PELIEHUE
00 OTKa3e B COIIaCOBAHUH MMPpEACTIbHBIX OTITYCKHBIX LICH HpOI/ISBO)IPITeJIefl
Ha JICKaApCTBCHHBIC IIPCIIaparbl, BKIIFOYCHHBIC B IICPCUCHD JKU3HCHHO HCO6XOI[I/IMBIX
1 BaXKHEHUIIINX JICKApCTBCHHBLIX IIPCIIaparoB

B coorBerctBun ¢ mnyHKkToM & IIpaBHiI TroCymapCTBEHHOM pPErMCTpauuyd H
NEPEPETUCTPAIIMM YCTAHABIMBAEMbIX MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IpENapaToB
MpelebHbIX OTIYCKHBIX II€H Ha JIEKAPCTBEHHbIE Mpenaparbl, BKIIOUYEHHbBIE B NIEPEYEHb
JKU3HEHHO HEOOXOAMMBIX W BaXKHEWIUX JIGKAPCTBEHHBIX IPENapaToB, YTBEP>KICHHBIX
nocraHoBiieaneM IIpaBurensctBa Poccuiickoit ®@enepauuu ot 29.10.2010 Neo 865,
®denepanbHas aHTUMOHOMOJIbHAS CIYX)0a paccMOTpesia JOKyMEHTHI, MPEICTABICHHbIE
nucbkMoM Munsznpasa Poccuu ot 05.10.2016 Ne 20-4-4022963-c, 1 npuHsuia perieHue oo
OTKa3e B CONIACOBAHUMU MPEIEITbHON OTIYCKHOM LIEHBI Jep:KaTellsl KWW BIaJelblia
PErUCTPALlMOHHOTO YAOCTOBEPEHUS JIeKapCcTBEHHOro npemnapara «HoBaptuc ®@apma Al»
(IIIBetittapust), mpou3BOICTBA U TIepBUYHAs yakoBka «Bertep ®@apma-Deprurynr ['moX
n Ko» (I'epmanus), BTOpuYHas YIAKOBKA W OpraHU3alus, OCYLIECTBISIOLIAs
BBIITyCKatOUMi KOHTposib KadecTtBa «Homaptuc ®apma Illteiin Al» (IlIBeiiuapus) Ha
CIIEIYIOUIMI  JIEKApCTBEHHBIM Ipenapar, BKIIOYEHHbII B TMEpeYeHb KU3HEHHO
HEOOXOIUMBIX M BAKHEUILINX JICKAPCTBEHHBIX MPENapaToOB:

Jlyuentuc (MHH - Panu6uzyma0), pactBop [isi BHyTpHUINIa3HOro BBeneHus, 10
mr/mia, 0,165 mn - mmpun (1) - mauku kapToHHble, B pasMepe 38548,68 pyo.
(peructpanronHoe ynocroBepenue (nanee - PY) — Ne JICP-004567/08).

[IpenenbHass OTHYCKHAasl Ii€HA Ha YKa3aHHBIM JIEKQpCTBEHHBIM IIpenapar He
COIIACOBBIBAETCS 10 CIAEAYIOUIUM OCHOBAHUSIM.

B coorBerctBum ¢ mnyHktoM 20 Meroaukyd pacueTra  yCTaHABIMBAEMbIX
MPOU3BOAUTENSIMA  JIEKAPCTBEHHBIX IMPENApPAaTOB MPEAENbHBIX OTIYCKHBIX II€H Ha
JICKapCTBEHHBIC TMpenaparbl, BKIOYCHHBIC B TMEPEUCHb KU3HCHHO HEOOXOIUMBIX U
BOKHEUININX JICKAPCTBEHHBIX MpenaparoB, MPU KX TOCYJApCTBEHHOW PETUCTPALMU U
IIEpEPETUCTPALMU, YTBEPKAECHHOM mnoctaHoBiueHueM [IpaBurensctBa Poccuiickon
®enepanuu ot 15.09.2015 Ne 979 (manee — Meronuka), npu pacdere MNpeAebHOU
OTITyCKHOM LIEHbl HHOCTPAHHOTO MPOU3BOAMUTENS Ha JEKAPCTBEHHBIN Mpenapar B paMKax
OJTHOTO PETMCTPALMOHHOTO YIOCTOBEPEHMSI JIEKAPCTBEHHOI'O Npernapara Npu U3MEHEHUU
KOJIMYECTBA JICKAPCTBEHHOIO IMpernapara BO BTOPUYHOM (ITOTpeOUTEIbCKOM) yIIaKOBKE HE
JIOITYCKAeTCs YBEJIMYEHUsI CTOMMOCTH OIHOM JIEKapCTBEHHOUN (POPMBI.

[Ipu npoBeIEeHNN SKOHOMUYECKOTO aHaJIn3a YCTAHOBJIEHO, YTO HA JIEKAPCTBEHHBIM
npenapar Jlynentuc (MHH - PanuOusyma6), pacTBop [ij1si BHyTpHUIIIa3HOTO BBeACHUS, 10
mr/mi, 0,230 mur rakoHbl, 1 MT. B KOMIUIEKTE ¢ WUIVIOH, CHAO)KEHHOU (PUIBTPOM, UTJION
WHBEKIIMOHHOM,  mmpuieM / madku  kaproHdsle, PY  Ne JICP-004567/08,
3aperucTpupoBaHa MpeJieibHas OTIyCKHas 1ieHa B pa3mepe 38548,68 pyoueit (mpukas
Munszapasa ot 03.06.2016 Ne 451/20-16). Takum oOpa3om, 3asBiIeHHAs K PErHCTPALlUU
npenenabHas OTIYCKHAs [€Ha B paMKaX OJHOIO PErMCTPAallMOHHOIO YAOCTOBEPEHUS
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[IPEBBIIAET PAHEE 3aPETHCTPUPOBAHHYIO IPEAEIBHYIO OTIIyCKHYIO II€HY W3 pacuera
CTOMMOCTHU OJTHOM JIEKAPCTBEHHOU (DOPMBI.

B cBsI3u C BBIIEU3TI0KEHHBIM, B COOTBETCTBHM C NOIIIYHKTOM «B» ITyHKTa 13
IIpaBun mnpeBbIIEHUE NPEACTABISIEMON [UJI1 TOCYAAPCTBEHHOM pPETUCTPALlMU WU
IIEPEPETUCTPALNA TIPEAEIbHON OTIYCKHOM LIEHBl MPOW3BOAUTEINSI HA JIEKaApCTBEHHBIN
mpenapar HaJ I1E€HOM, pAacCYUTAaHHOW B COOTBETCTBUM C METONMKOW, SBIAETCS
OCHOBAaHHUEM I OTKAa3a B CONIACOBAHUU TI'OCYAAPCTBEHHOM PETMCTPALUU INPEACIbHON
OTILYCKHOM LI€HBI IIPOU3BOAUTEIS HA JICKAPCTBEHHBIN Mpenapar.

A.b. Kameapos
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