MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccuiickoit ®enepannn

PaxmanoBckuii nep., 1. 3/25,
. Mocksa, I'CII-4, 127994

PEILIEHUE
00 OTKa3e B CONIaCOBaHUH MPEAETbHBIX OTIYCKHBIX 1IEH TPOU3BOAUTENCH
Ha JICKapCTBEHHbBIE MTPENaparkl, BKIOUEHHBIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX IPENApaToOB

B coorBerctBun ¢ myHkrom 8 IlpaBun ToCynapCTBEHHOM perucTpanuv U
MepeperucTpalul yCTaHABIUBAEMbIX MPOU3BOJUTEIISIMU JICKAPCTBEHHBIX IIpErapaToB
MpeACIIbHBIX OTIYCKHBIX I1IEH Ha JIEKApCTBEHHBIC Ipenaparbl, BKIIOYEHHBIE B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEHUIIUX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHreM [IpaButenscTBa Poccuiickoit deaeparuu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @enepanbHasi aHTUMOHONOJBHASA CIy’)k0a paccMoTpena  JIOKyMEHTHI,
npeAcTaBiIeHHble ucbMaMu Mun3zapaBa Poccun ot 27.02.2018 Ne 20-4-4064851-c, u ot
27.02.2018 Ne 20-4-4064849-c, m mpuHsia pemieHHne 00 OTKa3e B COMIACOBAaHUU
NpEeACNbHBIX OTIMYCKHBIX LIEH JEp)KaTell0 WIM BIAACNbIy PETHCTPALMOHHOTO
yIOCTOBEepeHUs JiekapcTBeHHOro mnpemnapara Jlp. ®Pampk dapma ['MOX ([epmanms),
npou3BoAcTBO (Bce craauu) Budop A (Iseitnapusi) wiu Jlozan ®dapma I'mMOX
(I'epmanust), opraHu3zainusi, OCYLIECTBIISIIONIAS BBIMYCKAIOUIMA KOHTPOJb KayecTBa,
Hp. ®anpk Papma I'M6X (I'epmanusi), Ha CcleAyIOIIUA JIEKAPCTBEHHBIM Ipenapar,
BKJIIOYCHHBIN B TMEPEUCHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEUIIMX JIEKAPCTBEHHBIX
penaparos:

1. Canodansk (MHH — Mecanasusn), cycnen3us pekranabHas, 2 /30 mi, 30 mi -
(bnakonsl (7) — madku KapToHHBIE, B pazmepe 1571,42 pyo.

2. Canodansk (MHH — Mecanasusn), cynmno3uropun pekraibusie, 500 mr, 5 mr., -
OmucTepsl (6) — madku KapTOHHBIE, B pasMepe 1155,53 pyo.

3. Canodanpk (MHH — Mecana3un), TabneTKu, MOKPHITHIE KUIIIEYHOPACTBOPUMOMA
mieHouYHor o6omoukoit, 500 mr, 10 mT., - Ommctepsl (5) — MA4YKH KapTOHHBIE,
B pazmepe 687,79 pyo.

[IpenenbHple OTHYCKHBIE IIEHBI HA YKA3aHHBIA JIEKAPCTBEHHBIM IIperapar He
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COIIIACOBBIBAIOTCS 1O CJIETYIOIIUM OCHOBAHUSIM.

B cooTBeTcTBHM ¢ MOAMYHKTOM «B» MyHKTa 15 [IpaBui u moamyHKTOM «O» MyHKTa
18 Meronuku pacyera yCTaHABIMBAEMbIX ITPOU3BOIUTENSIMU JIEKAPCTBEHHBIX MTPENApaToB
IIPENEIbHBIX OTHYCKHBIX LIEH HA JICKAPCTBEHHBIE IIpEnaparbl, BKIIOYEHHBIE B IIEPEUYCHb
KU3HEHHO HEOOXOAMMBIX M BaXKHEWIIMX JIEKAPCTBEHHBIX IIPEnaparoB, MpU HX
rOCyJIJapCTBEHHOM PErucTpalvyd W NEPEPETUCTPALMM, YTBEPKIACHHOM MOCTAHOBIECHUEM
[IpaButensctBa Poccuiickoii @enepauuu ot 15 centsiops 2015 . Ne 979 (manee —
Meroauka), pacyer NpenelbHbIX OTIYCKHBIX LI€H Ha JIEKAPCTBEHHbIE MpPEerapaThl
WHOCTPAHHBIX [TPOU3BOAUTEIEN MPOU3BOAUTCS UCXO U3 MUHUMAJIBHOW OTITYCKHOW LIEHBI
Ha  JICKapCTBEHHBIM  Mpemnapar  HMHOCTPAHHOrO  mpousBoguTens  (0e3  yuera
MPOU3BOJICTBEHHBIX IUIOMIA/IOK, YYacTBYIOIIMX B IPOIECCE MPOU3BOJACTBA) B CTPAHAX,
yKa3aHHbIX B ipuiioxeHun Ne 4 k Meronuke.

