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00 oTKase B COITIaCOBAaHUM NPEACIbHBIX OTITY CKHBIX LICH [lpOHBBOD,HTCJ]eﬁ
Ha JICKapCTBEHHBIC TIpEraparbl, BKIIFOYEHHBIC B IICPEYCHDb KU3HCHHO HEOOXOIUMBIX
U BaXKHEHIITHAX JICKapCTBCHHBIX IIPCIIapaToB

B coorBercTBMM € IYHKTOM &, TMOANYHKTOM «B» IyHkra 13 IlpaBun
rocy/1apCcTBEHHOM perucTpanuu u nepeperucTpanum yCTaHaBIIMBAEMBIX
MPOU3BOJMUTEISAMHI JIEKAPCTBEHHBIX [IPENaparoB TNpPEACHbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIC TIPENaparbl, BKIIOYCHHBIE B IIEPEYEHb JKM3HEHHO HEOOXOAMMBIX H
BaKHEHMINUX  JICKAPCTBEHHBIX  IIPENaparoB,  YTBEPKIEHHBIX  IOCTAHOBJIEHUEM
[IpaButensctBa Poccuiickoit ®enepaumn or 29.10.2010 Ne 865 (manee - Ilpasuia),
denepanbHas aHTHUMOHOIONBbHAA CIy)K0a paccMOTpena JOKyMEHTBI, IPEACTaBICHHbIE
nuceMoM Munszapasa Poccun ot 24.09.2015 Ne 20-4-491905-c, v npunsia pelneHue
00 OTKaze B COINIACOBAaHUM IMPEIEIbHBIX OTIYCKHBIX LIEH MpOu3BOJACTBA «bda
JlaGoparopu3» (MHousi) Ha clemyrollue JIEKApCTBEHHBIE IIpEnaparsl, BKIIOYEHHBIE B
epeyeHb JKU3ZHEHHO HEOOXOAUMBIX U BKHEHIIHNX JIEKAPCTBEHHBIX IPENapaToB:

1. [Munpodnokcanun (MHH — Ilunpodnokcanun), pactBop /Ui BHYTPHBEHHOTO

BeefaeHus 2 wmr/mu, 100 mn — daakonsl (24) — naykum KapTOHHBIE B pasmepe
1477.,44 py6.
2. Merponumaszon (MHH — Mertponunason), pactBop uis MHOY3uid 5 Mr/mi,

100 M — ¢utakons! (24) — xopoOku kapToHHBIE B pasmepe 1648,80 pyo.

[IpenenbHble OTIYCKHBIE 1I€Hbl HA YKa3aHHBIE JIEKAapCTBEHHBIE Mpenaparbl He
COIIACOBBIBAIOTCS MO CIIEIYIOIMIMM OCHOBAHUSAM.

[lpy mnpoBeleHMM aHajlW3a YCTAHOBIEHO, YTO Ha JIEKaPCTBEHHBIH Ipemnapar
[{unpodokcays, pacTBOp /Ul BHYTPUBEHHOro BBeieHus 2 Mr/mi, 100 M — duiakoHsI,
Ne 1, npomsBomctBa «Dnbda Jlaboparopus» (Muams), (PY Ne JICP-007784/09),
3aperucTpupoBaHa 1ieHa B pasmepe 20,32 py06. (B nepecuere Ha Ne 24 — 487,68 py0.).
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Takum 00pa3oM, 3asBJIICHHAs HA COIIACOBAHME 11€HA HA YKa3aHHBIN JIEKapCTBEHHBIN
mpernapar B paMKax OJHOIO PErMCTPallMOHHOIO YIOCTOBEPEHUS IPEBBILIACT YKE
3aperuCTPUPOBAHHYIO MPEJEeNbHYI0 OTIYCKHYIO LieHy (Ipu nepecdyere Ha 24 ¢rakoHa)
Oonee ueMm B 3 pasa.

Taxoke ycTaHOBJIEHO, YTO Ha JIEKApCTBEHHBINM mpernapar MeTpoHUAa30i, pacTBOp
i uady3uit 5 mr/ma, 100 ma — ¢aakons:, Ne 1 npoussozactsa «Oabda Jlaboparopus»
(Uugus), (PY — JICP-009894/09), 3apeructpupoBaHa ueHa B pasmepe 16,62 pyO.
(B mepecyere Ha Ne 24 — 398,88 py6.).

Takum 00pa3oM, 3asBJICHHAs Ha COIIACOBAHHUE 1|€HA Ha YKa3aHHBIH JIEKApCTBECHHbIN
npenapar B paMKax OJIHOIO PperMcTpalilOHHOIO YJOCTOBEPEHMs MPEBBIIACT YiKe

3aperMCTPUPOBAHHYIO TIPEACIBHYIO OTIYCKHYIO lieHy (rpu nepecuere Ha 24 ¢uakoHa)
Oonee yeM B 4 pa3sa.

YuuTpiBasi BBIIIEH3JI0KEHHOE, IPEACIbHBIE OTIYCKHBIE II€HBl Ha YyKa3aHHbBIE
JIEKapCTBEHHBIE Tperaparbl HE CONIACOBBIBAIOTCA, B CBA3M C HKOHOMMYECKH
HEO0OOCHOBAHHBIM POCTOM LIEH.

B cBs3M C BBIIIEU3I0KEHHBIM, B COOTBETCTBMHM C IOAITYHKTOM «B» IyHKTa 13
[IpaBun npeBbIlIEHNE TIPEACTABIAEMON ISl TOCYapCTBEHHON PEruCTpaLiuy NpeieIbHOR
OTIyCKHOM LI€Hbl TPOM3BOJAUTENS HA JIEKAPCTBEHHBIM Ipenapar Haj LEHOM,
pacCYMTaHHON B COOTBETCTBMM € METOAMKONW YCTAaHOBIECHUS TIPOU3BOAUTENISIMH
JIEKapCTBEHHBIX NPENapaToB MPeIeIbHBIX OTITY CKHBIX LIEH Ha JICKaPCTBEHHBIE [IPEraparsl,
BikimoueHHble B nepeueHb JKHBIIIL, yTBepikaeHHON npukazom MHMH3ApaBCOLpa3BUTHS
Poccun u ®CT Poccum or 03.11.2010 Ne 961w/527-a, npelictByroumeil B Tiepuos
nposeneHuss PAC Poccun 5KOHOMHYECKOrO aHaJIM3a, ABJISETCS OCHOBAHUEM LIS OTKas3a B
COITIAaCOBAHMHM  TI'OCY/JIAPCTBEHHOW  PErucTpalMu  TpeaedbHON  OTIYCKHON  ICHBI
NIPOM3BOAMTENIS HA JIEKapCTBEHHLIN Ipenapar.
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