMS CpOKa, yKazaHHOro B ab3arle
TpeTheM IMyHKTa 10 HacTosmero NOKyMeHTa, IIpUHUMaeT pelleHue o0 oTKaze
B COTJIaCOBaHMU  IIepeperucTpalvy  IpeNelbHOd  OTIIYCKHOM  IIeHBI
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Ha JIEKapCTBEHHBIM IpernapaT M HaOpasisieT ero B MHHHCTEPCTBO
3apaBooxpaHenus Poccuiickoit Geneparun.

12. OcHoBaMAMH 1718 OTKa3a B  coriacoBanuu  DenepaibHOl
aHTHMOHOIIOJBHOH CIyk00# NepeperucTpanyy IpeleabHOi OTIYCKHOM IeHE]
Ha JIeKapCTBEHHBIN Npenapat SBJISIOTCS:

a) IpeACTaBJICHUE 3asBUTENIEM HEJIOCTOBEPHBIX CBEIEHHUM B IENAX
IIepeperucTpanun IpeleIbHOM OTIyCKHOW LEeHBl Ha JIeKapCTBEHHEBIN ITpernapar
B COOTBETCTBHHU C HACTOSIIUM IOKYMEHTOM;

0) HeIpe/ICTaBICHNE 3asBUTENEM OTBeTa Ha 3anpoc DenepaibHOiM
aHTUMOHOMOJIBHOM CITyKObI, TMOO MpeacTaBlIeHHe 3alpPONICHHBIX TOKYMEHTOB
M CBEIEHHMH B HENOJHOM 00BeMe, aHO0 IpeaCTaBIeHHE HEAOCTOBEPHBIX
CBEJICHUH,

B) 5KOHOMMYECKasl HEe0OOCHOBAaHHOCTH IIpeCTAaBIICHHON ITs1
nepeperucTpaluy IpeJe/IbHON OTIyCKHOM IIeHbl Ha JIEKApCTBEHHBIM Iperapar,
BBISIBJICHHAs! [10 pe3ysibTaTaM SKOHOMHUYECKOIro aHaIH3a.

13. MunuctepcTBO 3apaBooxpaHeHns Pocculickoit Denepaliuu B TedeHHe
5 pabouux nHEH co qHS MOTydeHH:

a) pemennss PenepanpHON aHTUMOHOIIONBHOM CIIy)KOBI O COITIACOBAHHU
[IEpEPEruCTpallii IPEeAEIbHON OTITyCKHON LIEHBI Ha JeKapCTBEHHBIA Ipenapar
u3naer npukas MUHHCTEpCTBa O IepeperucTpaldd NpeneTbHOH OTITyCKHOMR
I[EHbl Ha JIEKapCTBEHHBIM IIpenapaT, AEUCTBYIOIIMH OJMH TI'OJ C JaThl €ro
U3JaHusd, BHOCUT COOTBETCTBYIOIIHE IaHHBIE B TOCYJApCTBEHHBIM peecTp
IPeIEIbHBIX OTIIYCKHBIX LIEH IPOU3BOJUTENEH Ha JIeKapCTBEHHEIE Ipenapatkl,
BKJIIOYEHHBIE B IIepeYeHb JKU3HEHHO HEOOXOOWUMBIX U  BaXKHEHIIMX
JEKapCTBEHHBIX  IIpenapaToB  (Jajnee  COOTBETCTBEHHO - IIPHKa3 o
IIepEPETUCTPAllMi LEHBl, I'OCYJapCTBEHHBIM peecTp), pa3MellaeT B JHYHOM
KaOWHeTe 3asdBHTENd BBIIMCKY W3 MpHKa3a O IE€PEeperucTpalid ILEeHB U
pasMellaeT COOTBETCTBYIOIIYI0 MH(OPMAIIUI0 Ha CBOeM OGHUIIMAILHOM Ccaite
B MH(QOPMaLMOHHO-TEIEKOMMYHHUKAlIMOHHOH cetu "HHTepHer" Ha mopralie I1o
BEJIEHHUIO T'OCYJaPCTBEHHOIO PEECTPa JIEKapCTBEHHBIX CPEJICTB;

