PEIIEHUNE
00 OTKa3e B COIIaCOBaHHUH MPEAETbHBIX OTIYCKHBIX 1IEH TPOU3BOAUTEICH
Ha JICKapCTBEHHbIE MTPENaparhl, BKIOUECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B cootBeTcTBUM € TyHKTOM &8 U MNOANYHKTOM «B» TnyHKTa 19 IlpaBun
roCyAapCTBEHHOM perucTpanuu u nepeperucTpanuu yCTaHaBJIMBAEMbIX
MIPOU3BOJAUTEISIMA  JIEKAPCTBEHHBIX IMPEMapaToB MPEACIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B TEPEYEHb >KU3HEHHO HEOOXOJUMBIX U
BAXHEWIINX  JICKAPCTBEHHBIX  IPENapaToB,  YTBEPXKACHHBIX  MOCTAHOBJIECHUEM
[IpaButennbctBa Poccuiickoii @enepanuu ot 29.10.2010 Ne 865 (manee — IlpaBuia),
®denepanbHas aHTUMOHOIONBHAS CIIyX)0a paccMOTpesia JOKYMEHTBI, MpPECTaBICHHBIC
nrcbMoM MunznpaBa Poccun ot 28.08.2017 Ne 20-4-4050643-c, u ipuHsiIa pemieHue 00
OTKa3¢ B  COIVIaCOBAHMM  TMPEICIbHOM  OTIIYyCKHOW  II€HBI, 3asBICHHOM  Ha
nepepeructparuio, COOO «Jlekdapm» (Pecmybnuka bemapycs), Ha crnemyronuit
JIEKApCTBEHHBIN mMpenapar, BKIOYEHHBIA B TEPEUCHb >KU3HEHHO HEOOXOJUMBIX M
BOKHEUIIINX JIEKAPCTBEHHBIX MPEMAPaTOB:

«/poraBepun» (MHH «JIpotaBepun»), Tadnetku, 40 mr, 10 wmwrt., Gnuctepst (2) -
MavyKy KapTOHHBIE, B pazMepe 22,13 pyo.

[IpenenpHass OTMyCKHasl II€HAa Ha YKa3aHHBIM JIEKAPCTBEHHBIM mMpemapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

W3 mnpencraBieHHBIX MPOU3BOAMTEIIEM MAaT€pUAIOB HA MEPEPETUCTPALUIO
MpPEACIbHBIX OTHYCKHBIX II€H NPOU3BOAMTENS Ha JIGKAPCTBEHHBIM  Ipenapar
«/lpoTaBepuH»  BBISIBIEHO OTCYTCTBHE OTTPY30K JIEKAPCTBEHHOIO  Ipernapara
MPOU3BOAUTEIEM 3a NEPUOJ, MCTEKIIUA C€O JIHS TOCYIapCTBEHHON perucTpanuu
(mocnenHel  mepeperucTpanu),  YTO  HMCKIIOYAeT  BO3MOXHOCTH  pacyera
CpEIHEB3BEUICHHON (DAKTHUECKOM OTMYCKHOW ILIEHBI B COOTBETCTBUU C IIYHKTOM 3
Meronuku pacyeta yCTaHABIMBAEMbIX MPOU3BOJIUTENSAMH JIEKAPCTBEHHBIX IpEnaparoB
MpeC/IbHBIX OTIYCKHBIX IIEH HA JICKAPCTBEHHBIC Mpenaparbl, BKJIIOUEHHbIE B MEPEYCHb
JKU3HEHHO HEOOXOAMMBIX W BaXXHEMIIMX JIEKAPCTBEHHBIX IMpenaparoB, IMpU HUX
rOCY/IapCTBEHHOM pErucTpanuyd U MepeperucTpaluy, yTBEp>KIEHHONW MOCTaHOBICHUEM
[IpaButenncTBa Poccuiickoit denepanuu ot 15.09.2015 Ne 979 (nanee - Metoauka).

Takum o00pa3oM, B COOTBETCTBUM C TMOANMYHKTOM «B» myHKTa 19 IlpaBun
3apEeruCTPUPOBAHHAS MpEIETbHAas OTIYCKHAs I[I€HA Ha JICKapCTBEHHBIM Ipenapar He
MOJKET OBITh MEPEPETUCTPUPOBAHA.

B cBsi3U C BBINIEU3TIOKEHHBIM, B COOTBETCTBHM C MOJAIYHKTOM «B» ITyHKTa 13
[IpaBun mnpeBbIICHUE MPEACTABISIEMOW U1 TOCYJAPCTBEHHOM PErMCTpalluy WU
MEPEPETUCTPALIMN TPEACITbHON OTIYCKHOM II€HBI IPOU3BOJIMUTENS HA JICKAPCTBEHHBIN
npenapar HajJ I€HOM, PAacCCUMTAaHHOW B COOTBETCTBUM C METOIHUKOM, SBISETCA
OCHOBAaHHUEM JUIsl OTKAa3a B COMNIACOBAHWM TOCYIAPCTBEHHOM PErMCTPAMU NPEACIbHON
OTITYCKHOM II€HbI TPOU3BOAUTEIS HA JICKAPCTBEHHBIN Mpenapar.
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