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PEIIEHHUE
06 OTKa3€ B COIIACOBAHMU MPEASTLHEIX OTMYCKHBIX IIEH IPOM3BOIUTENIEH
Ha JICKAPCTBEHHEIE TIPENaparsl, BKIIKUEHHLIE B IEPEUCHb )KH3HEHHO HEOOXOOMMEIX
¥ BayKHEHIIHX JIEKAPCTBESHHBIX MPENApaToB

B COOTBETCTBMM ¢ IyHKTaMH 8 U MOAMNYHKTOM «a» IyHkra 19 IlpaBun
rocy/1apcTBEHHOH perucTpanuu Hu nepeperucTpalum YCTaHABIIMBAEMBIX
MPOM3BOOMTENSMUA JIEKAPCTBEHHBIX IPENAapaToB IMpPeAclbHEIX OTINYCKHhIX 1EH Ha
JIEKapCTBEHHbIC [penapaTsl, BKIIOYCHHBIC B IIEPEYEHb JKU3HEHHO HEOOXOAUMEIX H
Ba)KHEHWINIMX  JEKAPCTBEHHBIX  IIPENApaToB,  YTBEPKACHHBIX  IOCTAHOBIGHUEM
[paButensctBa Poccmiickoii ®enepanuu or 29.10.2010 Ne 865 (nanee - Ilparuna),
denepanbHag aHTUMOHOIONBHAS CITyk0a paccMoTpesia JOKYMEHTHI, IPeACTABIICHHEIE
nucsMoM MuH3zapasa Poccun ot 14.04.2016 Ne 20-4-4009192-¢, u npunana peuieHue od
OTKa3e B COINIACOBaHWHU MpenensHoil otmyckHoU LeHsl OAQO «buocuuTes» (Poccus),
3afBIICHHON Ha INepeperucTpaluio, Ha Cleqylolui JeKapcTBEHHBIH Mpenapar,
BKJTIOYEHHBIH B IEpeYcHb JKM3HEHHO HEOOXOIMMBIX H BaXHEHIIMX JIEKapPCTBEHHBIX
Npenaparos:

Jumenpon (MHH -~ [udeHruapaMuH), pacTBOp i BHYTPHUBEHHOIO W
BHYTPUMBIIIEYHOTO BBeAeHus, 10 mr/mn, 1 Mn, - amnyna (5) — KOHTypHas sueikoBas
yIaxoBKa (2) — Mayka KapToHHas, B pasmepe 19,89 pyo.

[TpemenbHas OTHMYyCKHas I[@Ha Ha YKa3aHHBIM JIEKapCTBCHHBIA IIperapar He
COMIACOBBIBAETCA MO CIEAYIOIIAM OCHOBAHHSIM.

IIpu mpoBeneHHMH skoHOMH4ecKoro aHanuza DAC Poccun BBISIBICHO, YTO POCT
3aperucTpUpPOBAHHON IIpeAEBpHOH OTIYCKHOM LEHBI Ha BHIMICYKa3aHHbIN Tipenapar
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3asBIIEH [pousBopuTenieM B pasmepe 16,18 %. IIpm sToM, M3 pacyeToB BENMUMHEL
YAOPOXKaHUA, MPEJCTABISHHBIX IIPOM3BOAUTENeM B mpunoxeHud Ne 5 k Meroauke
pacyeTa yCTaHaBIMBAEMbIX MPOU3BOAUTENSAMH JIEKAPCTBEHHBIX MPenaparor MpeacibHBIX
OTIOYCKHBEIX IIeH Ha JICKAPCTBEHHBIE TIPENaparhl, BKIKOUEHHBIE B MEPEUEHb KU3HEHHO
HEeOOXOIUMBIX M BaKHEUIIHX JIEKAPCTBEHHBIX NPENAparoB, NpH MX TOCYAAPCTBEHHOM
perucTpaluy W TepeperucIpani, YTBEpXKACHHONW mnoctaHoBnenueM llpasBurtenbcrea
Poccuiickort @epepaunu ot 15 centabpa 2015 r. Ne 979 (nanee — Metoauka), cneayer,
9To (HAaKTUYECKOE YBENWYEHUE UEH HAa CBIPpE U MATEpUaNBl, MCIONb3yeMble IIpH
IIPOM3BOACTBE BBIIIEYKA3aHHOro Mpemnapara, a Takke HaKIaJHBIX PAaCXOHOB, COCTABASET
menee 16,18%.