0) pemnenns denepanbHON AHTHUMOHOIMONBHON CIy:KOBI 00 OTKase
B COIVIACOBAHMU IIEPEPETUCTPallMM MNpeNelbHOH OTIYCKHOM IIeHBl Ha
JIEKapCTBEHHEIN IIperapaT NpUHUMAaeT pelleHre 00 0TKase B MepeperucTpaivu
IpeeNIbHON OTIMYCKHOM I[eHbl Ha JIeKApCTBEHHLIM Mpemapar ¥ B TedeHHe
5 paboumx OHEH yBeNOMJIIET 3asBUTENS B JIMYHOM KaOWHETE O NPHHITOM
pEelleHMHM C HU3JIOKEHMEM IIPUYMH OTKa3a W [OPWIOXKEHUEM pellieHHs
@enepanbHON aHTUMOHOIIOJIBHON CITY)KOEI.
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14. OcHOBaHUsIMH JJI1 OTKa3a B NepeperucTpauryi MUHHCTEPCTBOM
3npaBooxpaHeHus Poccuiickoil ®denepauuu npeaenbHOW OTIYCKHOHM IIeHBI HA
JIeKapCTBEHHBIH IIpenapar sBJIsSIOTCS:

a) HETMOJIHOTA MPEACTaBICHHbBIX 3asBUTENEM B COOTBETCTBHHU C IIYHKTOM 6
HACTOSILEro JOKYMEHTa JOKYMEHTOB U CBEJIEHUH;

0) HenpeACTaBleHUEe 3asBUTENIeM OTBeTa Ha 3anmpoc MUHHUCTEPCTBA
3npaBooxpaHeHust  Poccuiickoi ~ Denepauuu, nub0  mpencTaBleHUE
HEOOXOAMMBIX CBEIEHUH B HEMOJHOM o0beMe, IMOO MpejAcCTaBICHUE
HEeZIOCTOBEPHBIX CBEACHUH;

B) pa3MelleHHe B JIMYHOM KabuHeTe JIOKYMEHTOB M CBEIACHHH
B COOTBETCTBMHU C IIyHKTOM 0 HACTOSLUErO JOKYMEHTa 3asBUTENIEM, KOTOPOMY
HEe TMOCTYyNajl0 MpeJIOKEHUE B COOTBETCTBUM C IIYHKTOM 5 HACTOSIIErO
JNOKYMEHTA;

') pa3MeLIeH1e 3asBUTENEM B JUYHOM KaOWHETe JOKYMEHTOB U CBEACHUM
C HapylIeHHWEM CpOKa, INpeJyCMOTpeHHOro ab3ameM IepBbIM IYHKTa 6
HAaCTOSIIEero JOKyMEHTa;

n) peruenue @PenepanbHOH AaHTUMOHOIIOJBHOM CiIy’)kObBI 00 OTKa3se
B COIJacOBaHMM I[IepeperucTpaluu MNpefeNbHOH OTMYCKHOH IeHbl Ha
JieKapCTBEHHBIN Npenapar.

15. ®enepanbHas aHTUMOHOIOJIBHAS Cyk0a MPOBOIUT 3KOHOMHUYECKHHM
aHaJIM3 MEePEePErMCTPUPOBAHHBIX B COOTBETCTBUH C HACTOSIIMM [IOKYMEHTOM
[eH Ha JIeKapCTBEHHblE MpenapaTtbl B TEUEHUE Cpoka NEHCTBUS MpHKasza
O [epeperucTpaldd LEeHbl B HWHOCTPAHHBIX TIOCYJIapCTBaX, YyKa3aHHBIX
B NpuJiokeHuu No 2 k MeToUKe.

