O npeAeAbHbIX OTMYCKHbIX LIeHAX
MPOUN3BOANTENST HO AEKAPCTBEHHbIN
npenapaT «[enapuH HATPUS»

PeaAepPANbHAS AHTUMOHOMOAbHAST CAY>KOQ PACCMOTPEACD B COOTBETCTBUM C
NYHKTOM 41 ocobeHHOCTEN OBPALLEHNST ACKAPCTBEHHBIX MPENAPATOBR AAS
MEAMUMHCKOrO MPUMEHEHUS, KOTOPbIE MPEAHA3HAYEHBI AASI MTOVMIMEHEHNS B
YCAOBMUSIX YIPO3bl BO3HUKHOBEHMSI, BO3HUKHOBEHUS 1 AIKBUAQLIMN
YPE3BbIYAVHOM CUTYAUNN N AAST OPTOHN3AUM OKA3AHMS MEAULIMHCKOW
MNOMOLLN AULIOM, MOCTPAACBLLMM B PE3YALTATE YPEIBbIYAVHbBIX CUTYALNNA,
NPEeAYNPENXAEHMS YPE3BBIYAMHBIX CUTYAUNN, MPODPUAAKTUKNA 1 AEYEHUS
3060AEBAHUN, MPEACTABASIIOLLMX ONACHOCTb AAST OKPY>KQAIOLLIVIX,
3060AEBAHNN N MOPAXKEHUIN, MOAYYEHHBIX B PE3YABTATE BO3IAENCTBUS
HEBAQrOMPUSITHBIX XUMNYECKNX, BUOAOTNYECKMX, PAANALMOHHBIX QAKTOPOB,
YTBEPYKAEHHBIX MOCTAHOBAEHMEM [paeuTenbcTBa Poccumckom Qeaepaumm
o1 03.04.2020 Ne 4471 (panee — OcobeHHOCTN), AOKYMEHTHI, MPEeACTOBAEHHbIE
nMcbMmamMmm MuHspApaea Poccum ot 29.06.2020 Ne 20-0/700 1 Ne 20-0/701 B
OTHOLLEHMN AEKAPCTBEHHOIO NPenapaTa «'enapuiH HATPKUS», U coobLaeT
CAeAyoLLEE.,

B cuny Tpeboearmm nyHKTa 37 OCOBEHHOCTEN MPU BbISIBAEH
MWHNCTEPCTBOM MPOMBILLAEHHOCTU 1 TOproeAn Poccumnckom Geaepaumn,
PepepanbHOM CAYXKOO0IM MO HOA30PY B chepe 3APABOOXPAHEHUST AEDEKTYPDI
AMBO OTCYTCTBUS B OBPALLEHNN AEKAPCTBEHHBIX MPENAPATOB, BKAKOYEHHbIX B
nepeyYeHb YKN3HEHHO HEOBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenapAaToB, B CBSI3M C LEHOOHBPA30BAHNEM HA HUX YKA3OHHbIE
deAEePAAbHbIE OPraHbl UICMOAHUTEABHOW BAOCTU MPEACTABASIKOT B TeYEeHUe 5
PABOYMX AHEN CBEAEHWS, YKA3AHHbIE B NyHKTE 36 OCOBEHHOCTEN, B
MuH3APGBR POCCrM MO GOpME COrAQCHO MPUAOXKEHMIO K OCOBEHHOCTSIM.

B cooTtBeTCTBMM C PepAepPAAbHBIM 3AKOHOM «O6 06PALLEHUMN AEKAPCTBEHHDBIX
CPEACTB» AEKAPCTBEHHbIE MPENapPAThl - AGKOPCTBEHHbIE CPEACTBA B BUAE



AEKAPCTBEHHbIX POPM, MOUMEHSIEMbIE AAST MOOPUAAKTUKA, AMATHOCTUKM,
AeYEHMS1 3AB0AEBAHMS, PEADUAUTALMN, AAST COXPAHEHUS], MOEAOTBPALLLEHNS]
VAU NPEPbIBAHVS BEepEMEHHOCTH.