Kpome TOro, cormacHo NyHKTY 9 MeToauku mnpenenbHas OTNYCKHAS I€Ha Ha
JeKapCcTBEHHBIH IIpenapal HIKHECPEAHET0 LEHOBOIO cerMeHta Ao 500 pyOneit
(BKITIOUMTENBHO) TIPH ee MepeperucTpaliii B ciydae, YKa3aHHOM B IMOAIYHKTE «a»
nyHkra 19 [IpaBui, MOANEKUT yBEIHYEHHIO:

a) B YaCTM LEH Ha CHIPh€ ¥ MaTepHallbl, HCIOIB3yeMBIE MPUH NPOH3BOACIBE
KOHKPETHOIO JIEKAPCTBEHHOTO TIpenapara, - MpOMOPLUHOHAIFHO BETWUYHHE YAOPOKAHHA
CTOMMOCTHM CHIpPbSl M MATEPUAIOB B CTPYKTYpe 3aTpar Ha IPOU3BOACTBO U PeaU3allUIo
JIeKapCTBEHHOIO Npenapara;

0) B yaCTH HAKIaJHBIX PACXO/0B — IPONOPLUOHANLHO BENUYUHE YBETHUCHHA
YKa3aHHBIX pPacXo/loB B Cloy4ae yBeNWYeHHs Tapu(OB Ha 3NEKTPHHYECKYKO 3HEpPTHIO,
TEIUIOBOAOCHAOKEH E, BOROCHA0KEHUE M L[eH Ha TOIUIHBO.

B pamkax mpoBefieHus skoHOMEYeckoro ananusa G@AC Poccuy BLISBIECHO, YTO B
ce0eCTOUMOCTH  JIGKAPCTBEHHOIO Tpenapara, npu  (GOpMHUPOBAHHM TpeAelbHOI
OTIYCKHOH [EHBbl, Y4YMTHIBACTCA VYBEJIMUYCHHE HE TOJIBKO CHIPhfA, MaTePUAIOB H
HakKIaIHBIX pPAaCcXOJOB, CBA3aHHBEIX C [POM3BOJACTBOM M pealM3alueill JaHHOro
JIEKApCTBEHHOTO Mpernapara, Ho M yBeIHYeHue OOmENpoUu3BOACTBEHHBIX PACXON0B, B TOM
YHCNEC YBCIWYEHHE AMODPTH3ALMOHHBIX OTYHUCICHWH, 4TO IIPOTHBOPEYUT IYHKTY 9
MeToavku.

B cBfi3W ¢ BHIIEH3TOKEHHBIM, B COOTBETCTBHHU C IOANMYHKTOM «B» IyHKTa 13
IlpaBun mpeBHIICHHME NPEACTABIAEMOH IS TOCYZapCTBEHHOM PpEeTHCTpaluM WM
niepeperucTpauy NpeaelbHOM OTIIYCKHOM IeHBl TPOM3BOAMTENS HA JiIeKapPCTBEHHBIH
openapar HaJ LEHOH, pPacCYUTAHHOW B COOTBETCTBHM ¢ MeETOAMKOMN, sAB/IsETCS
OCHOBaHHEM AJIS OTKa3a B CONIACOBAHUH [OCYAAPCTBEHHOM perscTpauuy IpeAeNsHOM
OTIIYCKHO#H I[eHBl IPON3BOAUTENIA Ha JICKAPCTBEHHEIH Mpenapar.
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