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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cooTtBeTCTBMM C NYHKTAMM 8 U MOAMNYHKTOM «Q» MyHKTA 19 [pABUA roCcy AQPCTBEHHOM
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 QPepepaumn o129.10.2010 Ne 865 (aanee - lMpaBuaa), DepepanbHAs!
OHTUMOHOMOABHAST CAYXKOO PACCMOTPEAd AOKYMEHTbl, MPEACTOBAEHHBIE MUCbMOM
MunaapaBa Poccum ot 05.05.2016 Ne 20-4-4010230-C, 1 NPUHSIAQ peLlleHre o6 OTKase B
COrAQCOBQAHMM MPEAEAbHbIX OTNYCKHbIX LeH OO0 «MOCOAPM» (Poccus), 3asiBAEHHbIX
HO MNepeperncTpaumio, HO CAEAYLWME AEKAPCTBEHHbIE MPENAPATbHI, BKAIOYEHHBIE B
nepeYeHb XUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

1. Tantokosza (MHH — AekcTtpo3aa), pacTteBop AAST UHOY3UM 5%, 200 MA — ByTbiAkKM (1) —
NAYKM KAPTOHHbIE B pasMepe 22,54 pyo.

2. 'aokosza (MHH — Aekctposa), pacteop AAS UHOY3UM 5%, 400 MA — ByTbiAkKM (1) —
NAYKM KOPTOHHbIE B pasmepe 26,87 pyb.

3. F'Aokosa (MHH — AekcTpo3a), pacTBop AAST UHOY3UIA 5%, 200 MA — ByTbIAKM (28) —
LMK KOPTOHHbBIE (AAS1 CTAUMOHAPOBR) B pasmepe 631,01 py6b.

4, Tarokoza (MHH — AekcTpo3a), pacTtBop AAS MHOY3UM 5%, 400 MA — ByTbiAkKM (15) —
LMK KOPTOHHbBIE (AAS1 CTAUMOHAPOBR) B pasmepe 403,02 py6.

[MpeAeAbHble  OTMYCKHblE LUEHbl HA YKA3AHHBbIE AEKOPCTBEHHbIE MPEnapATbl He
COrAQCOBbIBAIOTCSI MO CASAYIOLLMM OCHOBQOHUSIM.,

N3 pacyeToB BeAUMYMHbl  YAOPOXAHUS, MNPEACTOBAESHHbIX MPOM3BOAUTEAEM B
npuAokeHMn Ne 5 Kk MeToamKke pacdeTa YCTAHABAMBAEMbBIX MPOUN3BOAUTEASIMU
AEKAPCTBEHHbIX MPENAPATOBR MPEAEAbHbIX OTNYCKHbIX LEeH HA AeKAPCTBEHHble
NPenapaTbl, BKAKOYEHHbIE B MNEPEYEHb MKMBHEHHO HEODOXOAUMBIX W BAXKHEWMLLIMX
AEKAPCTBEHHbIX  MNPENAPATOB, MNPV UX  TFTOCYAQPCTBEHHOM  PErncTpaumMm U
nepeperncTpaunm, YTBEPXKAEHHOM MOCTAHOBAEHMEM [lpABUTEABCTBA POCCUNCKON
Qeapepaumm ot 15092015 Ne 979 (Aanee — METOAMKA), CAEAYET, YTO BEAVYMHA
DAKTNYECKOTO YBEAMYEHMST LUEH HA Chipb€ U MATEPUAAbLI, WCMOAb3yeEMble Mpu
MPOOM3BOACTBE BbILLEYKA3AHHBIX AEKAPCTBEHHbIX MPEnapaToB, A TAKXKE HAKAQAHbLIX
PACXOAOB MEHee BEeAMYMHbI POCTA 3APErNCTPUPOBAHHBIX MPEeAESAbHbBIX OTMYCKHbIX LeH
HQA AQHHbIE AEKQPCTBEHHbIE NPenapaAThl.

B CBSI3N C BHILLEN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYyHKTA 13 [MpaBUA
NEeBbILUEHNE  MPEACTOBASIEMON  AASl  TOCYAQPCTBEHHON  PErucTpaumm VAU
nepeperncTpaLmMn NPEeAESAbHOM OTMYCKHOM LieHbl MPOU3BOAUTEAST HO AEKAPCTBEHHbIM
NPenapaT HOAA LEHOM, PACCYMTOHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS



OCHOBQHMEM AASI OTKO3A B COMAQCOBAHNM FOCYAQPCTBEHHOM PErMCTPALMU NMPEASAbHOMN
OTMYCKHOM LieHbl MPOU3BOANTEAS HO AEKAPCTBEHHbIV MPEnapaT.



