PELIEHUE
00 OTKa3e B CONIaCOBAaHUHU MNpeACIbHBIX OTITYCKHBIX IICH HpOPI?;BO,ZIHTGJIGfI
Ha JICKaApCTBCHHBIC IIPCIIaparbl, BKIIFOYCHHBIC B IICPCUCHD JKU3HCHHO HCO6XOI[I/IMBIX
1 BaXKHEHUIIINX JICKApCTBCHHBLIX IIPCIIaparoB

B coorBercTBUM C TyHKTOM 8§ U TMOAMYHKTOM «0» myHkta 19 IlpaBun
rocyIapCTBEHHOM perucTpanuu U nepeperucTpanuu YCTaHABJINBAEMbIX
IIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IPENaparoB NpPEIEIbHBIX OTIYCKHBIX LIEH Ha
JIEKapCTBEHHBIE Ipenaparbl, BKIIOYEHHbIE B IE€PEUEHb KXU3HEHHO HEOOXOOUMBIX U
BOXHEHIIMX  JIEKAPCTBEHHBIX  IPENaparoB,  yTBEPKJIEHHBIX  I[OCTAHOBIECHUEM
[IpaButennctBa Poccuiickoit ®enepannu ot 29.10.2010 Ne 865 (manee — IlpaBuiia),
®denepanbHasi aHTUMOHOMOJbHAS CIYyX)0a paccMOTpesia JTOKYMEHTBI, MPEICTABICHHbIE
nucbmamu Munsapasa Poccun ot 05.10.2016 Ne 20-4-4023918-c, ot 04.10.2016 Ne 20-
4-4023854-c, ot 11.10.2016 Ne 20-4-4023311-c, ot 11.10.2016 Ne 20-4-4023574-c, u
NpUHSUIA pelieHue 00 OTKa3e B COMIACOBAHMM MPENENbHBIX OTIMYCKHBIX IieH OAO
«HoBocubxumdapm» (Poccust), 3asBI€HHBIX Ha NEPEPEeruCTpalfio, Ha CIEAYIOIINe
JIEKapCTBEHHBIE IIpenaparbl, BKIIOUEHHbIE B IMEPEUYEHb >KU3HEHHO HEOOXOAMMBIX U
BAXHEHIINX JIEKAPCTBEHHBIX MIPENapaToB:

1. TIlupaneram (MHH — Ilupaneram), pactBop [Jsi BHYTPHUBEHHOIO H
BHyTpuMbIedHoro BBeaeHus 200 mr/mi, 5 mi, — ammyssl (10) /B KOMIUIEKTE ¢ HOKOM
aMIyJIbHBIM WM CKapHU(PHUKATOpPOM, €CITU HEOOXOAMM [UIsl aMIlyJd JaHHOTO Tuma/ —
KOpOOKH KapTOHHbIE, B pa3zmepe 63,18 pyO.

2. Dypunnmn (MHH — AMuHoduiuH), pacTBOp 1J1s BHYTPUBEHHOTO BBeAeHUs 24
mr/mi, 10 mi, — ammyisl (10) /B KOMITJIEKTE ¢ HOKOM aMIYJIbHBIM WIIA CKapu(DUKATOPOM,

eciaM HeoOXOomuM IS aMITyJl JaHHOTO THmHa/ — KOpOOKM KapTOHHBIE, B pa3Mepe
69,63 pyO.
3. Harpus tunocynepar (MHH — Harpus Ttuocynsdar), pactBop s

BHyTpuBeHHOTO BBeneHus 300 mr/miu, 10 mu, — ammyssl HelTpainbHOro crekna (10) /B
KOMIUIEKT€ C HOXXOM aMIYJIbHBIM WM CcKapudukaropom (mpu HEOOXOAUMOCTH)/ —
KOpOOKHU KapTOHHBIE, B pazmepe 69,34 pyo.

