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IMPOU3BOAUTECIIA HA HeKapCTBCHHLIfI
npernapar «3HOKCEIHapI/IH HaTpus»

®denepanbHasi aHTUMOHOIIOJIBHAS CIy»k0a paccMOTpesia B COOTBETCTBUU C MYHKTOM 41
0COOEHHOCTEeM o0OpauleHus] JIEKApCTBEHHBIX INpernaparoB Al MEAUIMHCKOIO MPUMEHEHUs,
KOTOpbIE MpeIHa3HAYEeHBI JIJIsl IPUMEHEHHS B YCIOBUSIX YIPO3bl BO3HUKHOBEHHUSI, BOSHUKHOBEHUS
U JIMKBUJIALMU YPE3BBIYAHON CUTyallud W JUIS OpraHU3allMH OKa3aHWUS MEJUIIMHCKOW TTOMOLIIH
aunaM, IOCTPaJaBLIMM B PE3YyNbTaTe  4Ype3BbIUANMHBIX  CHUTyallMi, MpeayNpexIeHUs
Ype3BbIUAWHBIX CHUTyallMi, NPOPUIAKTUKA U Jie4eHUs 3a00JeBaHUM, MPEACTaBISIONINX
OMACHOCTb JJIsl OKpY’KaloluX, 3a00JeBaHUl W TMOpaKEHUHM, IMONYyYEHHBIX B pe3yJabrare
BO3/ICHCTBUSI HEOMArOMPUATHBIX XUMHYECKUX, OHMOIOTUYECKUX, pPAAHAlMOHHBIX  (PAKTOPOB,
yTBEP)KIAEHHBIX nocTaHoBieHueM [IpaBurensctBa Poccuiickoit @enepanun ot 03.04.2020 Ne 441
(mamee — OcoOeHHOCTH), JOKYMEHTHI, MpeACTaBIeHHble NMUCbMOM Mun3zapasa Poccun ot
31.08.2020 No 20-4/1108 B OTHOIIIEHUHU JIEKAPCTBEHHOTO TMpernapara « DHOKCAapuH HaTpUs», U
co00IIIaeT CIeAYIOIIee.

B cuny TpeboBanuii nmynkra 37 OcobenHoctelt npu BbisiBaeHMM Munnpomtoprom Poccun,
PocsnpaBHag3zopom nedekTypbl TUOO OTCYTCTBUSI B OOpAIlleHHH JIEKapCTBEHHBIX MPEnapaToB,
BKJTIOYEHHBIX B IIEPEYEHb )KMU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JICKApPCTBEHHBIX MPENapaToB, B
CBSI3M C 1IEHOOOpa30BaHUEM Ha HMX, YKa3aHHbIE (efiepajbHble OpraHbl UCIIOJHUTEIbHON BIIACTH
MPEJICTABISAIOT B T€UEHUE 5 pabounx AHEH cBeneHus, yka3aHHble B myHKTe 36 OcoOeHHOCTeM, B
Munznpas Poccuu o gpopme cormacHo mpritoskeHuto K OCOOCHHOCTSIM.

B coorBerctBUM ¢ @enepanbHbiM 3akoHOM «OO0  0OpallleHuu JEeKapCTBEHHBIX
CPENICTB»ICKAPCTBEHHbIE MpenapaTsl - JEKapCTBEHHbIE CPEACTBA B BHUJIE JIEKAPCTBEHHBIX (HOPM,
npUMEHsieMble 71 MPOPUIAKTHKH, TUATHOCTUKH, JIEYeHHs 3a00JieBaHUs, peaOWIUTAlNU, IS
COXpaHEHWsI, TPEOTBPAILICHUS WU MPEPHIBAaHMs OEPEMEHHOCTH.

YuuThiBasg U3JI0KEHHOE, a TakkKe TOT (PaKT, 4TO MEpeyeHb >KU3HEHHO HEOOXOAMMBIX WU
BOXHEUIINX JIEKAPCTBEHHBIX MPENnaparoB (GOpMUPYETCS MO0 MEXITyHAPOJHBIM HENATeHTOBAHHBIM
HAalMEHOBAHMAM C yKa3aHHEM JIeKapCTBEHHBIX (HOpM, aHAIU3 BbIABJIEHUS JAeQeKTypbl Jub0
OTCYTCTBHMSI B 00pallleHUM HeoO0X0AMMO NPOBOAUTH B OTHOLUIEHHH BCEr0 MeKIYHApPOIHOI0
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HENATeHTOBAHHOIO HauMeHoBaHus (1ajiee — MHH) B co0TBeTCTBYIOIIMX JIEKAPCTBEHHBIX
(popmax.

