PEINIEHUE
00 OTKa3e B COIVIAaCOBAHMH IPEAEIbHBIX OTITYCKHBIX LIEH TPOU3BOAUTENEH
Ha JIEKapCTBEHHBIE IIPETapaThl, BKJIOUEHHbIE B TIEpEUEHb )KU3HEHHO HEOOXOAMMBbIX
Y BOKHEUIINX JICKAPCTBEHHBIX IIPENapaToB

B cooTBeTcTBUU ¢ MyHKTaMu 8 ¥ MOANYHKTOM «0» myHkTa 19 [IpaBun rocynapcTBeHHOR
perucTpalud M NEPEperucTpaluy YCTaHABIMBAEMBIX MPOU3BOAMUTEISAMHU JIEKAPCTBEHHBIX
MpenaparoB MpEAEbHBIX OTIYCKHBIX 1IEH Ha JIEKapCTBEHHBbIE Npernaparbl, BKIIOYEHHbBIE B
nepeyeHb )KU3HEHHO HEOOXOAMMBIX M BAXKHEUIIUX JIEKAPCTBEHHBIX MPEMapaToB, yTBEPKICHHBIX
nocraHoBnenueM [IpaButennscTBa Poccuiickoit @epepammu ot 29.10.2010 Ne 865 (manee-
[IpaBuna),  ®denepanpHas  AaHTUMOHOIIONBHAS  CIy)k0a  paccMoTpena  JTOKYMEHTHI,
npencrasieHHble nmucbMoM Mun3znpasa Poccun ot 24.10.2016 Ne 20-4-4024749-c, n npuHsiia
penieHre 00 O0TKa3e B COIIACOBAHMM MPEACNIbHBIX OTIYCKHBIX LIEH BIAJENblIa WK JepKaTels
peructpammonnoro ynocroBepenus OOO «I[TPOMOME]J] PYC» (Poccus), mpousBoicTBa
(Bce cragun) OAO «buoxumuk» (Poccust) Ha clieqyromue JIeKapCTBEHHBbIE Mpenaparsl,
BKJIFOYEHHBIE B MI€PEUEHb KU3HEHHO HEOOXOIUMBIX U BaKHEHIIIMX JIEKApPCTBEHHBIX MTPENapaToB:

1. Hedrpuakcon (MHH — LledTpuakcon), mopomioK ajisi MPUTOTOBIECHUSI pacTBOpa s
BHYTPUBEHHOTO W BHYTPHUMBIIIEUHOTO BBeAeHUS | 1, ¢makonsl (10) — mauku KapTOHHBIE, B
pasmepe 219,18 py0.

2. HoBokann (MHH — IlpokauH), pacTBop [jisi MHBEKUUNA 5 MI/MII, 5 MI — aMIyibl
(5) / B xoMIIIeKTE CO CKapu(UKaTOPOM, €CIM HEOOXOAUM JJIsl aMITyll JAHHOTO THMa / YIaKOBKH
STYEHKOBBIC KOHTYPHBIE (2) — MayKu KapToHHBIC, B pazmepe 20,75 pyo.

3. HoBokann (MHH — Ilpokaun), pactBop it uHbeKIui 20 Mr/mi, 2 M1 — aMITyJIbl
(10) / B KOMIUIEKTE CO CKapU(UKATOPOM, €CIM HEOOXOIUM JIsl aMITyJI JJAHHOTO THUIa / KOpOOKHU
KapTOHHBIE, B pa3mepe 19,54 pyo.

4. ledorakcum (MHH — Iledorakcum), MOpOMIOK IJsi MIPUTOTOBICHHUS PAcTBOPA IS
BHYTPUBEHHOTO W BHYTPHUMBIIIEUHOTO BBeZeHUS | 1, ¢uakonsl (10) — mauyku KapTOHHbBIE, B
pasmepe 177,92 py6.

5. I'moxo3za (MHH — Jlekctpo3a), pactBop mmst uadysuit 10 %, 400 mu — OyThuiku (15)
— SIIIMKUA KapTOHHBIE (17151 CTallMOHApOB), B pazmepe 430,92 pyo.

6. Bunnonietun — CAP (MHH — Bunnonerun), tabnetku 0,005 1, 10 mrt. - ynakoBku
STUEHKOBBIC KOHTYPHBIH (5) — Mayku KapToHHBIE, B pazmepe 49,53 pyo.

7. Marnus cynbpar (MHH — Marnus cynbdar), pacTBop Juisi BHyTPUBEHHOT'O BBEJCHUS
250 mr/mi, 5 ma — ammyinbl (10) - / B KOMIIJIEKTE ¢ HOKOM aMITyJIbHBIM WM CKapu(DUKATOPOM,
€CJIM HEOOXOIUM JJTsl aMITYJT JAHHOTO TUTA / TTAYKW KapTOHHBIE, B pazmepe 26,82 py0.