16. B ciyyae BBIABIEHHS MO pe3yibTaTaM 3SKOHOMHYECKOIO aHalih3a
NpPEBBIIIEHUST  [IEPEPETUCTPUPOBAHHON B COOTBETCTBHHM C  HACTOSIIUM
JOKYMEHTOM IpPENEeNbHONM OTIYCKHOW LIEHBl HaJl MUHUMAJIBHBIMHM OTIIYCKHBIMH
LE€HaMH MPOU3BOAUTENIEH JIEKAPCTBEHHBIX IPEIapaToB, OTHECEHHBIX K OJHOMY
MeXTYHapOIHOMY HENATEHTOBAHHOMY (unu XUMHUECKOMY, WM
IpyINUMpPOBOYHOMY) HAaUMEHOBAHUIO U HMEIOLIMX OJMHAKOBBIA MyTh BBEICHMUS
(PKBUBaJIEHTHBIE JIEKapCTBEHHbIE (OpMBbI U JO3UPOBKKM), B 3 u Ooiee
WHOCTPAaHHBIX T'OCYNApCTBaX, YKA3aHHBIX B MPHIOKEHUH Ne2 K MeTOoJuKe,
@enepasibHasi aHTUMOHOIIONIBHAsS Cily’)k0a B TeueHHe 5 pabouux nHeH co IHS
BBISIBJICHUSI TaKoro Qakra HHGopMHpyeT 00 3TOM JepiKaTejis WK BIalenblia
pPErucTpaliOHHOrO YIOCTOBEpPEHHS JIEKapCTBEHHOTO npernapara
(YIOJTHOMOYEHHOE MM JIMLO) M HE TOo3JHee YeM 3a 5 pabouux pgHeH
JI0 UCTEYEHHA CPOKa [IEHCTBUA MPUKa3a O MEepeperucTpaluy 1eHbl HanpaBJiseT
B MunucrepcTtBo 3apaBooxpaHeHuss Poccuiickoli ®@enepanuu  peineHue
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O CHIKEHMH NEPEPETUCTPUPOBAHHOW B COOTBETCTBMM C  HACTOSIIMM
JOKYMEHTOM IpeAeIbHOM OTITYCKHOM LIEeHBI Ha JIeKapCTBEHHBIH Mpenapar.

IlepeperucTpupoBantasl B COOTBETCTBUM C HACTOSIIAM JOKYMEHTOM
npejeibHas OTIYCKHAas [IeHa Ha JIEKapCTBEHHBIM mpemapar MOIJIEKUT
CHIDKEHMIO JO MHHHMAaJIbHOW OTIYCKHOM L€Hbl B MHOCTPAaHHBIX TOCYIapCcTBaX,
paccYMTaHHON B COOTBETCTBUM ¢ paszjenoMm VII MeToauku mo cpenHemy Kypcy
COOTBETCTBYIOIEH HMHOCTPAaHHOM BaIOTHI K pybso Poccuiickori ®eneparum,
ycraHoBineHHoMy  LlentpansHbelM  Gankom  Poccuiickoit  ®eneparuu
3a 3 KaJeHJapHbIX Mecsla, NPEeAUIECTBYIONIME MeECSIy IPOBEICHHS
SKOHOMHYECKOTO  aHaliu3a, MPENyCMOTPEHHOTO  HACTOSIIIUM  ITyHKTOM,
HO He HWXE IEHBI, NPHMEHSBLIEACA 10 BCTYIUICHMS B CHIY IpHKas3a
O MEePEePEerucTpaLvu LEHBL.

17.Ecniu  mo pe3yabTaraM 3JKOHOMHYECKOrO aHaiM3a, YKa3aHHOIo
B IyHKTe 15 HacTosimero paokyMeHTa, ®DenepanbHOil aHTHMOHOIIONBHON
Cily>)k001 He BBISBJIEHO MPEBBILICHHS MEPEPETHCTPUPOBAHHON B COOTBETCTBHH
C HaCTOAILIUM HOKYMEHTOM IPENEIbHONM OTILyCKHOHM LIEHBI Ha JIeKapCTBEHHBIN
npernapar Hal MMHUMQJIBHBIMH  OTIIYCKHBIMM LE€HaMHd TPOU3BOAUTENEH
JIEKapCTBEHHBIX IPEIapaToB, OTHECEHHBIX K ONHOMY MEXIYHApOIHOMY
HEMaTeHTOBAHHOMY (M1 XAMHYECKOMY, WU IpyNOHUPOBOYHOMY )
HAaHMEHOBAHHIO U UMEIOIINX ONMHAKOBBIA NYyTh BBeJEeHHS (3KBHBAJIECHTHBIE
neKapcTBeHHbIE (OpPMBI M JNO3MPOBKH), B 3 u Gojlee HMHOCTPaHHBIX
roCyJlapcTBax, YKa3aHHBIX B INpuiIoXeHHMH Ne?2 k Meronuke, DenepanbHas
aHTHMMOHOIIONIbHASA Cclyk0a He Mo3AHee yeM 3a 5 pabouMx AHell 70 MCTeYeHHs
CpOKa [JEHCTBHMS MpHKa3za O IEPEeperucTpaly I[eHbl [PEACTaBISET B
MunuctepctBo  3apaBooxpaHeHus: Poccuiickoit ®epepanuu  peleHne o
TOJTBEPKACHHUHU IPENEIBPHON OTITyCKHO LIEHBI Ha JIEKapCTBEHHBIN Mpernapar.

