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MIPOM3BOIUTENIS HA JIEKAPCTBEHHBIN
npenapar « DHOKcarapuH HaTPHsD»

®denepanbHas aHTUMOHOIIONbHAS CIIyk0a paccMOTpelsia B COOTBETCTBUU C ITYHKTOM 41
0cOoOeHHOCTEeW oOpallleHHs JIEKapCTBEHHBIX MPENaparoB AJii MEIUIMHCKOTO MPUMEHEHHUS,
KOTOpblE€ MpEAHA3HA4YE€Hbl JJIi NPUMEHEHHS B YCJIOBHMSIX YIrpo3bl BO3HMKHOBEHUS,
BO3HUKHOBEHMSI U JIMKBUJALMU YPE3BBIYAHOW CUTyallMd M JUIsl OpPraHU3allMM OKa3aHUS
MEIULIHAHCKOW TOMOIIM JIMIAaM, NOCTPaAaBIIMM B pE3ylIbTare€ YPE3BbIYANHBIX CHUTyalluH,
NPEeIyNpeKICHUST YpPE3BbIUAWHBIX CUTyallMd, NPOPUIAKTUKKA U JIeUeHHs 3a00JeBaHUM,
MPECTABISAIONIMX ONAaCHOCTb JJI OKPYKAIOIIMX, 3a00JI€BaHUM U MOPAKEHUH, MTOJIyYCHHBIX B
pe3yabTrare BO3AECUCTBUS HEONArONPUSATHBIX XUMUYECKHX, OMOJIOTMYECKHUX, PaJualliOHHBIX
(bakTOpoB, YTBEpXKACHHBIX MocTaHoBieHHeM IIpaBurensctBa Poccuiickoit denepammu ot
03.04.2020 Ne 441 (mamee — OcOOEHHOCTH), TOKYMEHTBI, MPEICTABICHHBIE MHUCHMOM
Munzapasa Poccun ot 03.09.2020 Ne 20-4/1136 B OTHOILIEHUU JIEKAPCTBEHHOTO Ipernapara
«DHOKcanapyH HaTPUs», U COOOILAET CIeqyIoNIee.

B cmny  tpeboBammit myHkta 37  OcoOGHHOCTEH  TpW  BBISBICHUH
Munnpomroprom Poccun, PocszapaBHagzopom aedekTypbl TuOO OTCYTCTBUS B OOpalieHUH
JICKapCTBEHHBIX IMpPENapaToB, BKIIOYEHHBIX B IEPEUYCHb JKU3HEHHO HEOOXOAMMBIX U
BRXHEHIINX JIEKAPCTBEHHBIX MPENapaToB, B CBSI3U C IIEHOOOPAa30BAHMEM HA HUX, YKa3aHHBIC
(benepasbHble OpraHbl UCIOJHUTEIHFHOW BIACTU MPEACTABISAIOT B TeueHUe 5 pabouux AHEH
CBEJICHMSI, yKa3aHHbIe B MMyHKTe 36 OcobenHocTel, B Munznpas Poccun o hopme corntacHo
npUIoKeHUI0 K OCOOEHHOCTSIM.

B cootrBerctBuum ¢ @enepanbHbiM 3akOHOM «O0 oOpalieHuu JIeKapCTBEHHBIX
CPEICTBMICKAPCTBEHHBIE MPENapaTbl - JICKAPCTBEHHBIE CPEICTBA B BUJAE JIEKAPCTBEHHBIX
dbopm, TpuMeHsieMble U1 NPO(HMIAKTUKHM, JUArHOCTUKH, JICUeHHUs] 3a0oJeBaHMUs,
peabunuTanuu, 11 COXpaHEHUs, MPEI0TBPAIICHUS WIH MIPEPhIBaHNs OEPEMEHHOCTH.

Y4uuTeiBas U3N0KEHHOE, a TaKKe TOT (aKT, YTO MepeueHb KU3HEHHO HEOOXOIUMBIX U
BOXHEHIINX  JICKAPCTBEHHBIX  MpemapatoB  ¢GopMUpYyeTCs 1O  MEXAYHapOIHBIM
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HEMAaTeHTOBAHHBIM HAUMEHOBAaHUAM C YKa3aHUEM JIEKAPCTBEHHBIX (opM, aHAJIM3
BbISIBJICHUA Je(eKTypbl JU00 OTCYTCTBHA B OOpalieHUM HeOo0XOAMMO NPOBOAUTH B
OTHOILIEHMH Bcero MexayHapoaHoro (maamee — MHH) B coorBeTcTBYHOIMX
JIEKAPCTBEHHBbIX opmax.

