PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpaumm NpeAEAbHbIX OTMYCKHbIX LEH MNPOM3BOANTEAEN HA
AEKAPCTBEHHbIE NPENnAPAThI, BKAKOYEHHbBIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHeMm lMNpaeutenbcTea Poccuickom Geaepaumm ot 29.10.2010 Ne
865 (aanee — lMpaeunna), PepepaAbHAS AHTUMOHOMOABHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMAM MUH3APOBA Poccunn
oT 15.12.2021 Ne 25-7-4193239-c 11 0T 31.01.2022 Ne 25-7-4193239-p0M, 1
MNPUHSIAQ pelleHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHDI,
3QSIBAEHHOW HO PErNCTPALMIO AEPXKATEAEM UAN BAOAEABLEM
PErMcTPAUMOHHOIO YAOCTOBEPEHNSI AEKAPCTBEHHOIO Npenapara Teesa
PapmauesTnyeckme Mpeanpustug Ata (M3panAb), NPOM3BOACTBA (BCE
cTaamnn) Teea QapmacbioTrikan Bopke Mpameat Aumimntea KomnaHu
(BeHrpus), HO caeaAy oL AEKAQPCTBEHHbBIN MPENAPAT, BKAKOYEHHDIV B
nepeyYeHb Y>KN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbIX
NPEenapaAToB:

PAykoHason-Tera (MHH — DAYKOHA30A), KancyAbl, 150 mr, 1 WwT. - 6AUCTEPDI
(2) - Na4YKa KAPTOHHAOS, B pasmepe 201,14 pyb.

[peAeAbHQAST OTMNYCKHAS LeHA HA YKA3AHHBINM AEKAPCTBEHHBIV NPenapaT He
COrAQCcoBbIBAETCSI MO CAeAYIOWMM OCHOBOHUSIM.

Mo NpoBeAeHU 9KOHOMMYeCcKoro aHaAn3a GPAC Poccum BbisIBAEHO
NpPeBbILLEHME 3ASIBASIEMON MPEAEABHOW OTMYCKHOM LE€Hbl HA BbiLLEeYKA3AHHbBI
AEKAPCTBEHHbBIN MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
TPeBOBAHMSIMM NMYHKTOB 31-33 MeTOAMKM PACHETA NPEAEAbHBIX OTMYCKHbIX
LeH NpOon3BOANTEAEN HO AEKAPCTBEHHbIE NPEenApPAThl, BKAIOYEHHbIE B
nepeYeHb YKN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenapaAToB, YTBEPMKAEHHOW MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUNCKOM
Peaepaumm oT 15.09.2015 Ne 979 (Aanee — MeToAuKa).

B cootBeTCcTBUM C NyHKTOM 14 MNMpaBnA PAC Poccum HaNpaABAEH 3anpocC oT
27.12.2021 Ne TH/111296/21 0 NpeAOCTABAEHUN YTOYHEHHbIX PACYETOB
NPeAEAbHOW OTIMYCKHOWM LieHbl B COOTBETCTBUM C TPEDOBAHUSMU MYyHKTOB
31-33 MeToaumKn,

BmecTe ¢ TeM, YTOYHEHHASs 3AsIBAEHHAS NPeAEAbHAS OTMYCKHAS LLEHA HEe
NpUBEAEHA B COOTBETCTBME C y4ETOM TPEOOBAHUN NMYHKTOB 31-33 MeToOANKA



(YTOYHEHHQS 3ASIBAEHHAS MPEAEABHAST OTMYCKHAS LEHA MPEBRLILLAET LIEHY,
PACCUYMNTAHHYIO C y4eToM TpeboBaHUM NMyHKTOB 31-33 MeToAVKW).

B CBSI131 C BbILLEN3AOXKEHHDBIM, B COOTBETCTBUM C NMOAMNYHKTOM «I» MYyHKTA 19
[NoABUA MPeEBbLILLEHNE MPEACTABASIEMOWN AASI FTOCYAQPCTBEHHOW
nepeperncTpaumm npeAeAbHOM OTNYCKHOM LIEHbI MPOU3BOAUTEAS HO
AEKAPCTBEHHbBIN MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[NpaBnAaMU 1 METOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBOHUN FTOCYAQPRCTBEHHOW PEMMCTRAUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHBIV MPENAPAT.

T.B. Hmkeropoales