4. Harpus xnopun (MHH — Harpus xnopun), pactBop st unbekuuii 0,9 %,
10 M, — ammysst (10) /B KOMIUIEKTE ¢ HO)KOM aMITyJIbHBIM WJIN CKapu()UKATOPOM, €CITH
HE0OXOIUM JIJIs1 aMITyJT TAaHHOTO THTa/ — KOpOOKM KapTOHHEIE, B pa3mepe 31,33 pyO.

[IpenenbHble OTMYCKHBIE IIEHBI HA YyKa3aHHBIE JICKAPCTBEHHBIC MpEMaparbl He
COIIACOBBIBAIOTCS IO CJIETYIOUIUM OCHOBAHMSIM.

N3 ananuza npencraBineHHbIXx B PAC Poccun TOKYMEHTOB YCTAHOBIIEHO, YTO K
MpPEACTaBICHHBIM JIOTOBOpPAM OTCYTCTBYIOT TOATBEPKACHUS MPOJIOHTAIMUA JAHHBIX
JIOTOBOPOB, a Takke crnenuukanuu (MPUIOKEHHUS), SIBISIOMIMECS HEOThEMJIEMBIMU
YaCTSIMH JIOTOBOPOB JIAHHOTO THIIA.

Kpome Toro, B COOTBETCTBUM C MOAMYHKTOM «0» myHKTa 13 Mertonuku pacuera
YCTAaHABIMBAEMbIX  IPOU3BOJUTENSAMM  JIEKAPCTBEHHBIX  IPEMAPATOB  MPEIEIbHBIX
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OTIIYCKHBIX LIEH Ha JICKAPCTBEHHBIC IpEIapaThbl, BKIOUEHHBIE B IMEPEYEHb KU3HEHHO
HEOOXOIMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MPEMapaToB, MPU HX TOCYAapCTBEHHOU
perucTpauvu M IEepPEepPEerucTpalnu, YTBEPKJICHHOM NocTaHoBieHUeM IIpaBurenbcTBa
Poccuiickoit ®epepaumu ot  15.09.2015 Ne 979, yBenuyeHue COOTBETCTBYIOIINX
OTUMCJIEHUW TMOATBEPKAACTCA aKTaMH BBOJA B JKCIUIYaTAal[MI0 OCHOBHBIX CPEICTB,
WCIOJIb3YEMbIX  HEMOCPEACTBEHHO IIPU  MNPOU3BOJACTBE JAHHBIX JIEKAPCTBEHHBIX
npenaparoB. [Ipu 3TOM B IPEACTABIEHHBIX JOKYMEHTaX OTCYTCTBYET JOKYMEHTAJIBHOE
MOATBEPKJICHUE YBEJIMYEHUS aAMOPTU3ALMOHHBIX  OTYMCIIEHWM, BKJIIOYEHHBIX B
ce0eCcTOMMOCTh MPOU3BOJICTBA YKA3aHHBIX JIEKAPCTBEHHBIX MPEMapaToB.

Takum 00pa3oM, JOKYMEHTHI JjIsi TOCYAApCTBEHHON MEpeperucTpaluu IeH Ha
BBIIIIEYKA3aHHBIC JICKAPCTBEHHBIE MIPErapaThl MPEICTABICHBI B HEMOJIHOM 00bEME.

B cBsi3u C BBINIEU3I0)KEHHBIM, B COOTBETCTBUU C TMOANYHKTOM «0» IyHKTa 13
[IpaBun mpeacTaBieHHE JOKYMEHTOB B  HEIMOJHOM O0beME€ WM  HEMOJHOTa
COJIEpKAIIUXCSI B HUX CBEJICHHM, ABISIETCS OCHOBAaHHMEM [Ji OTKa3a B COIIACOBAaHHUU
rOCYAapCTBEHHOM PETMCTPAalMM IPEAEIbHOW OTIIYCKHOM LIEHBbl MPOU3BOAUTEISI Ha
JIEKapCTBEHHBIM Ipernapar.

A.b. Kamesapos
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