®AC Poccun B xome 3KOHOMHYECKOTO aHaliv3a Oblaa MpOBEIeHa MpPOBEpKa IO
OTIPEICIICHUIO 3aPETUCTPUPOBAHHBIX IIeH Ha npemnapar «Canodansk» (MHH - Mecanasun)
B CTpaHax B cooTBeTcTBUU ¢ mnpwiokeHueM Ned4 k Meronuke. Ha ocHoBanHuu
Oo(pULIMaTBHBIX ~HMHTEPHET-UCTOYHUKOB  YCTAHOBJIEHO, 4YTO OTIYCKHbIE II€HBl Ha
nexapcTBeHHBINM mpemapar «Camodansk» (MHH — Mecanasun) npousBoguTens B
Benrpun u I'pedeckoit PecmyOnmuke HuKe 3asSBICHHOW HA PETHCTPAIMIO TMPEACIbHON
OTIyCKHOW IIeHbl 0e3 yueTa pacxolOB, CBSI3aHHBIX C TaMOXXEHHBIM O(QOpPMIICHHEM
(TaMO’K€HHOM MOILIIUHBI U TAMOXKEHHBIX COOPOB 3a TaMOXEHHOE 0(OPMIICHHE).

B coorBerctBun ¢ myHkrom 10 IlpaBun ®PAC Poccum ObL1 HampaBlIeH 3ampoc
ot 27.03.2018 AK/20647/18 o npeacTaBieHUH MOAPOOHBIX Pa3bsICHEHUN 3HAYUTEIHHOTO
pacxoKJIeHUsi B I1I€HaX, OIMyOJUMKOBAaHHBIX Ha O(PUIMATBHBIX HHTEPHET MOpTalax B
Benrpun, Ipeueckoit PecnyOnuke u 3asBICHHBIX [JIsi PETUCTpPALMU TMPEICIbHBIX
OTITYyCKHBIX LIEH.

[Ipencrasnennbiii 3asButenemM orBer Ha 3amnpoc PAC Poccum (ot 29.03.2018
Ne 20 II) He comepkuT MOAPOOHBIX Pa3zbsICHEHUN 3HAYUTEIBHBIX PACXOXKJICHUHN B IEHAX,
OnyOJIMKOBAaHHBIX Ha O(ULMATIBHBIX MHTEPHET MOpTajaxX B BBILIIEYKA3aHHBIX CTpaHaX U
3asIBJICHHBIX JIJIS1 PETUCTPALMU IPENEIBHBIX OTITYCKHBIX LIEH.

B cBs3u ¢ BBIIIEH3NOKEHHBIM B COOTBETCTBUU C MOANMYHKTOM «0» myHKTa 13
[IpaBun mnpexncraBieHUE JOKYMEHTOB B HENOJIHOM 00beMe€ M (WIH) HEMOJHOTA
COZIEPIKAIIMXCS B HUX CBEJICHUH, a TAKXKE, B COOTBETCTBUU C MOAMYHKTOM «B» IyHKTa 13
[IpaBuy mpeBBIIEHWE MPEACTABIAEMOW JUIsi TOCYAAPCTBEHHOW PETUCTPALMU WM
MEPEPETUCTPALIMN TPENEIBbHON OTIIYCKHOM LIEHBbI NPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
nmpenapar HaJ [EHOW, PACCUYMTAHHOW B COOTBETCTBUM C METOOUKOW, SIBIAETCS
OCHOBAaHHEM U1 OTKAa3a B CONIACOBAHUM TOCYIapCTBEHHOW PETUCTPALMHU IPEACIIBHOU
OTITYCKHOM LIEHBI TPOU3BOAUTEINS Ha JIEKAPCTBEHHBIN Mpenapar.
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