8. Marnus cynsdar (MHH — Marnus cynsdar), pacTBop isi BHyTPHBEHHOTO BBEICHUS
250 mr/mma, 5 Ma — amiyasl (5) - / B KOMIIIEKTE ¢ HOXKOM aMITyJIbHBIM WM CKapu(pUKaTOPOM,
€CJIM HEeOOXOIUM JUIsl aMIlyll JaHHOTO THMa / YMaKOBKU SYEHKOBBbIE KOHTYpHBIE (2) - Mayku
KapTOHHBIE, B pa3mepe 25,43 pyo.

9. Muxknopenak (MHH — Jluknodenak), pacTBop AJii BHYTPUMBIIIEYHOTO BBeIEHUS 25
mr/mi, 3 M1 — amnyssl (10) - / B KOMIIEKTe ¢ HOXKOM aMITYJIbHBIM WUJIH CKapU(PUKATOPOM, €CITU
He0OXOIUM JJIsi aMITyJT IaHHOTO THIIA / TTaYKU KapTOHHBIE, B pa3mepe 25,24 pyo.

[IpenenbHble OTIMYCKHbIE II€HBl HA YyKa3aHHbIE JIEKAPCTBEHHBIE Ipenaparbl He
COMIACOBBIBAIOTCS MO CIEIYIOUIUM OCHOBAHUSIM.

N3 anamuza mnpexncrasineHHblx B PAC Poccum JTOKyMEHTOB yCTaHOBJIEHO, YTO
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OTCYTCTBYIOT creuupukanuu (MpUIOKEHUs), SBISIOLIMECS HEOThEMJIEMBIMH  YacTIMU
JIOTOBOPOB JJAHHOTO THIA, a TAK)Ke K OOJBIIMHCTBY MPEACTABIEHHBIX IOTOBOPOB OTCYTCTBYIOT
NOATBEPKICHUS IIPOJIOHTAIIMM JAHHBIX JOTOBOPOB.

Taxxe npu npoBereHUH 3koHoMUYeckoro aHannza ®@AC Poccuu BBISBIEHO, YTO POCT
3apErMCTPUPOBAHHBIX  IPENEIBHBIX OTIYCKHBIX II€H Ha JIEKAPCTBCHHBIC IIPENaparsl
«HoBokaun», «lmroko3a», «Bunnouerun — Capy», «Maraus cynbdar», «/Juknodenax»,
3asBJIEH Mpou3BoauTeneM B pasmepe 6,4 %. Ilpu 3ToM, U3 pacueToB BETUYHMHBI YIOPOKAHUS,
IpeJICTaBICHHBIX MPOU3BOANUTENEM B IpuiioxkeHUH Ne 5 k Meroninke pacueTa ycTaHaBIMBaEMbIX
IIPOU3BOJAUTENIIMA  JIEKAPCTBEHHBIX  IIPEMApaToB  IPENEIbHBIX  OTIYCKHBIX II€H Ha
JIeKapCTBEHHbIE Mpenaparbl, BKIIOYEHHBIE B MEpEUeHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX
JIEKapCTBEHHBIX MPENapaToB, MPH HX TOCYJApPCTBEHHOM PEruCTpaldd M IEPEeperucTpalmH,
yTBepKJAeHHOM mnoctaHoBieHueM IIpaButenbctBa Poccuiickoit ®enepanuu ot 15 ceHTs0ps
2015 . Ne 979 (nmanee — Metonuka), cieqyer, 4To (pakTHUecKoe YBEIWYCHHE 1IEH Ha ChIPhE U
MaTepuasbl, HMCHOIb3yeMbIE IPU IPOU3BOJACTBE BBIIIEYKA3aHHBIX IPENApPATOB, COCTABIISIET
MmeHee 6,4 %.

B cBsi3u ¢ BBIIEU3I0KEHHBIM, B COOTBETCTBUU C MOAMYHKTaMH «O» U «B» IyHKTa 13
[TpaBun npeacTaBaeHUE TOKYMEHTOB B HETIOJHOM 00beMe | (MJIM) HEMOJTHOTa COAEPIKALINXCS B
HUX CBEJACHUM U TMpEBBIILICHUE MPEACTABIIEMONM Il TOCYJAapCTBEHHOM perucrpauuu
IPENEIbHON OTIYCKHOM IEHBl NPOU3BOAMTENSA Ha JIEKAPCTBEHHBIM Ipernapar Haja LEHOH,
pPacCUMTaHHOM B COOTBETCTBUM € MeETONMKOM, SBIAIOTCA OCHOBAaHMEM I OTKa3a B
COITIACOBAHUM TOCYAAPCTBEHHOW PETHCTPAUMU MPEIEIbHON OTIYCKHOW LIEHBI MTPOU3BOIUTEIIA
Ha JIEKApCTBECHHBIN Mpenapar.

P.A. Ilerpocsu
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