MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccutickoit ®enepannn

PaxmanoBckuii iep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEHIEHUE
00 OTKa3e B COMTACOBAHMH MPECIbHBIX OTIYCKHBIX 1I€H MPOU3BOAUTEIIEH
Ha JICKapCTBEHHBIC MPEnaparhl, BKIIOYCHHBIC B IEPEUYCHDb KU3HEHHO HEOOXOMMBIX
Y BOXKHEHUIINX JICKAPCTBEHHBIX IIPENAPATOB

B coorBerctBuu ¢ nyHkrom 13 IlpaBun rocygapCTBEHHOW pErucTpalvv U
MePEePEeTUCTpaIlii YCTaHABIMBAEMbIX TMPOU3BOAUTENIAIMH JIEKAPCTBEHHBIX IpPENaparoB
MpeleIbHbIX OTIMYCKHBIX IIEH Ha JIEKAPCTBEHHBIE Mpernaparhbl, BKIIOYCHHBIC B MEPEeUCHb
KU3HEHHO HEOOXOJUMBIX M BaKHEWINUX JICKAPCTBEHHBIX MPENapaToB, YTBEPIKICHHBIX
nocranoBiieHueM IlpaButenbctBa Poccuiickoit ®enepanuu ot 29.10.2010 Ne 865 (B
penakuuu, JeWCTBYIOIIE Ha nary nomauu 3aasieHuss — 16.10.2019), (manee —
[IpaBuna), ®enepanbHas aHTUMOHOMOJBHAS CIOy’k0a paccMoTpena JOKYMEHTHI,
npeacTtasileHHble nmucbMoM MunsapaBa Poccun ot 15.11.2019 Ne 20-4-4116537-c, un
MpUHsJIA penieHue 00 0TKa3e B COMTACOBAaHUU MPEACIbHBIX OTIYCKHBIX IIEH, 3asiBJICHHBIX
Ha peructpanuo OO0 «Bendapm» (Poccus), Ha creaytomiye JeKapCTBEHHBIE TTpenaparsl,
BKJIFOUCHHBIE B TII€PEYCHb >KM3HEHHO HEOOXOMMMBIX W BaKHEUIIUX JICKAPCTBEHHBIX

penaparos:

1. «Joxcunmkaun Bendapm» (MHH — «/lokcunmkiauny), kamncyiasl 100 wr,
10 mr, - KOHTypHas  s4eikoBas ymakoBka (1) - mauka  KapTOHHasd,
B paszmepe 221,80 pyOneii.

2. «Hdoxcurukaun Bendapm» (MHH — «Jlokcunuknuny), kamcyiaslt 100 wr,
10 mT, - KOHTypHas  s4yelKoBas ymnakoBka (2) - Tadka KapTOHHasi,

B pasmepe 443,60 pyOmeii.
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3. «[Jokcunmkaun Bendpapm» (MHH — «Jlokcunuknuny), kancynsl 100 wr,
10 T, - KOHTypHas sueiikoBas ynakoBka (3) - mayka  KapTOHHaf,
B pa3mepe 665,40 pyOneil.

4. «doxcurukaun Bendapm» (MHH — «Jlokcunukmmny), xancynsl 100 wr,
10 mr, - KOHTypHas  s4yelkoBasg ymakoBka (4) - m@adyka  KapTOHHas,
B pasmepe 887,21 pyOmeii.

5. «lokcnuuknue Bendpapm» (MHH — «/lokcunuknuny), kamncyael 100 wmr
10 mT, - KOHTypHas  s4yedkoBasg ymakoBka (5) - Tmauka  KapTOHHas,
B pazmepe 1 109,01 pyouei.

6. «Joxcunuknun Bendpapm» (MHH — «Jlokcunuknuny), kamncyiasl 100 wr,
10 mT, - KOHTypHas  s4edkoBas ymakoBka (6) - Tadyka  KapTOHHas,
B pasmepe 1 330,81 pyGuieii.

