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PEIIEHUE
00 oTKa3e B COrnmacoBaHUHU NpeAe/IbHBIX OTITYCKHBIX LI€H HpOHBBOﬂHTQHEﬁ
Ha JICKapCTBECHHBIC ITperaparhbl, BKIIIOYEHHBIC B [IEPEYCHDb KU3HEHHO HEe0OXOIMMBIX
U Ba)KHEHUIIHX JIEKapCTBEHHBLIX IpPeIiapaToB

B coorBeTrcTBHHM C NyHKTOM 0, MOANYHKTOM «B» IiyHKTa 11 IlpaBun
roCyJapCTBEHHOMN PErucTpaly MpeeibHbIX OTIYCKHBIX L€H NPOU3BOJMTENEH Ha
JeKapCTBEHHbIE Npernaparhl, BKIIOYEHHbIE B IepedyeHb KU3HEHHO HEOOXOIMMBIX U
BaKHEHIIIMX  JIEKAPCTBEHHBIX  IIpenaparoB, YTBEP)KACHHBIX  IIOCTAHOBIEHUEM
[TpaButenscTBa Poccuiickoit ®@enepauun or 29.10.2010 Ne 865 (nanee - Ilpasuina),
®enepanbHas AHTUMOHOIIOJIbHAS ciyx0a paccMmoTpelia JOKYMEHTHI,
npejcraBiennble nmrucbMoM Munsapasa Poccuu ot 17.07.2015 Ne 20-4-487162, n
npuHsAIa peleHHe 00 OTKa3e B COIVIACOBAHMM IPEJESbHOM OTIYyCKHOM ILEHbI
«K.O. Pomdapm Komnaum C.PJL», PymbeiHus, Ha cieaylouiuid JeKapCTBEHHbBIH
npenapar, BKJIIOYEHHBIH B MepeueHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX
JIeKapCTBEHHBIX MPEIaparoB:

Jlop3onT, kanau rmasHeie 2%, 5 mi — ¢nakoHsl /¢ npobkoi-kanenbHuLei/ (1)
— Ma4¥Ku KapToHHble B pazmepe 354,80 pyoO.

[IpenenbHasi OTIYCKHAs LleHA HAa YKa3aHHBIN JIGKApCTBEHHBIN Ipenapar He
COIIaCOBBIBACTCS M0 CIEAYIOIUM OCHOBAaHUAM.

B coorBeTcTBUM ¢ NMyHKTOM 12 MeTOAMKH yCTaHOBJICHUS IIPOU3BOAUTEISAMH
JIeKapCTBEHHBIX IIperaparoB NpPeAeNbHbIX OTIYCKHBIX I[€H Ha JIeKapCTBEHHbIE
npenaparbl, BKIiodeHHble B mnepedeHbs JKHBJIIL, yTBepxkaeHHOH mpHKazom
Munsnpasconpaszsurusi Poccun u @CT Poccum ot 03.11.2010 . Ne961n/527-a
(nanee — Meroauka), npeiaraeMas K perucTpauuy npejenbHas oTIycKHas LeHa oe3
yyeTa pacxoloB, CBSI3aHHBIX C TAMOXKEHHBIM OQOpPMIIEHHEM M TPAHCIOPTHBIX
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pacxol0B HE MOXKET IIpeBbIIaTh pasMep MHUHMMAaJbHOHW OTIIYCKHOH IEHbI
MPOU3BOAUTEISI HA JJaHHBIN JIEKapCTBEHHBIH Mpenapar B roCyapcTBe MPOU3BOAUTE]IS
U JIPYrux rocyaapcraax.

[IpenenbHasi OTNYyCKHAas 1I€HA Ha yKasaHHbIH Iipenapar 0e3 y4dera pacxojloB,
CBA3aHHBIX C TAMOKEHHBIM O(GOPMIIEHUEM, U TPAHCIOPTHBLIX PAaCXO/0B MPEBBILIAET
pasMep MUHHMAaJIbHON OTIIYCKHON LEHBbI IPOM3BOJIMTENS Ha JI@HHBIM ITperapar B
Pymbirun (opunuansubiii caliT Munsapasa Pymbinun).

B cooTrBeTCcTBMM ¢ MOANYHKTOM «B» ImyHKra 11 IlpaBui mnpesbllieHHe
[pe/ICTaBlIeHHON [UIsl TOCYAapCTBEHHON PEerucTpaluy MpenesbHOH OTIYCKHOH IEHBbI
MPOU3BOJAMTENSI HA JIEKAPCTBEHHBIM IIpernapar Hajl LEeHOH, pacCYuTaHHOW B
COOTBETCTBUM ¢ MeTOAUKOH, SBISIETCS OCHOBAHWEM Ul OTKa3a B COIVIAaCOBAHUH
roCcyaapCTBEHHOW perucTpalyy IpeesIbHOM OTIIYCKHOM LEHbI IPOU3BOJAUTE/S HA
JIeKapCTBEHHBIH Ipernapar.
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