18. MunucrepcTBo 3apaBooxpaHenus Poccuiickoit @enepannu B TeueHne
5 pabounx gAHEd co OHA NOCTymJieHUs  peiieHuit  DenepanbHoi
AHTUMOHOIIOJIHOM CJTyOBl, MpelyCMOTPEHHBIX ab3alleM IepBbIM IyHKTa 16
U IyHKTOM 17 HACTOsAIIEro NOKYMEHTA, U3JAaeT NPUKa3bl O MepeperrcTpaluu
LUEeHbI, BHOCHT COOTBETCTBYIOLIME JAaHHBIE B TOCYAApCTBEHHBIA peecTp
¥ pasMeulaeT B JIMYHOM KaOWHeTe 3asBUTENs BBIIMCKY W3 IpHKa3a
O MEPEPETUCTPALUHU LIEHBI.

19.B ciaydae mnepeperucTpalyy IpeNebHOM OTIYCKHOM LIEHBl Ha
JIEKapCTBEHHBIN IIpenapar B COOTBETCTBUU C HACTOSIIMM JIOKYMEHTOM Il€Ha Ha
JIEKapCTBEHHBIA IIPENapaT He MOXET OBITh 3asBlieHa i IepeperucTpaliy
B LIEAX yBEIMYEHHS B COOTBETCTBHM C ITyHKTOM 30 IlpaBuin rocynapcTBeHHOMI
PETHUCTPALUH M IEPEPETUCTPALIMH IIPEIENBHBIX OTIIYCKHBIX II€H ITPONU3BOAMUTENIEH
Ha JIEKapCTBEHHELIE IIpernaparhl, BKIIOYEHHBIE B IMepeyeHb JKU3HEHHO
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HEOOXOAMMBIX M BaXXHEUIIMX JEKApCTBEHHBIX IIPENapaToB, YTBEPIKICHHBIX
rmoctanoBineHreM [IpaButenbctBa Poccuiickodt Denepaunu 0T 29 okTAOPs
2010 r. Ne 865 "O rocynapCTBEHHOM pEryJjHMpPOBaHUHU ILI€H Ha JIEKapCTBEHHEIE
nperaparhl, BKIIOYEHHbIE B IE€peYeHb KU3HEHHO HEOOXOAUMBIX U Ba)KHEUIIINX
JIEeKapCTBEHHBIX IIpernaparoB’, B TEUeHHE OJHOIO Iojia cO NHS M3[aHUs NpUKa3a
0 MepeperucTpaluy 1EeHBbI.

20. @enepanpHas aHTUMOHOMOJIBHAS Cly>k0a OTMEHSET pellleHHe
O COTJIaCOBAaHMM IIE€PEPEruCTpallii MpeleibHONM OTIYCKHOM LEHBl B Ciy4ae,
ecau TIIoCjie BCTYIUIGHMS B CHIy I[IpUKa3a O NEPEeperucTpaldyd IHeHbl
YCTAaHOBJIEHO, 4TO 3asBHUTeleM B DenepalnbHyl0 aHTHUMOHOIOJIBHYIO CIYXKOy
IIpeCTaBICHbl HENOCTOBEPHBIE CBEICHHWSA, I[OBIMSBIIME Ha pe3yJbTar
OPUHATOIO pELIEHHss O COIVIACOBAHWHM IIEPEPEerucTpald  IpeleIbHOR
OTIIYCKHOH IIeHBI Ha JIEKapCTBEHHBIM mpemapar W (WIH) He IpeNCTaBICHEI
CBeJIeHUS, KOTOPHIE MOIVIM ITIOBJIMATE HA PE3yJIbTAT TAKOIO PEIIEHHUS.