7. «Joxcunmkaun Bendapm» (MHH — «Jlokcunuknuny), kancynsl 100 wr,
10 mr, - KOHTypHas  sueiikoBas ynakoBka (7) - mayka  KapTOHHad,
B pasmepe 1 552,62 py6ueii.

8. «loxkcunukmua Benpapm» (MHH — «Jlokcunuknuny), kancyaslr 100 wr,
10 mr, - KOHTypHas  s4yelkoBasg ymakoBka (8) - madyka  KapTOHHas,
B pasmepe 1 774,42 pyOineii.

9. «lokcuumknn Benpapm» (MHH — «/lokcunukinny), kancynsl 100
10 mT, - KOHTypHas  s4yedkoBas ymakoBka (9) - mauka  KapTOHHas,
B pazmepe 1 996,22 py6iei.

10.«Joxcunmknun Bendpapm» (MHH — «Jlokcuuuknuny), kancyiasl 100 wr,
10 mT, - KOHTypHas sdyeiikoBas ymakoBka (10) - mauka KapTOHHaf,
B pa3mepe 2 218,02py0uei.

11.«Joxcunmknun Bendpapm» (MHH — «Jlokcunuknuny), kancyiasl 100 wr,
10 mT, - KOHTypHas sdeiikoBas ymakoBka (200) - mauka  KapTOHHas,

B paszmepe 44 360,52 pyOneii.

[IpenenpHblE OTIMYCKHBIE LIEHBI HAa YKa3aHHbIC JIEKAPCTBEHHBIC IIPEMaparbl He
COIIACOBBIBAIOTCSA I10 CJIETYIOLUIUM OCHOBAHUSIM.

B coorBerctBun ¢ muceMoMm DI'BY «HIDCMII» MunznpaBa Poccuum ot
22.10.2019 Ne 22430, npencrasneHHbiM Mmun3gpaBom Poccun B coCTaBe KOMIUIEKTOB
JOKYMEHTOB, 3asBJICHHBIA JIEKAPCTBEHHBIM Npenapar SBISIETCS BOCIPOU3BEICHHBIM.
JlexapctBennsbiii npenapar «Kcegounn» (MHH — «Jlokcuniukiney) B JIEKapCTBEHHOM
bopme «rabmerku, 100 wMr» (Brajenen WM JAEpXKaTellb  PETUCTPALMOHHOIO
ynoctoBepenus — IITAJIA Apunaiimutrens AL, Tepmanus) (II NO14210/01 ot
25.11.2008) siBnsieTcs pehepeHTHBIM.

CornacHO CBEIEHHUSIM TOCYJApCTBEHHOIO pEecTpa MPENEIbHBIX OTHYCKHBIX IIE€H
MIPOU3BOAUTENEH HA JIEKAPCTBEHHBIE IPENapaThl, BKIIOUECHHBIE B IEPEYEHb YKU3HEHHO
HEOOXOIMMBIX M BaXKHEUIUX JIEKAPCTBEHHBIX IpenaparoB, Ha TeppuTopuu Poccuiickoin
denepanuu mpenenbHas OTIMYCKHAs I[eHA MPOU3BOJIUTENS HAa yKa3aHHBIN pedepeHTHHIN
JIEKapCTBEHHBIN Mpernapar He 3aperucTPUpPOBaHa.
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B coorBerctBuM ¢ nyHKToM 34 MeTOOMKM pacyeTa  yCTaHABIMBAEMbIX
MPOU3BOAUTENSIMUA  JIEKAPCTBEHHBIX IMPENAapaToB MPEIEIbHBIX OTIYCKHBIX LE€H Ha
JICKapCTBEHHBIE TMpenaparbl, BKIIOUYEHHBIE B TIEPEUEHb >KU3HEHHO HEOOXOAUMBIX U
BAKHEHUIINX JIEKAPCTBEHHBIX MPENApaTroB, NPU HUX TOCYIAPCTBEHHOM pETrUCTpalvyd U
MepEeperucTpali, YTBEPKJIACHHOW mnocraHoBiieHWeM lIpaButenscrBa Poccuiickoun
®enepannu oT 15.09.2015 Ne 979 (B penakuuu, JeHCTBYIOIIECH HA ATy MOIA4YX 3asBICHUS
— 16.10.2019) (manee — MeToauka), B ciaydae, €Clid MpeesibHas OTIyCKHas II€HA Ha
pedepeHTHBI JIeKapCTBEHHBIM Tpenapar HE 3aperucTpupoBaHa, pacyueT 3asBiIsieMOun
MPEAETbHON OTIYCKHOW 1I€Hbl Ha BOCIPOW3BEICHHBIM JIEKAPCTBEHHBIM Mpemnapar
OCYLICCTBIISICTCS. HAa OCHOBAHUM MAaKCHUMAaJbHOW 3apETUCTPUPOBAHHOMN IIPEAEIbHOU
OTIIyCKHOM LI€Hbl HA JICKAPCTBEHHBIM IIpenapar, OIPEACICHHOM B COOTBETCTBUHU C
NyHKTOM 35 MeToauku.

