PELLIEHNE

06 OTKA3€e B COrACICOBOHMN MPEAEAbHBIX OTMYCKHbIX LEH MPOOV3BOAUTEAEN HA
AEKAPCTBEHHbIE MPENAPATh, BKAKOYEHHbIE B NepedeHb KM3HEHHO HEOBXOANMbBIX U
BAKHENLLNX AEKAPCTBEHHbIX MPenapaToB

B cooTtBeTCTBUM C MYHKTOM 13 1 NYHKTOM 34 [1PpABUA rOCY AQPCTBEHHOM PEMMCTRALMN U
nepeperncTpaumm NPeAEAbHbIX OTMYCKHbIX LEH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE
NPENAPATbI, BKAKOYEHHBIE B MEPEYEHD MNIHEHHO HEOBXOAUMbBIX 1 BAYKHENLLMX
AEKAPCTBEHHbIX MPENAPATOB, YTBEPMKAEHHbBIX MOCTAHOBAEHMEM [TPABUTEABCTBA
Poccumckom Qeapepaumm ot 29.10.2010 Ne 865 (aanee - Mpaeunaa), PeaepanbHas
OHTMMOHOMOABHASI CAY>KDBA PACCMOTPEAQ AOKYMEHTbI, MPEACTOBAEHHBIE MUCbMOM
MwuH3apaea Poccum ot 15.08.2023 Ne 25-7-425897 1-C, 1 NPUHSIAQ peLleHne 06 OTKO3E B
COMAQCOBAHUM MPEAEABHOWM OTIMYCKHOW LIEHBI, 3ASIBAEHHOM HA NepeperncTpaumio
AEPIXKATEAEM UAV BAOAEABLEM PEMMCTPAUMOHHOO YAOCTOBEPEHMST ACKAPCTBEHHOIO
npenapata PeknTT BeHknsep XeAnckap VHTepHEWHA ATA (BEAMKOBPUTAHNMS),
NPOM3BOACTBO FOTOBOW AEKAPCTBEHHOM GOPMbI [TaTeoH CodTaykenc b.B.
(HnaepAaHAb, MEPBUMYHAST YIIAKOBKA, BTOPWYHAS YMNAKOBKA, OPraHM3ALMSI,
OCYLLECTBASIHOLLAS BbIMYCKAKOLMIMN KOHTPOAb KAYECTBA, PekUTT BeHkmnzep XeACcKkap
NHTepHeLWHA ATA (BEAMKOBPUTAHKS), HO CAEAYIOLNNA AEKAPCTBEHHbIV MPEnApPAT,
BKAKOYEHHbBIN B MEPEYEHDb YKMBHEHHO HEOBXOAMMbBIX 1 BAXKHENLLIMX AEKAPCTBEHHbBIX
NpPenapaToB:

«HypodeH kcnpecc» (MHH - «Mb6ynpoden»), KancyAbl, 200 mr, 8 Wwr. - 6AncTepsbl (2) -
NAYKM KAPTOHHbIE, B pasmepe 213,78 pyo.

[MpeAeAbHASs OTMNYCKHAS LLleHA HA BbILLIEYKA3AHHbBIM AEKAPCTBEHHbBIV NPENAPAT HE
COrAaCoBbIBAETCS MO CACAYOLWLMM OCHOBAOHMSIM,

MNpwv NPOBEAEHNN SKOHOMMYECKOTO AHAAM3A DAC Poccum yCTAHOBAEHO, YTO
3ASIBAEHHAS BEAUYMHA YBEAUNYEHWST (4,92%) 3QPErnCTPMPOBAHHOW MPEAEABHOMN
OTMYCKHOM L€Hbl HO BbILLIEYKA3AHHbBIN AEKAPCTBEHHbBIN MPENAPAT NPEBLILLAET NPEAEABHO
AOMYCTUMYIO BEAVNYUHY YBEeAMdeHus (He Bonee 3,86%) 3apermcTpmpoBaHHOM
NPEeAEAbHOM OTMYCKHOW LEHbI, YTO NPOTUBOREYNT TPEDOBAHUSIMM NMYHKTA 52 METOAUKMN.

B aton cea3n OAC Poccum HanpaeAeH 3anpoc ot 30.08.2023 Ne TH/69891/23 o
NPEAOCTABAEHNMN YTOYHEHHbBIX PACHETOB 3ASIBASHHOW MPEAEABHOM OTMYCKHOWM LEHbI C
y4yeTom TpebOoBAHMIN NYHKTA 52 MeTOAUKMN.

BmecTte ¢ 1em, B oteeT Ha 3anpoc PAC Poccum (nncbmo OO0 «PeknTt BeHkmnsep
Xanckep» ot 12.09.2023 Ne ORMD-1372) 3asIBAEHHAS NPEeAEAbHAS OTMYCKHASI LEHA HE
NPVBEAEHA B COOTBETCTBME C TPEOOBAHNSIMU MYHKTA 52 METOAUKMN.

B CBS131 C MBAOXKEHHDBIM, B COOTBETCTBMU C MOAMYHKTOM «M» MYHKTA 19 [TpaBUA,
NPeEBbILLEeHNE NPEACTABASIEMON AASI TOCY AQPCTBEHHOW PErmMCTRALMMN UAU
nepeperncTpaumm NpeAeAbHOW OTMNY CKHOW LLeHbl MPOM3BOAUTEAST HO AEKAPCTBEHHbIV
NPEnAPAT HOA LEHOW, PACCHYUTAHHOW B COOTBETCTBMM C [1paBMAAMU 1 METOAMKON,
SIBASIETCSI OCHOBOHMEM AASI OTKA3A B COFAQCOBAHNN FOCY AP CTBEHHOW PErmcTpaLmm
NPeAEeAbHOM OTMY CKHOWM LieHbl MPOM3BOANTEAS HO AEKAQPCTBEHHDBIV Npenapar.



T.B. Hmkeropoales