CornmacHO CBEIEHUAM TOCYAapCTBEHHOIO pEecTpa JIEKapCTBEHHBIX CpPEICTB, B
Poccuiickoii denepannu JieKapCTBEHHBIN ITpenapar, coorsercTByromuii MHH «OHokcanapun
HaTpUs», B UHbEKIIMOHHOU (OpME BBINTyCKa 3apErUCTPUPOBAH AEBATBHIO BIaJeibliaMU (WU
Jiep>KaTesIIMU) PErUCTPAMOHHBIX YI0CTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB.

MunsapaBom Poccun  mpeAcTaBieHO  3asBI€HUE OT JABYX BJajelbleB (WU
JIepKaTeNei) perucTpallMOHHBIX YIOCTOBEPEHUN (0T OJHOIO0 NpeICcTaABJIEeHO paHee, IO
OCTAIbHBIM ceMH cBeleHusi oT Munsapasa Poccun He mpeacraBiieHbl), B TOM YHCTIE
OO0OQO «I'porexcy (Poccust), 3asBinennbie iensl — 3 986,00 py6. (1 mu, Ne 10), 3 161,00 pyO.
(0,8 mur, Ne 10), 3 017,00 py6. (0,7 mur, Ne 10), 2 517,00 py6. (0,6 mm, Ne 10), 2 232,00 py0.
(0,5 mm, Ne 10), 1 768,00 py6. (0,4 mi, Ne 10), 1 410,00 py6. (0,3 mu1, Ne 10), 1 050,00 pyO.
(0,2 mi, Ne 10).

CornacHo mnipeacTtaBiaeHHbIM MunsapaBoMm Poccuu cBenenusim (mucbma ot 01.06.2020
Ne 20-0/519, ot 03.09.2020 Ne 20-4/1124), B rpaxaaHckuii 000pOT Ha TEPPUTOPUU
Poccuiickoii @enepanuu mocTynuio (B pa3IMuHbIX BUAAX YIIAKOBOK):

B 2017 rony — 1 496 724 ynakoBok (6 nmpou3BoauTenen);

B 2018 rogy — 1 903 153 ynakoBok (6 npousBoaureneil);

B 2019 rogy — 2 851 297 ynakoBok (8 npousBoaureneil);

B 2020 rony — 1 950 823 ynakoBok (5 nmpousBoauTenei).

AHanu3 yKa3aHHBIX CBEJICHHMI HE MOKa3bIBAE€T 3HAUUTEIBLHOIO CHM)KEHMSI TOCTYIIJICHUS
JIEKapCTBEHHOro mpenapara «JHOKcanapuH Harpus» B 2020 rogy o CpaBHEHHIO C
MPEABITYIIIMMU EPUOTAMH.

BmecTte ¢ Tem, yuuThiBas mpencraBieHHY0 nHpopmanuio Munnpomropra Poccun o
pUCKax BO3HUKHOBEHHMs NE€(PEKTYphbl JIEKAPCTBEHHBIX IMpENnaparoB «JHOKCANApUH HaTpUs»
(mucema ot 21.07.2020 Ne I[IC-51355/19, or 13.08.2020 Ne IIC-58099/19) B wnensax
npenoTBpamieHus e€ BozHukHoBeHUs pemenneM GAC Poccun ot 08.09.2020 Ne TH/77493/20
B cOoOTBETCTBUM C (OCOOEHHOCTSIMU COINIAaCOBaHBl MPEACNIbHBIE OTIYCKHbIE IE€HBI
POU3BOAUTENS HA JekapcTBeHHbIN npenapar «Knekcan» (MHH - «DQHokcanapun Hatpus»),
3aHUMAIOIIMA 3HAYUTENBHYIO JIONII0 B OOBEME MOCTYMHAIONIMX B TPAKIAHCKHA 000pOT
JIeKapCTBEHHBIX NpenaparoB B paMmkax cooTBeTcTBytouiero MHH u nexapctBeHHOM (OpMBI.
[Ipu 3TOM cOITIacCOBaHHBIE NMPEAECIbHBIE OTIYCKHBIE LIEHBI IPOU3BOIUTEIS HA JIEKAPCTBEHHBII
npenapat «Kiekcan» nmerot 6oiee HU3KUIM yPOBEHb, YEM 3asBIICHHBIE.

