PELLEHWE

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

B cooTBeTCTBMM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [MoABUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH NMPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb Y>KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peapepaumm ot 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTUMOHOMOAbHAST CAYXKOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbIE
nMcbMoM MuH3Apaea Poccum oT 24.09.2020 Ne 20-4-4147342-C, v MPUHSIAG
pelweHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHbI,
3QSIBAEHHOW HA MePEPErncCTRALMIO AEPXKATEAEM UAV BAOAEABLEM
PErMCTPAUMOHHOro yaocTtoeepermns OO0 «PapmaTtopus» (Poccus),
NpPon3BOACTBO (BCce ctaann) OAO «KemepoBCKasi PAPMALEBTUHECKOS]
KOMMAHMs» (Poccust), HO CAEAYIOLLMN AEKAPCTBEHHbBIM NPENAPAT, BKAKOYEHHDI
B NepeYeHb YKM3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NpPenapaToB:

«XAoprekcnanH» (MHH — «XAoprekcramH»), pacTBOp AASI HOPYYHOIO
npuMeHeHus (crimpTtosomn), 0.5 %, 100 MA — GAQKOH-KaneAbHMUbI (60) -
KOPOBKM KAPTOHHbBIE (AASI CTALMOHAPOBR), B pa3mepe 852,84 pyb.

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

B CBS13M C TEM, YTO NPEAEABHAS OTNYCKHAS LEHA HA BblLLEYKA3AHHbBIN
AEKAPCTBEHHBIV MPENAPAT OTHOCUTCSI K LEHOBOMY cermeHTy cabile 500
PYBAEN TAKAS LEHO MOXKET BbITb NEPEPETMNCTPUPOBAHA TOABKO B
COOTBETCTBMM C MOAMYHKTOM «M» NYHKTA 32 [NpaBUA.

COrAQcHO NpeACTOBAEHHBIM AOKYMEHTAOM 1 CBEAEHUSIM MO MPUAOXKEHMIO Ne 1
K MeToAMKe pacyHeTa NpeAEeAbHbBIX OTMYCKHbBIX LeH MPOn3BOANTEAEN HA
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEepeYeHb MI3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB, MNPW UX
rOCYAQPCTBEHHOW PErnCTRAUNM 1 NepeperncTraumm, yTeep K ACHHON
noctaHoBAeHneMm lNMpaeutenbcTea Poccuickom Geaepaumm ot 15.09.2015 Ne
Q979 (panee - MeToAMKA) OTIPY3KA BbILLEYKA3ZAHHOMO AEKAPCTBEHHOIO
npenapaTa 3a oT4eTHbIV NeproA (¢ 13.08.2019 no 13.08.2020) He
OCYLLECTBASIAQCD.



Kpome Toro, 3asiBAeHHAs BeAUYMHA YBEANYEHWS 3APernCTPUPOBAHHOMN
NPEeAEAbBHOM OTMYCKHOM LUeHbI (3 %) HE YYUTBIBAET KOSPPULMEHT LEHOBOW
rpynnbl, NPeAYCMOTPEHHBIM MPUAOXKeHMeM Ne 11 Kk MeTtoamke.

Takmm 06pPA30M, 3ASIBAEHHAS MPEAEABHASI OTMYCKHAS LEHA MPOTUBOPEUNT
TPEBOOBAHMSIM MOAMYHKTA «M» NyHKTA 32 MNMPABUA 1 MYHKTOB 43-45 MeToAnKN.

B CBSI13U C BbILLEN3AOXKEHHDBIM, B COOTBETCTBUM C NMOAMYHKTOM «I» MYyHKTA 19
[NoABUA MPeEBbLILLEHNE MPEACTABASIEMON AASI FOCYAQPCTBEHHOW
nepeperncTpaLmMm NnpeAeAbHOM OTMNYCKHOM LIEHbI MPOU3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[NpaBuAaMU 1 MEeTOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBQOHUN FTOCYAQPCTBEHHOW MEPEPErNCTPALMM MPEAEABHON
OTMYCKHOWM LIEHDBI MPON3BOAUTEASI HO AEKAPCTBEHHbBIV NPENAPAT.

T.B. Hmkeropoales



