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00 OTKa3e B COIIaCOBAHMHU MPEACIIbHBIX OTIYCKHBIX LIEH MTPOU3BOIUTENEH Ha
JICKapCTBEHHBIE Mpernaparhl, BKIIOYCHHBIEC B IEPEUYCHD )KU3HEHHO HEOOXOAUMBIX U
BAKHEHUIINX JIEKAPCTBEHHBIX IIPENAPATOB

B coorBerctBUM ¢ mnyHkTamu 13 W noamyHKTOM «a» myHKTa 32 IlpaBui
rOCy/IapCTBEHHOM pErucTpald W MEPEeperucTpalvi MNPEAeabHbIX OTHYCKHBIX IIEH
MPOU3BOAUTENIEH HA JICKAPCTBEHHbIC Mpenaparbl, BKIIOYEHHBIE B TEPEUCHb KU3HEHHO
HEOOXOMUMBIX M BaXHEWIIHUX  JIGKAPCTBEHHBIX  MPENApaToB,  YTBEP>KICHHBIX
nocranoBiienreM [IpaButensctBa Poccuiickoit @eneparuu ot 29.10.2010 Ne 865 (nanee -
[IpaBuia), @enepanbHas aHTUMOHOMOJBHAS  CIyX0a paccMoTpena JOKyMEHTHI,
npeacraBieHHble McbMoM MunzapaBa Poccun ot 13.10.2020 Ne 20-4-4150223-c u
or 09.11.2020 Ne 20-4-4150223-m0mn, ¥ TpuHsJIa pelieHne o0 OTKa3e B COIVIACOBaHUHM
peaeIbHBIX OTITYCKHBIX 1ICH, 3asBIICHHBIX Ha nepepPerucTpaInio
AO «II®K OGHuoBnenune» (Poccus), Ha cneayromue JEKapCcTBEHHbIC Ipenaparsl,
BKJIIOYCHHBIC B IIEPCUYCHBb JKM3HEHHO HEOOXOIUMBIX M BaXHECHINIMX JICKAPCTBEHHBIX
npenaparosB:

1. «KBarpan kcwio» (MHH — «Kcunomerazonuny), Kamiyd HazaiasHbie, 0,1%, 20
MJI, - TIOOMK-KanenbHUIIbI (1) - mayku KapToHHEIE, B pazmepe 64,47 pyoO.

2. «KBarpan kcuno» (MHH — «Kcunomerazonuny), kamu HazanbHble, 0,1%, 15
MJ1, - TIOOMK-KanenbHULbI (1) - mauku kapToHHBIE, B pa3mepe 48,37 pyoO.

3. «KBarpan kcuno» (MHH — «Kcunomerazonuny), kamim HazanbHbie, 0,1%, 20
MJI, - amnyJasl (1) / B koMIuiekTe ¢ (pJ1akoHOM / - MaYKu KapTOHHBIE, B pazMepe 65,63 pyo.

4. «KBarpan kcwio» (MHH — «Kcunomerazonuny), kamiu Hazanbhbie, 0,1%, 15
MJI, - amnyJasl (1) / B koMIuiekTe ¢ (pjiakoHOM / - a4k KapTOHHBIE, B pazMepe 49,21 pyo.

5. «KBarpan kcuno» (MHH — «Kcunomeraszonuny), karumm HazanbHble, 0,05%, 20
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MJI, - THOOUK-KaneabHUIbI (1) - mauku KapToHHBIE, B pazmepe 64,55 pyo.

6. «KBarpan kcuno» (MHH — «Kcunomerazonuny), karum Hazanshbie, 0,05%, 15
MJI, - TIOOMK-KanenbHuIlbl (1) - mayku KapToHHBIE, B pa3mepe 48,42 pyo.

[IpenenbHble OTIYCKHBIE LIEHbI HAa YyKa3aHHBIE JICKAPCTBEHHBIC IMpENaparbl HE
COITIACOBBIBAIOTCS IO CIECAYIOIIUM OCHOBAHHUSIM.