21. MunucrepctBo 3apaBooxpanHeHus Poccuiickoil ®enepanuu oTMEHSET
pelIenre 0 MepeperucTpalluy IMpeeIbHOM OTITYCKHOU 1I€HB! Ha JIEKapCTBEHHBIH
mpernapar, NPHAHITOE B COOTBETCTBHUM C HACTOAIIMM JOKYMEHTOM, B Ciydae,
eCJIH TIOCJIe TPHUHATHS TaKOTrO peIIeHUs YCTAaHOBJIEHO, YTO 3asgBUTENIEM
MpeAcCTaBieHbl HEJOCTOBEPHbIE CBEJCHHUs, IIOBIUSBIIAE Ha pe3yJbTar
npuHATOr0 MUFHHCTEpCTBOM 3JpaBooxpaHeHHst Poccuiickoit @Denepanuu
peuteHus, U B ciaydae, eciny PenepanbHas aHTUMOHOIIONIbHAS CIy’)X0a OTMEHMIIa
pellieHre O COIVIACOBAaHMH IIepeperucTpalyy IpeAeIbHON OTIYCKHOM LIeHBl Ha
JIEKapCTBEHHBIM IIperapaT Ha OCHOBaHMWM ITyHKTa 20 HacTosIIero J0KyMeHTa,
M yCTaHaBIMBAeT IIEHY Ha JIEKapCTBEHHBIN NpenapaT, AEUCTBOBABIIYIO JI0
BCTYIUIEHHS B CHJIy MpHKa3a O MNEpeperucTpalyiy LEHBl, a TaKkke BHOCHUT
COOTBETCTBYIOIIME H3MEHEHUS B rOCYyIapCTBEHHBIHN peecTp.

22. JlekapcTBeHHBIE IIperaparbl, pPEaJIU30BaHHBIC I[IPOU3BOIUTEIAMU
10 1I€He, AEeMCTBOBABILIEH 0 BCTYIUIEHUs B CUILY IIpUKa3a O IEpeperucTpaluy
IIEHBI, MOTYT HaxOJMTBCS B TIpaXAAaHCKOM oO0OpoTe IO YyKa3aHHOHU IieHe
C y4eTOM YCTaHOBJICHHBIX K HEH MpeAesbHBIX pa3MEpPOB ONTOBBIX U PO3HUYHEIX
Haa0aBOK 10 UCTEUEHUS CPOKA UX FOJHOCTH.
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YTBEPX/IEHbBI

nocraHolieHueM [ IpaBuTenscTBa
Poccuiickoit ®enepanumn
otT 31 okTsa6ps 2020 r. Ne 1771

NU3IMEHEHMUAIJ,

KOTOpble BHOCATCH B OTAe/AbHBIe akThl IIpaBuTebcTBa
Poccuiickoit ®enepanun

1.B  nocranoBnenuu IIpaButenbctBa  Poccuiickoit ~ ®epepaunn
ot 29 okta6ps 2010 r. Ne 865 "O rocynapCTBEHHOM peryJIMpOBaHHHU LICH Ha
JIEKapCTBEHHbIE IIpenapaThl, BKJIOUEHHbIE B IEpeUeHb )XU3HECHHO HEOOXOIMMBIX
U BaXXHEUIIMX JieKapcTBeHHBIX npenaparoB” (CobOpaHue 3akoHOJATeNbCTBA
Poccuiickont @enepannn, 2010, Ne 45, ct. 5851; 2011, Ne 50, ct. 7390; 2012,
Ne 37, ct. 5002; 2015, Ne 37, ct. 5153; Ne 38, ct. 5302; 2018, Ne 43, ct1. 6597,
2019, Ne 51, ct. 7649):

a)B [lpaBunax rocyJapCTBEHHOW perucTpaldd U IepeperucTpaluu
npeaeabHbIX OTIYCKHBIX LIEH MPOWU3BOAMUTENEH Ha JIeKapCTBEHHBIC Mpenaparsl,
BKJIIOUEHHBIE B IEpPEYeHb O KU3HEHHO HEOOXOJUMBIX U  BaXHeHIIMx
JIeKapCTBEHHBIX NTPENapaToB, YTBEPKACHHBIX YKa3aHHBIM TIOCTAHOBIIEHUEM

moANyHKT "r" myHkTa 32, ab3an nepBbIf IMyHKTa 34, ab3al] 4eTBEpTHIit
noAmnyHkTa "a" 1 ab3al] yeTBepThIit noAnmyHKTa "0" myHkTa 35 u myHKT 37 mocie
ciioB "TIOCNeNHeW MepeperucTpaluyd” NOMOJHUTH cloBaMH ", oOsi3aTesbHOU
nepepeructpanud B 2019 - 2020 rogax";