B ar1oit cBszu, ®AC Poccun Hampasien 3ampoc ot 08.09.2020 Ne TH/77634/20, no
pesynbrataMm paccMoTrpenus kotoporo mucbMom OOO «I'porekc» ot 09.09.2020 Neo 782
COOOINIEHO O CHIKEHWHU 3asBICHHBIX IICHBI 0O YPOBHS II€H, COIVIACOBAHHBIX PEIICHUEM
®AC Poccun ot 08.09.2020 Ne TH/77493/20.

VYuuteiBasg Bblen3noxkeHHoe, MAC Poccuiu NPHUHATO pellieHHe O COIIACOBAHUM
npeaejabHbIX OTIYCKHBIX LeH, 3asBiIeHHbIX Ha peructpamnuio OO0 «I'poreke» (Poccus), Ha
CJIEYIOIINE JIEKAPCTBEHHBIE MpENaparsl:

1) «KBagpamapun-COJIOpapm» (MHH - «DHokcamapun HaTpusi»), pacTBOp i
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uabekiui, 10000 antu-Xa ME/mn, 1 mn, - mmpun (10) - madyka KapToHHas, B pa3Mepe
3 590,63 py0.

2) «KBagpanapun-COJIOpapm» (MHH - «DHokcamapun HaTpus»), pacTBOp IS
uabekiui, 10000 antn-Xa ME/mMn, 0,8 mi, - mmpun (10) - magka kapToHHas, B pa3Mepe
2 872,50 py®.

3) «KBagpanapun-COJIOpapm» (MHH - «DHokcamapun HaTpus»), pacTBOp Jid
unbekiui, 10000 antu-Xa ME/mn, 0,7 mi, - mmpun (10) - mayka kapToHHas, B pa3Mepe
2 613,84 py0.

4) «KBanpanapun-COJIOpapm» (MHH - «OHokcamapuH HaTpusi»), pacTBOp s
uabekiui, 10000 antu-Xa ME/mMn, 0,6 mi, - mmpun (10) - magka kapToHHas, B pa3mepe
2 326,49 py6.

5) «KBaapanapun-COJIOpapm» (MHH - «OHokcamapuH HaTpusi»), pacTBOp MJis
uabeknui, 10000 antu-Xa ME/mi, 0,5 mi, - mmpur (10) - mayka kapToHHAs, B pa3Mmepe
1 956,56 py0.

6) «KBagpamapun-COJIOpapm» (MHH - «DHokcamapun HaTpus»), pacTBOp id
unbekuuid, 10000 antu-Xa ME/mn, 0,4 mi, - mmpun (10) - mauka kapToHHasi, B pa3mepe
1 708,50 py0.

7) «KBaapamapua-COJIOpapm» (MHH - «OHokcamapua HaTpusS»), pacTBOp IS
nabekiui, 10000 antn-Xa ME/mMn, 0,3 min, - mmpun (10) - magka kapToHHas, B pa3Mepe
1 281,38 py0.

8) «KBagpanapun-COJIOpapm» (MHH - «OHokcanmapuH HaTpus»), pacTBOp s
uabeknui, 10000 antu-Xa ME/mi, 0,2 mi, - mmpur (10) - mayka kapToHHAs, B pa3Mmepe
854,25 py6.

B cBsa3u ¢ orcyrctBueM HHQOpMAIMM B OTHOIIEHWU OCTaJbHBIX BIIAJCNIBIICB
PETUCTPALIMOHHBIX YAOCTOBEPEHHUI JIEKAPCTBEHHOTO Tpernapara «JHOKCAmapuH HaTpUs»
®AC Poccun cooOIIaeT, 4TO HACTOsMILEeE pPelleHHe MOKeT ObITh MEPeCMOTPEHO B CJay4dae
noctymiieHuss B @AC Poccum 1O0NOTHUTEIBHBIX CBEACHHH, OKAa3bIBAIOIIMX BJIMSHHE HA
pe3yJibTAT HACTOSIIEr0 PeleHusl.

Mecmo dns nodnucu

T.B. Huxeropoaues
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