B coorBercTBUM ¢ myHKTOM 39 MeToauku pacuera mpellefbHbIX OTIYCKHBIX II€H
MIPOU3BOAUTENEH Ha JICKAPCTBEHHBIEC MPENAaparhbl, BKIIOUCHHBIE B IEPEUYCHb YKU3HECHHO
HEOOXOIMMBIX M  B@XHEMIIMX  JIEKAPCTBEHHBIM  MpenaparoB,  YTBEPKICHHOU
noctaHoBienreM I[lpaBurensctBa Poccuiickoit ®enepanuu ot 15.09.2015 Ne 979 (nanee -
Meronuka), mnpenenbHas OTHYCKHAs II€HA MPOU3BOAMTENSI ToCydapcTBa - WieHa
EBpa3uickoro SKOHOMHYECKOTO COK3a Ha JIEKAPCTBEHHBIM IIpemapar Ipu €€
MepEepPEerucTpalvm, TMOJICKUT YBEIUUYCHUIO Ha BEIWYMHY VYIOPOKAHUS CBHIPbS W
MaTepuasoB, a TAKKE Ha BEJIMYNHY U3MEHEHHS HAKJIaIHbIX PACXOJOB.

B coorBerctBun ¢ mnyHkrtom 14 IlpaBun, ®AC Poccum HampaBiieH 3ampoc
ot 22.10.2020 Ne TH/92131/20 o mpencraBieHWH yTOYHEHHBIX CBEJCHUM, B TOM YHCIIE,
YTOYHEHHBIE PACYeThl 3asBIIIEMON TPENEIbHOW OTIMYCKHOW IIEHbl HAa JIEKAPCTBEHHBIC
mpenaparsl ¢ y4yeToM TpeOOBaHMI TOMAMYyHKTa «a» MyHKTa 39 MeToauku, ¢ y4eTom
JTAHHBIX MPEICTaBICHHBIX B IpuiokeHun Ne 10 k MeTtonuke.

Bmecte ¢ Tem, mnpeacTaBiieHHble Ha Bbllleyka3zaHHbld 3anpoc PAC Poccun
YTOYHEHHBIE pacyeThl HE COOTBETCTBYIOT TpeOoBaHUsIM NyHKTa 39 MeToauku.
DaKTUYECKOE YBEIIMUYCHUE LIEH HAa CHIPE U MATEpHabl, UCIIOJIb3YEMOE MPHU MPOU3BOJCTBE
BBIILICYKA3aHHOTO IIpenapara, COITIACHO OTKOPPEKTUPOBAaHHOMY mnpuiioxkeHno Ne 10 k
Mertoauke, HMXKE 3asIBICHHOTO POCTA 3aPETUCTPUPOBAHHBIX MPEAECIbHBIX OTIYCKHBIX IIEH
Ha BBIIICYKa3aHHbIE JIEKAPCTBEHHBIE MTPEMAPATHI.

B CBA3M C BBIIEU3IIOKEHHBIM, B COOTBETCTBUU C MOMAIYHKTOM «I» ITyHKTa 19
[IpaBuii, MNpEBBILICHHE NPEACTABISAEMONW HJi1 TOCYJAapCTBEHHOW PpErUCTpaluHd WU
[IEPEPETUCTPALMUA TPEACIbHON OTIIYCKHOM LEHBI ITPOM3BOAMUTENS HA JIEKAPCTBEHHBIN
Ipernapar HaJ LEHOM, pacCuuTaHHOW B coorBeTcTBUU C [IpaBumamum u Meronukoi,
ABIISIETCS. OCHOBAaHUEM [IJIsi OTKa3a B CONNIACOBAHMM TOCYIapPCTBEHHOM pErucTpanuu
MPEAEIBbHON OTITYCKHOW LIEHBI ITPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

Mecmo dns nodnucu

T.B. Huxeropoaues

HUcno.Mockanenko Kcenns AnexceeBHa
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