Y4nTbIBASI MBAOXKEHHOE, A TAKXKE TOT PAKT, YTO MNEPEYEHD YKM3HEHHO
HEOBXOAMMbBIX N BADKHENLLMX AEKAPCTBEHHbBIX MPENAPATOB GOPMUMPYETCS MO
MEMAYHAPOAHBIM HEMNATEHTOBAHHBIM HOMMEHOBOHMSIM C YKA3AHNEM
AEKAPCTBEHHbBIX POPM, AHAAUS BbISBAEHUS AePEeKTYpPbl ANOO OTCYTCTBUS B
o6pauLeHnn Heob6xoANMO NPOBOAUTL B OTHOLIEHNU BCEro MeXXAYHAOPOAHOIO
HEeNnATeHTOBAHHOro HaumMeHoBaHusa (Aanee - MHH) B cooTBeTCTBYIOWLNX
A€KAPCTBEHHbIX POPMOAX.

COrAQCHO CBEAEHMSIM FOCYAQPCTBEHHOIO PeeCcTPA AEKAPCTBEHHbIX
cpeACTB, B Poccuimcikonm eapepaumm AEKOPCTBEHHbBIV MPENAPAT,
cooTseTcTBYOWMM MHH «'enapuH HATpUSI», B A€KAQPCTBEHHOM POpME
«PACTBOP AASI MHbEKLMMN» 1N «PACTBOP AASI BHYTPUBEHHOIO M MOAKOXXHOIO
BBEAEHUSI» B AO3NPOBKE «b ThiC. ME/MA» 3QpPEermcTpmpoOBAH NSTHOALLATbIO
BAOAEABLAMU (MAU ASPIXKATEASIMU) PETNCTPAUMOHHBIX Y AOCTOBEPEHNN
AEKQAPCTBEHHbIX NPENAPATOB.

MuH3APOBOM POCCUM MPEeACTOBAEHDI 3ASIBAEHUS OT LUECTUN BAOAEABLEB (AU
AepyKaTenen) pPermcTpPaAUMOHHBIX YAOCTOBEPEHNI (OT YeTbipeX NPEeACTABAEHbI
paHee, N0 OCTAAbHbIM AEBSTU CBEeAEHUS OT MuH3pApaea Poccun He
NPEeACTABAEHbI), B TOM YCAE OT OAQO «CuHTE3» (POCCKS), 3ASIBAEHHAS LIeHA
A1 S amnyn — 1 358,14 pybaei 1

OO0 «IAANQPO», 3ASIBAEHHOS LeHA AAS1 S5 amnyA — 1700,00 pybaei.

COrAQCHO NPeACTABAEHHbBIM BO MCMOAHEHME MYHKTA 37 OcoBeHHOCTEN
MuUHApPOMTOProm Poccum AokyMmeHTam (Mcbmo oT 11.06.2020 Ne LIC-
40520/19), BBUAY OTCYTCTBUS MHPOPMALUM O NOTPEOHOCTU B AEKAPCTBEHHbIX
NpenapaTax, BKAIOYEHHbIX B NepevyeHb )XU3SHEHHO HEOOXOAUMBIX N BOXKHENLINX
AKAPCTBEHHbIX NPENAPATOB, CBEAEHMS O HOAUYMUN AEDEKTYPbI MOUBEAEHDI
HO OCHOBE AQHHBIX OHOAUTUYECKMX AreHTCTB O CpeAHEMECSIYHOM obbeme
FOCYAQPCTBEHHbBIX 3AKYMOK AASI MEAVLIMHCKNX OPraHM3aUms 1 O
cpeAHeMeCs4HOM oBbeMe MPOAOYK AAST AMTEYHBIX OPraHM3ALMN, B
COOTBETCTBMM C KOTOPLIMUN AEKAPCTBEHHBIV NPENAPAT, COOTBETCTBYIOLLINN
MHH renapuH HOTpKSI, B Me AVLMHCKMX OPraH3AUMSIX NPEACTAOBAEH BO BCEX
DEAEPAAbHbBIX OKPYraX, A B AMTEYHbIX OPrAHMN3AUMSIX B 3 PEAEPAAbHbBIX
OKPYrax MPEeACTABAEH B HE3HAYNTEABHOM KOAMYECTBE,

Pucikm otcyTCTBUS B OBPALLLEHNN AEKAPCTBEHHOMO NPEenapaATa «enapuH
HATPWSI» CBSI3AHbI (COFAQCHO AQHHBIM OTKPbITBIX MCTOYHMKOB) CO BCMbILLKOW
APPUKAHCKOM YyMbl CBMHEW B KTOE, KOTOPAS MPMBEAQ K KPATHOMY
YAOPROMAHMIO CTOMMOCTV CBUHOW MHTEHCTUHOABHOW MYKO3bl — CblPbSl,
HEOBXOAMMOIrO AAS MPOU3BOACTBA rEnAPUHA HATPMSI.