CormacHO cBeEHUSIM T'OCYJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPeACTB, B Poccuiickoi
@denepaunn JEKapCTBEHHbIN mpemnapar, coorBercTBytomnii MHH «OHokcanapun Harpus», B
WHBEKIIMOHHOW (pOopMe BBITyCKA 3apETHCTPUPOBAH JIEBATHIO BIIJIEIbIIaMU (WIIA JISPIKATEIISIMH )
PETUCTPAIIMOHHBIX YIOCTOBEPEHHH JIEKAPCTBEHHBIX MPENapaToB.

MunsznapaBoMm Poccun mpepctaBieHo 3asBICHHE OT ABYX BIAJIEbIEB (UM JAeprKaTeseil)
PErUCTPAIIMOHHBIX YIOCTOBEPEHUU (0T OXHOr0 MPEACTABJIEHO paHee, MO0 OCTAJIbHBIM CEeMHU
cBeieHust oT Munzapasa Poccuu He mpeacTaBiieHbl), B ToM dncie «Canopu-ABeHTrC OpaHCy
(®pannus), mnpousoactBo (Bce craaun) OAO «®Papmcrannapt-YpaBUTA» (Poccus),
3asiBrieHHbIe 1ieHbl — 1 708,51 py6. (0,4 mut, Ne 10), 2 326,50 py6. (0,6 mm, Ne 10), 2 872,51 py0.
(0,8 M., Ne 10).

CormnacHo mpeacTtaBieHHbIM Mun3apaBom Poccuu cBemgenusam (mucema ot 01.06.2020
Ne 20-0/519, ot 03.09.2020 Ne 20-4/1124), B rpaxknaHckuii 060poT Ha Tepputopun Poccuiickoit
®denepaliyl MOCTYNHIIO (B pa3IMYHBIX BUAAX YIAKOBOK):

B 2017 rony — 1 496 724 ynakoBok (6 npousBoauTeJiei);

B 2018 romy — 1 903 153 ynakoBok (6 mpousBoauTeieii);

B 2019 rony — 2 851 297 ynakoBok (8 npousBoaureJieii);

B 2020 roxy — 1 950 823 ynakoBok (5 nmpousBoauTeJiei).

AHallU3 yKa3aHHBIX CBEJACHUN HE IOKAa3bIBAET 3HAUUTEIBHOIO CHUXEHUS MOCTYIUICHUS
JIEKapCTBEHHOI0 mpemnapara «JHOkcamapuH Harpusi» B 2020 rogy 0O CpaBHEHHIO C
MPEABITYIIIMMH TIEPHOAMHU.

Bmecte ¢ Tem, coriacHO 3TUM K€ CBEACHUSM, 3asBIICHHBIA JIEKAPCTBEHHBIN Mpernapar
«Knexkcan» (MHH - «Dnokcanapun narpusi») B 2018, 2019 u 2020 romax 3aHuUMaer
3HAYUTENBHYIO JONI0 B O0bEME IMOCTYMAIIIUX B TPaKIAHCKUM 000pPOT JIEKapCTBEHHBIX
npemnapaToB B pamkax coorerctBytoniero MHH u nexapcrsennoit ¢opmel (56 %, 61 % u 31 %
COOTBETCTBEHHO), TaKK€ OTMEYaeTcs CHUXKEHHE 00beMoB ero mnocrtymieHus B 2020 romy B
rpaxxaaHckui 00opot (Ha 48 % otHocutensHO 2019 1, Ha 15 % oTHOCHTENBHO 2018 Tn).

