PEIHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPENapaThl, BKIOUEHHbBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
1 BOKHEWIINX JIEKAPCTBEHHBIX NPENAPATOB

B coorBerctBMM ¢ myHKTOM &8 IIpaBHJI TOCYmapCTBEHHOW pETUCTPALMU U
MEPEPETUCTPALMN yYCTAHABIMBAEMBIX IPOU3BOJIUTEISAMHU JIEKAPCTBEHHBIX IIPENapaTroB
MIPEACIIbHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpEINapaThl, BKIOUEHHBIE B IEPEYEHb
’KU3HEHHO HEOOXOIUMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, YTBEP>KICHHBIX
nocranoBienneM IIpaBurensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nanee
- IlpaBuna), denepasbHas aHTUMOHONOJBHAS CIyXKO0a paccMoOTpesia JOKYMEHTHI,
npeAcTaBieHHble ncbmMaMu Mun3zapaBa Poccun ot 21.12.2016 Ne 20-4-4031525-c
u Ne 20-4-4031524-c, u mpuHsAna pemieHre o0 OTKa3e B COIVIACOBAHUM TMPEAEIIbHON
OTIIyCKHOM IL€HBl JeprKareias WM BIAJCNbLA PETHUCTPALUOHHOIO YAOCTOBEPEHMS
nekapctBeHHOro npenapara OAO «l'eneon Puxtep» (BeHrpus), mpou3BoJACTBO T'OTOBOM
JIEKapCTBEHHOM (hOpMBI, NIEpBUYHAsL U BTOPUYHAs ynakoBka - 'eneon Puxrtep PymbiHus
A.O. (PymbIHUS), OpraHu3aliysl, OCYIIECTBISIIONIAs BIMYCKAlOUMI KOHTPOJIb Ka4ecTBa -
OAO «Ieneon Puxtep» (Beurpusi) u I'eneon Puxtep Pymbiaus A.O. (Pymbiaus) Ha
CIEIYIOIIMI  JIEKAPCTBEHHBIA MPENApar, BKJIOYEHHbIA B IEPEYEHb IKU3HEHHO
HEOOXOIUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

Nunanamuna nonr Puxrtep (MHH — Muapanamun), TaGleTKH MPOJIOHTHPOBAHHOTO
JEUCTBUA, TOKPHIThIC IUIEHOUYHON 0000uKor, 1.5 wmr, 15 mT - OGmuctepsl (2) - mayku
KapToHHEIE, B pazmepe 108,16 pyo.

[IpenenbHass OTIyCKHAsh LI€HA HA YKa3aHHbIA JICKAPCTBEHHBIA IIpenapar He
CONNIACOBBIBAETCSA I10 CIEAYIOLIUM OCHOBAHUSM.

B cooTBeTCTBUY € MOAIYHKTOM «B» MyHKTa 15 IIpaBui1 v MOAIYHKTOM «0» IIyHKTa
18 Meroguku pacuera YCTAaHABIMBAEMBIX MPOU3BOAUTEISAMHU  JIEKAPCTBEHHBIX
IIPENAPATOB IIPEAEIBHBIX OTITYCKHBIX LIEH Ha JIEKAPCTBEHHBIE MPENAPATh], BKIIOYEHHBIE B
NepeYeHb KU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, MpU UX
rOCYyJIapCTBEHHOM PEruCTpalvd WU IMEPEPETHCTPALMU, YTBEPKICHHOW IMMOCTAHOBICHUEM
[IpaButensctBa Poccuiickoit @enepanuu ot 15 cenrsOps 2015 . Ne 979 (nanee —
Metoanka), pacyeT MNpeeibHBIX OTIYCKHBIX II€H Ha JIEKQpCTBEHHBIE Ipenaparkl
MHOCTPAHHBIX IPOU3BOAUTEIECH MPOU3BOAUTCS MCXOId M3 MHHUMAJIbHOW OTIYCKHOW
IIEHbl Ha JIEKAPCTBEHHBIN TMpenapar WHOCTPAHHOTO mpousBoauTens (6e3 ydera
IPOM3BOJICTBEHHBIX IUIOMIA0K, YYaCTBYIOLIUMX B IpoOliecce MPOM3BOJCTBA) B CTpaHax,
yKa3aHHbIX B ipuioxeHun Ne 4 k Meronuke.

®AC Poccum B X0Je PKOHOMHYECKOTO aHajgn3a ObLIa MpPOBEJCHA MPOBEpPKa IO
ONPEIEICHNIO 3aPErUCTPUPOBAHHBIX LIEH HA JIEKAPCTBEHHBbIM mnpenapar «MuHpanamun
noHr Puxrtep» B cTpaHax B cOOTBeTCTBUM ¢ npuioxkeHueM Ne 4 k Meronuke. Ha
OCHOBAaHMM O(PUUMATBHBIX HMHTEPHET-UCTOYHHKOB YCTAHOBJIEHO, YTO OTIYCKHas LI€Ha
IIPOU3BOJUTENS Ha JieKapcTBeHHbIM mnpenapar «Muganamua nonr Puxtep» (6e3 yuera
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IPOM3BO/ICTBEHHBIX IUIOMIA/I0K, YYAaCTBYIOIUX B IpoOLecce NMPOU3BOACTBA) B PymMbiHUM
HIDKE 3asIBJICHHOIN Ha PErucTpaluio MpeieabHOW OTIYCKHOM LIeHbl 0€3 yueTa pacxojloB,
CBSI3aHHBIX C TaMOXXEHHBIM O(QOpPMIIEHHEM (TaMOXXEHHON MOLUIMHBI M TaMO)KEHHBIX
cOOpOB 3a TaMOXE€HHOE O(pOpPMIICHHE), a MUMEHHO 3aBBILIEH KYpC PYMBIHCKOTO Jies K
pyoIIO.

B cBsI3u C BBIIEHU3JIOKEHHBIM, B COOTBETCTBUM C IOAITYHKTOM «B» ITyHKTa 13
[IpaBuy1 mpEBBIMIEHUE NPEACTABIAEMOW I TOCYJAPCTBEHHOW PpETUCTPALMM WU
NEPEPETUCTPALMN TPEAENBHON OTITYCKHOM LEHBl NPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
npenapar HajJ LEHOW, pPacCYUTAHHOM B COOTBETCTBUM C METOAUKOW, SBISIETCS
OCHOBAaHHMEM [UIsl OTKAa3a B CONIACOBAHUM T'OCYNAPCTBEHHOW PETHCTPALMU NPENEIbHOU
OTILyCKHOM LIEHBI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.

A.TO. lHapukoBckuit
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