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, MOAMNYHKTOM «B» MnyHKTA 13 MNPOBUA FOCYAQPCTBEHHOMN
perncTpaumm n nepeperncTpaumm YCTOHOBAMBAEMbIX NPOMN3BOANTEASIMU
AEKAPCTBEHHDBIX MPENAPATOB MPEAEAbHBIX  OTMYCKHbIX LUEH HA AEKAPCTBEHHbIE
NPenapaThl, BKAKOYEHHbIE B MNEPEeYEHb MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHbIX  MPEMNAPATOB, YTBEPMKAEHHbBIX MOCTAOHOBAEHMEM  [TPABUTEABCTBA
Poccumckon QPepepaumm ot 29.10.2010 Ne 865 (aanee - TMpaBuaa), DepepanbHAs!
OHTUMOHOMOABHAST CAYXKOO PACCMOTPEAd AOKYMEHTbl, MPEACTOBAEHHBIE MUCbMOM
MwuH3apaea Poccum ot 17.09.2015 Ne 20-4-490807-C, 1 NPUHSIAQ pelleHne o6 oTKase B
COrAQCOBQAHMN MPEAEAbHbIX OTMYCKHbIX LUeH 3AO «PapM-CUMHTE3» HA CAeAyioLlme
AEKOPCTBEHHbIE MPENAPAThI, BKAIOYEHHbIE B MEPEYEHb MKM3HEHHO HEOBXOAUMbBIX W
BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

1. KabeumH (MHH — KaneuntabuH), TABAETKM MOKPbLITbIE MAEHO4YHOW oBoAodkom 150 mr, 60
LUT. — @AQKOHbI (1) - NAYKM KAPTOHHbIE, MP., MEPB. Y., BTOP. Y. —
3A0 «Papapmar - Poccug; Bbin. K. — SAO «Papm-CuHTtes», B pasmepe 1 980,00 pyb.

2. KabeuyH (MHH - KaneumntabuH), TABAETKM MOKPbITHIE NAEHOYHOM oBoao4dkom 500 mr,
120 WT. — ®AAKOHbI (1) - NAYKM KOPTOHHBIE, NP., NEPB. Y., BTOP. Y. —
3A0 «Padpapmar - Poccus; Bbin. K. — SAO «Papm-CuHTtes», B pasmepe 10 270,00 pyb.

[peAeAbHble  OTnyCKHble LUeHbl HA YKA3OHHble AeKQPCTBEHHble MpenapaTbl He
COrAQCOBbIBAIOTCSI MO CACAYIOLLMM OCHOBOHUSIM.

Ha ocHoBOHMM NyHKTA 8 MpaBMA (B pEAQKUMN, AENCTBYIOLWEN A0 1 OKTIOPS

2015 r1.) 3asBUTEAO HONMPABAEH 3anpoc oT 01.10.2015 Ne AA/53344/15 B LLEEASIX MOAYHYEHUS
AOMOAHUTEABHOM HDOPMAUMK. INncbMom A0 «Papm-CrHTES»

oT 16.10.2015 Ne 269 B DAC Poccum 6bIA NPeAOCTABAEH OTBET.

N QHAAM3E  AOMOAHUTEABHO MPEACTABAEHHON WHOOPMALUMM YCTAHOBAEHO, YTO
3Q5IBUTEAEM NPEACTABAEHDI AOKYMEHTbBI, KOCOIOLLMECS MOATBEPIKAEHNS PACXOAOB

3A0 «Dapm-CuHTE3». BMEcTe C TeM, NPONIBOAUTEAEM, YIMAKOBLUMKOM (MEPBUYHAS U
BTOPWMYHAS YMNAKOBKA) BbILLEYKA3AHHbIX MpenapaTtos sBasieTcst 3A0  «Padapman,
AOKYMEHTbI, noaTBepXaQtowme pacxoabl 3A0  «Padapma», CBSI3OHHbIE C
NPOM3BOACTBOM ACQHHBIX MpenapaTtos, 3assutenem B PAC Poccum He NpeACTABAEHbI, B
CBSI3M C YEM MPOBECTN SKOHOMUYECKNM AHAAM3Z 3ASIBAEHHBIX K PErMCTPAUMM UEH HE
NPEACTABASIETCSI BO3MOYKHbBIM.

Kpome Toro, 3asBUTEAEM HE MOAHOCTBIO MPEACTABAEHDBI AOKYMEHTbI, MOATBEPIKAAIOLLME
LUeHbl HO MATEePUNAAbI, NCMNOAbI3YIOLWKECS MNP NPON3BOACTBE YKA3AHHDIX MOEenapaTOoB.

B cooOTBETCTBUM C MOAMNYHKTOM «B6» MyHKTA 13 MPABUA HEMOAHOTA MPEACTABAEHHbBIX
AOKYMEHTOB SIBASIETCSI OCHOBOHMEM AASl OTKO3O B COMAQCOBOHUK FOCYAQPCTBEHHON
PEerncTPaLMM MNPEAEAbHON OTMYCKHOW LUeHbl MPOU3BOAUTEAST HOA  AEKAPCTBEHHbIV



npenapar.

A.b. Kaweesapos