Bmecte ¢ TeM, 3asBieHHbIC MpEeIbHbIE OTIMYCKHBIE IIEHbl PACCUUTAHBI 0€3 yueTa
MaKCUMAaJbHOM 3aperuCTPUPOBAHHON TMPENEIbHON OTIYCKHOM LIEHBI Ha JIEKAPCTBEHHBIN
npernapar, onpeaeaeHHbIM MyHKTOM 35 MeTOoauKu, U, B 3TOW CBSI3M, MPEBBIIIAIOT IICHBI,
paccuMTaHHbIC B COOTBETCTBUU C TPEOOBAHUSMU MOMAIMYHKTA «a» myHkTa 10 Metoauku.

B coorBerctBum ¢ mynkrom 14 Ilpasun ®@enepanbHON aHTUMOHOIIOIBHOM CITYKO0H
HanpaBiieH 3ampoc 29.11.2019 Ne AIl/105212/19 o mnpenocTaBieHUH YTOYHEHHBIX
pacdeToB MPEACIBbHBIX OTMYCKHBIX IIEH B COOTBETCTBHH C TPEOOBAHUSMHU ITYHKTA
35 Meroguku. B mnpenenax yCTaHOBIEHHOTO CpOKa B COOTBETCTBHM C YKa3aHHBIM
3anpocom PAC Poccrn KOppEKTHBIA pacyeT 3asiBIICHHBIX MPEACIbHBIX OTITYCKHBIX LIEH Ha
JIEKapCTBEHHBIM  Mpemapar  JAep)KarejeM  WIH  BIAJACIbLUEM  PErUCTPALMOHHOIO
yIIOCTOBEpPEHUS He TIpecTaBieH (muchbMo 3asButesis oT 06.12.2019 Ne 1237k KoppeKTHbBIN
pacyeT He COJIEPHKUT).

B CBA3M C BBINIEU3I0KEHHBIM, B COOTBETCTBUU C MOIIYHKTOM «I» IyHKTa 19
[IpaBuJ NpeBBILICHUE MPEACTABICHHON JIJIsl TOCYIAPCTBEHHON PErHCTpaluy MpeaeIbHON
OTIIyCKHOM LIEHBI IPOU3BOAUTEII HA JIEKAPCTBEHHBIN ITpenapar HaJ UEeHOW, paCCUMTAHHOU
B coorBerctBuM C IlpaBmwiiamm u Meronukou, sBISIETCS OCHOBAaHHUEM [UIs OTKa3a B
COITIaCOBAHMM  TOCYIApPCTBEHHOM  PErUCTpAllMM  NOPEACNBbHBIX  OTIYCKHBIX  LIEH
MTPOU3BOAUTENS HA JICKAPCTBEHHBIC MPETAPaThI.

I[1.B. 3a6opmukoB

A M. CytoHoBa,(499) 755-23-23, 106. 097-396
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