CoranacHo nNpeACTABAEHHBIM MUH3APOBOM Poccrm AQHHBIM (MMCbMO OT
26.06.2020 Ne,20-0/691), B rpayk AQHCKM OOOPOT HA TeppUTopUn Poccumncikonm
Peaepaumm NOCTYNMMAO (B dopme Bbinycka Ne 5):

B 2018 roay — 2 584 754 ynakoeku (7 NPOU3BOAUTENEN);
B 2019 roay — 2 552 859 yrnakoBok (6 NpOU3BOAUTEAEN);
B 2020 roay — 617 741 ynakoBKa (2 NPOUN3BOAUTEASD).

TO eCTb, UICXOAS M3 COMOCTABUMBIX AQHHBIX 2018 1 2019 rOAOB, KOAMHECTBO
NOCTYMMBLUMX B FPOMKAOHCKN OBOPOT YNAKOBOK 30 OHOAOTMNYHBIN MEPUOA B
2020 roay AOAKHO BbINO cOoCTaBUTb BoAee T MAH. YITAOKOBOK.

TakyKke, COrAaCHO paHee NpeACTABAEHHOW NMCbMOM MUH3APABA Poccum oT
20.05.2020 Ne 20-0/1/2-6832 nHpopmaumm, 8 MUH3APOB POCCcum NOCTynatoT
0BpaALLEHNST MEAVNLIMHCKUX OPraHn3aumm (Hanpuvep, HMLL oHkoAorvn M.,
H.H.BAoxmHa MuHsapaBa Poccumm) o6 OTCYTCTBUM B OBPALLIEHNMN
HEODBXOAMMOIrO B TOM YNCAE AASI MOOBEAEHMST ONMEPATYBHBIX BMELLATEABCTB
AEKAPCTBEHHOIO npenaparta ¢ MHH «'enapuvH HOTpUSI»,

[MpeAcTaBAEHHblEe HO cornacoBaHme OAO «CUHTE3» NPeAEAbHbIE OTMYCKHbIE
LieHbl HO PACCMATPUBAEMbBIN AEKAPCTBEHHBIM MPENAPAT COOTBETCTBYIOT
paHee coraacoBaHHbIM PAC Poccrm B COOTBETCTBUM C MYHKTOM 41
OcobeHHoCcTEN NMPEAEABHBIM OTMYCKHBIM LIEHAM HO STOT YK€ AEKAPCTBEHHDIV
NPEenAPAT MHbIX MPOU3BOAUTEAEN.

BmecTe ¢ TeM, NPeACTABAEHHAST HO corAaacoeaHmne OO0 «DAAapa»
NpPeAEAbHAS OTMYCKHAS LLEHO HO PACCMATPUBAEMbIN AEKAPCTBEHHbIN
NPenapPaT NPEBLILLAET paHee corAaacoaHHble PAC Poccum B COOTBETCTBUM
C NYHKTOM 41 OcobeHHOCTEN MPEAEABHBIE OTMYCKHbIE LIEHBI HO 3TOT Ke
AEKAPCTBEHHBIN MPENAPAT VHbIX Npon3BoAnTEAEN Bonee YeM HA 20 %.

