PELLEHWE
06 OTKA3€e B COrAQCOBOHUM NPEeAEAbHBIX OTMYCKHbIX LEH MOON3BOAUTEAEN
HA AeKdpCTBEHHbIE MpenapdTtbl, BKAKOYEHHbIE B NepeyYeHb >KM3HEHHO HEOBXOAMMBIX

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B COOTBETCTBUM C MYHKTOM 8 1 MOAMYHKTOM «Q» MyHKTA 19 [1pABUA rocy AQPCTBEHHOM
perncTpaummn % nepeperncTpaumm YCTOHABAMBOEMbIX NPON3BOAUNTEASIMU
AEKOPCTBEHHbIX MPENAPATOB MPEAEAbHbIX  OTMYCKHbIX LEeH HA AEKAPCTBEHHbIE
NPenapaThl, BKAKOYEHHbIE B MNEPEeYEHb MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKOPCTBEHHbIX  MPENAPATOB, YTBEPKAEHHBIX MOCTAHOBAEHMEM  [1PABUTEABCTBA
Poccumckon Pepepaumm ot 29.10.2010 Ne 865 (aanee - lMpanaa), DeapepanbHAs
OHTUMOHOMOABHAST CAYXKOO PACCMOTPEAd AOKYMEHTbl, MPEACTOBAEHHBIE MUCbMOM
MuHaapaBa Poccum ot 26.04.2016 Ne 20-4-4009024-C, 1 NPUHSIAQ pelleHmne o6 OTKase B
COrAQCOBAHUN MPEAEABHOM OTMYCKHOW LIEHBI, 3ASIBAEHHOW HA nepepernctpaumio, OO0
«\toMmm» (PoCcuist), HO CACAYHIOLWMN AEKAPCTBEHHBIN MPENAPAT, BKAKOYEHHbBIV B NEepeYeHb
YKN3HEHHO HEOBXOAMMBIX V1 BODKHEVLLIMX AEKAPCTBEHHBIX MPENAPATOB:

PetnHoAa aueTaT (BuTaMnH A) (MHH — PeTnHOA), kancyAbl 33 Thic. ME, 10 WwT. - yNAKOBKM
sYenKoBble KOHTYPHbIe (1) - makeThl, B pasmepe 5,45 py6b.

[MpeAeAbHOsT  OTNYCKHAST UEeHA HA  YKA3AHHBIKM  AEKAQPCTBEHHBIM  MNPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHUSIM.

B COOTBETCTBMM C TMOAMYHKTOM «Q» MyHKTA 19 TIpABUA  3QPEMMCTPUPOBAHHAS
NPeAEAbHAS OTMYCKHAS LEHA HO AEKAPCTBEHHBIV NPENApAT MPON3BOACTBA MOCYAQPCTB
- YAeHOB EBPQA3MMCKOro 3KOHOMUYECKOrO COK3A AAS AEKAPCTBEHHbBIX MPEenapaToB
HMYKHECPEAHEIO LEHOBOro cermeHta A0 500 pybaen (BKAKOYMTEABHO) MOXKET ObiTb
NepeperncTpUpPOBAHA - B  CAy4YOEe YBEAUMYEHMS LUeH HA Cbipbe 1 MATEPUAAbI,
MCMNOAb3yeMble MpU NPON3BOACTBE KOHKPETHOIO AEKAPCTBEHHOMO MpenaparTa, a TakKe
HOKAQOAHBIX  PACXOAOB, KOTOpble B PABHOWM CTEMeHWM BAUSIKOT HA  YPOBEHb
3QPErMCTPUPOBAHHbBIX LEeH HO BCe AeKAPCTBEHHblIe MPenapaTbl, OTHECEHHbIE K OAHOMY
MEMXAYHOPOAHOMY  HEMATEHTOBAHHOMY  HAMMEHOBAHWIO, HO HEe Bbllle YPOBHSI
DAKTUYECKON  UHDASILMMN  MPEALLEeCTBYIOWEro KOAEHAQPHOrO ropd  C  Y4ETOM
NPOrHO3NPYEMOrO YPOBHST MHDASILUMN TeKyLLero road, YCTOHOBAEHHOIO GeAEPOAAbHBIM
30KOHOM O OEAEPOAABHOM OBIOAXKETE HA COOTBETCTBYIOLLMA OUHOHCOBbLIM FOA U
NACQHOBbBIN MEPUOA,.

B paMKax MPOBEAEHMST SKOHOMUYECKOro AHAAM3A PeAepaAbHOW AHTUMOHOMOABHOWM
CAY>KOOM HOMPABAEHbI 3AMNPOCH BCEM MPOU3BOAUTEASIM AEKAPCTBEHHDBIX MPENAPATOBR
MHH — PeTVMHOA, O HOAVMYMM AU OTCYTCTBMM POCTA LEH HA Cbhipbe, HEOBXOAMMOE NP
NPOM3BOACTBE COOTBETCTBYIOLLErO AEKAPCTBEHHOrO NPenapaTal.

N3 aHaamza npeacTaBAeHHbix B QAC Poccum AQHHBIX O POCTE LEH HA Chipbe,
HEODXOAMMOE MPU MPOU3BOACTBE BbILLIEYKA3AHHOIO AEKAPCTBEHHOro MNpenapaTa,
CAEAYET, YTO POCT LUEH HA Cblpbe OTCYTCTBYET UAM COOTBETCTBYIOLLAST BEAUYMHA POCTA
L€ H NOATBEPXKAEHO B MEHbLUEM pPA3MEPE MO CPABHEHUIO C BEAMYMHOM POCTA LEH,
NPEACTAOBAEHHOW B PACHETAX MNPV GOPMUPOBAHNM MPOEKTA NPEAEAbHBIX OTMYCKHbIX LEH,
3051BAEHHbIX HO nepepermncTpaumto OO0 «AtoMmm,



B CBSI3M C BLILLEM3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MyHKTA 13 [NpaBmA
NpeBbllUEeHMEe NPEeACTAOBAEHHON  AASl  TOCYAQPCTBEHHOM  perncTpaum  UAU
nepeperncTpaumm nPEAEAbHOM OTMYCKHOM LEHbl MPOU3BOAUTEASI HO AEKAPCTBEHHDIN
NPenapaT HAA UEHOM, PACCYUTAHHOM B COOTBETCTBMM C  METOAMKOW, SIBASIETCSI
OCHOBOHMEM AAST OTKA3A B COMAQCOBOHUM TFOCYAQPCTBEHHOM PErncTpaumMmn UnAm
nepeperncTpaumm nPEAEAbHOM OTMYCKHOM LEHbl MPOMU3BOAUTEASI HO AEKAPCTBEHHDIN
npenapar.

A.b. Kaweeapos