JOTIONHATB IIYHKTOM 38' Clie/lyroiero comepkaHus:

"38'. [Ipy HaNMMYMM B OTHOIICHHH OJHOTO JIGKAPCTBEHHOTO Iperapara
pemieHuss  MuHHcTepcTBa  3paBooxpaHeHuss — Poccuiickoit  @enepauuu
0 MepeperucTpalli 3aperucCTPUPOBAHHON MpeNieIbHOW OTIIYCKHOM ULEHBI
NPOU3BOJUTENS Ha JIEKAPCTBEHHBIN IpenapaT B COOTBETCTBMM C MyHKTOM 30
Hactosumx [lpaBun nu6o B cooTBeTcTBHM ¢ MyHKTOM 38 Hactosmux [lpaBuin
u pemeHus MuHucrepctBa 3apaBooxpaHeHusi Poccuiickoin ®enpepanuu
00 oOs3arenbHOM mnepepeructpauuu B 2019 - 2020 romax mpenenbHOM
OTIIYCKHOM LIEHBI TPOU3BOJUTENS B COOTBETCTBUM C [IpaBuiiamu obsizatenbHOM
nepepeructpauud B 2019 - 2020 rogax 3aperucTpupoOBaHHBIX IpelesIbHbIX
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OTIYCKHBIX LICH IPOU3BOAMTENICH Ha JIeKapCTBEHHbIE MPENaparhl, BKIIIOYEHHEIE
B [I€pe4YeHb JKU3HEHHO HEOOXOAMMBIX M Ba)XHEHUIMX JIeKapCTBEHHBIX
npenapaToB, yYTBEPXKIEHHBIMU TMocTaHoBleHueM [lIpaButenncrBa Poccuiickoit
Genepaunn ot 29 okTaOps 2010r.  Ne 865 "O  rocymapcTBeHHOM
pEeryJIUMpOBaHMHU LiEH Ha JIEKapCTBEHHbIE INpenaparhl, BKIIOYEHHbIE B TIEpeYeHb
)KU3HEHHO HEOOXONUMBIX M BaXHEHIIMX JIEKApCTBEHHBIX IpenapartoB’,
NPUMEHEHUIO IOMJIEXHUT LEHA, MepeperucTpupoBaHHas B COOTBETCTBHHU
c myHktoM 30 mbo nynkrom 38 HacTosimux [lpasui.”;

©) ab3any Bropod myHkra 39 IlpaBun oOs3aTenbHOI mMepepervcTpanyun
B 2019 -2020 rogax 3aperucTpupOBaHHBIX IMpeNeNbHBIX OTHYCKHBIX LEH
MPOM3BOJUTENEH Ha JIEKAapCTBEHHBbIE Ipenaparhl, BKIIOYEHHBIE B IlepeYeHb
’KMU3HEHHO HEOOXOJMMBIX M Ba)XKHEHIIMX JIEKApCTBEHHBIX IIPENapaToB,
YTBEP)KAEHHBIX YKa3aHHBIM IIOCTAHOBJIEHMEM, TIOcie CJOB ''mpejesbHas
OTIYCKHasi 1LeHa' [OMNOJHUTHh CJOBaMHM "IN OJHOTO HJIH HECKOJIbKUX
NpOU3BOAUTENEH (IIPOU3BOACTBEHHBIX IIIOLIAAOK IPOU3BOAMUTENS), YKA3aHHBIX
B PaMKax OTHOTO pETUCTPALIMOHHOI'O YAOCTOBEpEHUS," .

2. B MeToauke pacyera npefenbHbIX OTIYCKHBIX IIEH MPOU3BOAUTENIEH Ha
JleKapCTBEHHbIE Npenaparsl, BKIIOUCHHBIE B MepeUYeHb KU3HEHHO HEOOXOAMMBIX
M BOXHEUIIMX JIEKapCTBEHHBIX IpEenaparoB, YTBEPXKIACHHON I[1OCTAHOBJIEHUEM
IIpaButensctBa Poccuiickoir ®enepauun ot 15 centsiops 2015r. Ne 979
"O BHeceHMM H3MEHeHuH B nocTaHoBieHune [lIpaBurenncrBa Poccuiickoi
Genepaunn ot 29 okra6ps 2010 r. Ne 865 u 00 yTBepKIOEHUU METOAMKH
pacuera npeaesbHbIX OTIYCKHBIX LeH IpOU3BOAUTENEH
Ha JIEKapCTBEHHBbIE IIpenapaThl, BKJIIOYEHHbIE B IepedyeHb IKHU3HEHHO
HEOOXOMMMBIX M BaXHEHWINMX JleKapCTBeHHbIX IpenapaToB’ (CobpaHue
3akoHoAaTenscTBa Poccuiickoit ®enepaunu, 2015, Ne 38, cr. 5302; 2018, Ne 43,
cT. 6597; 2019, Ne 51, ct1. 7649):