[Tpu 3TOM, COIVIaCHO MpPEACTaBIEHHBIM B paMkax peanu3anuu OcoOEHHOCTEN CBEICHUSIM
Munnpomropra Poccun 0 puckax BO3HUKHOBEHUS Ie(EKTYphl JIEKAPCTBEHHBIX IIPENapaToB
(muceMmo ot 21.07.2020 Ne [IC-51355/19), B 2020 rogy mosist mpojax JEKapCTBEHHOIO Mpernapara
«HOKCaIapuH HATpUs» B 0011eM 00beMe ero MpoAaK B HaTypaJbHOM BBIPAXKEHUU CHU3WJIACH Y
AT mpou3Boauteneil u3 cemu, a nons komrnanuu OO0 «Canodu Poccusi» B obiiem oobeme
MPOJaX JAHHOIO JIEKAPCTBEHHOTro mpenapara no utoram 1 kBaprana 2020 roga cocraBuna 54 %,
YTO TAaKK€ YKa3bIBAET HA 3HAYUTEIHHYIO JIOJI0 €0 MPUCYTCTBUSI HA PHIHKE U, COOTBETCTBEHHO, Ha
HaJM4YMe pUCcKa BO3HUMKHOBEHHUA Jeduuurta jgexkapcTBeHHbIX npemnaparoB ¢ MHH «QHokcamapun
HaTpUs» B CIIyyae MPEeKpalleHus ero MoCTaBoOK U MPOU3BOJICTBA.

Cornacao nuceMy Munnpomropra Poccun ot 21.07.2020 Ne [1C-51355/19 «DHOKcanapuH
HaTpUs» MPOU3BOAUTCSA W3 ChIPbS >KMBOTHOTO NPOUCXOXKAECHUSA. B CBSI3W CO BCHBIIKOW B
nocieaHue roabl adpukaHckoil yymbl cBuHel B Kwurae wmarepuanbl, HCHONb3yeMble s
MIPOM3BOJICTBA CYOCTAHIIMHM SHOKCANlapWHA HATPHS, 3HAYUTEIBHO MOJOPOXKAIHU, YTO ITOBJICKIIO
CYIIECTBEHHOE YBEJIMYEHHE CTOMMOCTH, UYTO MOATBEPKIAETCS MPEACTAaBICHHBIMU MUH3IpaBoM
Poccuu 1okymeHTaMu.

Kpome Toro, B @AC Poccun moctynaioT oOpaiieHusi Mo BOMPOCaM, CBSI3aHHBIM CO
CHIKEHUEM JTOCTYITHOCTH JIEKapCTBEHHBIX npenapatoB ¢ MHH «OHokcanapun HaTtpus».
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VYuursiBasg BblmiensiaokeHHoe, PAC Poccuu nNpUHATO pemieHHe O CONIACOBAHMHU
npefeJbHBIX OTHYCKHBIX IeH, 3asBICHHBbIX Ha peructpamuio «Canopu-Aentuc Dpancy
(Opannms), npousBonactBo (Bce craguu) OAO «®Dapmcrangapt-Y paBUTA» (Poccus), Ha
CJICYIOIIHUE JICKAPCTBEHHBIC TIPEapaTh:

1) «Knexkcan» (MHH - «DOHokcamapuH HaTpus»), pacTBOp IJIsi UHBEKLUH,
4000 antu-XaME/0,4 min, 0,4 mi, - mmpuisl ¢ 3amuTHOM cucteMod umiel (10) - mauku
KapToHHBIE, B pazmepe 1 708,51 pyO.

2) «kKnekcan» (MHH - «DHokcanapuH HaTpusi»), pacTBOp s HUHBEKUHUU,
6000 antu-XaME/0,6 mn, 0,6 Mn, - mmpunbl ¢ 3amuTHOM cuctemMor wumibl (10) - madku
KapTOHHBIE, B pasmepe 2 326,50 pyo.

3) «Knekcan» (MHH - «DHokcamapuH HaTpus»), pacTBOp Uil UHBEKLUH,
8000 antn-XaME/0,8 Mn, 0,8 My, - mmpumbl ¢ 3amTHOW cuctemMor wuriel (10) - maukwm

KapTOHHBIE, B pasMepe 2 872,51 pyo.

B cBa3u ¢ orcyrctBueM HMHPOpMAIMM B OTHOUICHUMM OCTAJIbHBIX BIAJEIbIIEB
PETUCTPAIlMOHHBIX YAOCTOBEPEHUU JICKAPCTBEHHOIO TMpemnapara «DHOKCANapuH HaTpus»
®AC Poccun cooOIIaeT, 4To HACTosillee pellieHHe MO KeT ObITh IepecMOTPEeHO B ciy4ae
nocrymiieHusi B WAC Poccun 10MOJTHUTENBHBIX CBeIeHHMH, OKAa3bIBAIIUX BJIHMSHHE HA
pe3yJIbTAaT HACTOSIIIEr0 peleHusl.

Mecmo dns nodnucu

T.B. Huxeropoaues

H.B. IlmoTtHUKOB,
8 (499) 755-23-23 mo6. 088-708
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