[on 3TOM, AOKYMEHTbI, MPEACTOBAEHHbIE BbILLEYKA3AHHBIMU MNMCbMAMM
MuH3APOBO POCCUM B OTHOLLEHNM AEKAPCTBEHHOIO NPENAPATA «[ enapuH
HOTPWSI», CHOBO HE COAEPXKAT MHOOPMALUMKM OT OCTOAbHBIX BAOAEABLIEB
(AeprkaTenen) pPernmcTpaAUMOHHBIX YAOCTOBEPEHUN YKA3AHHOIO
AEKAPCTBEHHOIO NPEenapaATa, d TAIYKE cBepaeHMs 06 obLen NnoTpebHOCTU B
3TOM AEKAPCTBEHHOM NpenapaTe. TakMmMm 0Bpa3oM, YCTAOHOBAEHME
3asiBA€HHON OO0 «2AAQPA» MPEAEABHOM OTMYCKHOW LIEHbBI HO
PACCMATPUBAEMbIN AEKAPCTBEHHBIV MPENAPAT MOXKET MPUBECTU K
HEOBOCHOBOHHOMY POCTY LIEEH HO OTAEAbHOE TOProBOE HAOMMEHOBAHME U
TpebyeT AONOAHUTEABHOTO O6OCHOBAHMSI,

YunTtbiBast nanoxkeHHoe, MAC POCCUM NPUHSTO pelleHne 0 COrAGCOBOHNM
NPeAEAbHbIX OTMYCKHbIX LLeH MPOU3BOAUTEAS, 3ASBACHHBIX HO PErncTpaLmio
OAO «CuHTe3s» (Poccust), HO AeKapCTBeHHbIV Npenapar «I enapuH» (MHH



«['enapuH HATPWSI»), PACTBOP AAST MHbeKUMM, 5000 ME/MA, HO CPOK,
nPeAyCMOTPEHHbBIM NYHKTOM 42 OcobeHHOCTEN:

5 MA, ®AAKOHDBI (50) — KOpPObBKKM KAPTOHHbIE, B pa3mepe — 13 521,40 pybaewn;

5 MA, DAQKOHBI (5), yNAKOBKN KOHTYPHbIE MAQCTUKOBbIE (MOAAOHBI) — MAYKM
KQPTOHHbIE, B padmepe — 1352,14 pybnen;

5 MA, amnyAbl (5), YNAKOBKU SIHEMKOBbIE KOHTYPHbIE — MNAYKM KAPTOHHbIE, B
pasmvepe — 1358,14 pybaen;

2 MA, AMNyAbl (5), YNAOKOBKW SIMENKOBBIE KOHTYPHbIE — MAYKMN KAPTOHHbIE, B
pasmepe — 566,61 pybaen;

1 MA, amniyAbl (5), YNIAKOBKM SIMEMKOBbBIE KOHTYPHbBIE — MAYKMN KAPTOHHbIE, B
pasmepe — 287,22 pybaen.

DOAC Poccum npuHATO peleHne o6 oTkase B COrAGCOBAHUN NPEAEAbHOMN
OTMYCKHOW LLeHbl NPON3BOAUTEAS, 3ASIBA€HHOMN HA peructpauuio OO0
«QAAAPQa» (Poccust), HO AEKAQPCTBEHHBIM MPenapaT «[ €NApWH HATPWS»,
PACTBOP AASI BHYTPVBEHHOIO 1 MOAKOXHOIro BeeaeHust 5000 ME/MA, 5 MA -
aMnyAbl (8) - MAYKM KAPTOHHbIE, B pa3smMepe 1700 pybaen.

B cBSI13U € OTCYTCTBMEM MHOOPMALMN B OTHOLLEHNM OCTOABHBIX BAOAEALLIER
(MAU AEPYKATEAEN) PETUCTPALMOHHBIX YAOCTOBEPEHN AEKAPCTBEHHOIO
npenapata «enapuH Hatpus» PAC Poccum cCoobLLOET, YTO HACTOSWee
peleHne 0 COrAaCOBOHUUN 3AIBA€HHON NPEeAEAbHON OTNYCKHOMN L,EHbI
NPON3BOAUTEAS HA BbIlWEYKA3AHHbIN AEKAPCTBEHHbIV NpenapaTbl MOXXeT ObiTb
nepecMoTpeHo B cayvae noctynaeHus e QAC Poccum AONOAHUTEAbHbIX
CBEAEHUN, OKA3bIBAIOWMX BAUSHUE HA PE3YALTAT HOCTOSLW,Ero peLeHus.

A.B. AoueHko