a) NOAMYHKT "0" MyHKTa 3 U3JI0XKHUTD B CIEAYIONIEH pelaKiinu:

"O) B choy4ae eciM JIEKapCTBEHHBIH  MmpemapaT  MHOCTPAaHHOTO
NPOM3BOJACTBA HWIJIM IIPOM3BOAMTENSl TOCyNapcTBa - uieHa EBpazuiickoro
OKOHOMHMYECKOIO  COI03a pealln3yeTcsl B  HMHOCTPAaHHBIX TOCYIapCTBaXx,
B OTHOLUIEHMHM KOTOpPBHIX IpeAcTaBisercs uHpopMauus 00  ypoBHE
MHUHHMMAJIBHBIX OTIYCKHBIX L€H Ha JIeKapCTBEHHBbIC IMpenapaTrhl COracHO
npunoxkeHuto Ne 2, - MHHHMManbHYIO OTIYCKHYIO UEHY NpPOH3BOJUTEIIS
(6e3 yueTa NpPOM3BOACTBEHHBIX IUIOLIAIOK) Ha JIEKAPCTBEHHBIN IIpemapar B
YKa3aHHBIX TOCYJapCTBax, PACCUYUTAHHYIO B COOTBETCTBUU ¢ pazznenom VII
HacToAIIEed METOAMKHA Ha OCHOBAaHUHU pacyeTa IpeAesbHOM OTIYCKHOH II€HBI
NPOU3BOAMTENS Ha  JIEKapCTBEHHBIM  MperapaTr, MpeacTaBlIseMoil  Ha
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roCyapCTBEHHYIO PETUCTPALMIO (TIePEPETUCTPALMIO), COTNIACHO IPHIIOXKEHUIO
Ne 3 ¢ yueTom pacxonoB, CBSI3aHHBIX C TAMOXKEHHBIM O(QOpPMIICHHEM. "}

0) moamyHKT "B" nmyHKTa 10 U3710XUTH B CIeAyIOLIEH peaKiuu:

"B)B Cllydae eCIHM  JIeKapCTBEHHBIM TIpemaparT  HWHOCTPAHHOTO
IIPOM3BOJACTBA WM IPOU3BOAMUTENS TIOCYyHapcTBa - 4lieHa EBpasuiicKoro
SKOHOMHYECKOTO COI03a peaiu3yeTcs B HWHOCTPAaHHBIX T[OCYyAapcTBax,
B OTHOIIEHHH KOTOPBIX TMpeAcTaBisercs UHbopManus 00  ypoBHe
MHUHHMAJIBHBIX OTITYCKHBIX II€H Ha JIEKapCTBEHHBIE Npenaparhl, yKa3aHHBIX B
npunoxeHre Ne 2 K HacTodled METOAMKE, - MUHUMAJIBHYIO OTIIYCKHYIO LIEHY
npousBoauTeNs (6e3 ydera mMpoU3BOACTBEHHEBIX IIONIA0K) Ha JIEKAPCTBEHHBIH
mpenapaT B YKa3aHHBIX TIOCYyAapCTBaX, PacCYUTAHHYIO B COOTBETCTBHHM C
pazmenoMm VII Hacrosmedl MeTONMKH Ha OCHOBaHHHM pacdeTa IpenesIbHOU
OTIYCKHOH  I€Hbl  IpPOM3BOJAMUTENs  Ha  JIEKapCTBEHHBIM  IIpemapar,
IpeCTaBIAeMON Ha TOCYJapCTBEHHYIO perucTpanuio (mepeperucTpamnyio),
npexycMOTpeHHOro mnpmiokeHueM Ne 3 k HacTodllell MeTOAMKE, C y4eTOM
pacxoI0B, CBSI3aHHBIX C TAMOXXEHHBIM o(opMIIeHUEM.".
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