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 MYHKTAOMU 8 1 MOAMNYHKTOM «B» NMYHKTA 19 [MPABUA rocy 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 Pepepaumm ot 29.10.2010 Ne 865 (aanee - lMpanaa), DeapepanbHAs
OHTUMOHOMOABHAST CAYXKOO PACCMOTPEAd AOKYMEHTbl, MPEACTOBAEHHBIE MUCbMOM
MunaapaBa Poccum ot 18.04.2016 Ne 20-4-4009408-C, 1 NPUHSIAQ pelleHmne o6 OTKase B
COMAQCOBAHUM MPEAEABHBIX OTMYCKHbIX LEH, 3ASIBAEHHbBIX HO nepepermnctpauuio, 3A0
«apTtHep» (Poccus)) HO CAEAYIOWME AEKAPCTBEHHbIE MPENAPAThl, BKAKOYEHHbIE B
nepeYeHb XUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

1. Npobundpop (MHH-Buomnaobaktepun Gudmnaym), kancyasl, 500 max KOE/kancyaa, 10
LUT. - BAHKM NoAMMepPHbIe (1) - NAYKM KAPTOHHbIE, B pasmepe 590,76 pyo.

2. Npobunopop (MHH-Buounaobaktepun Budmnaym), kancyaol, 500 maH KOE/kancyaa, 18
LT, - BAHKM noAnMMepHble (1) - MaYKkM KapTOHHbIE, B pa3mepe 1051,34 py6b.

3. BuonaymbakrepuH (MHH-BromnaobakTepum GUOUAYM), MOPOLLOK AASI MPUEMA BHYTPb
M MecTtHoro npumeHeHust, 500 mAaH KOE, 0.85 1 - naketol (10) - NA4YkM KAPTOHHbIE, B
pasmepe 72,38 pyb.

4. bBuonaymbaktepmH (MHH-Buomnaobaktepmm 6Gudmnaym), MOPOLLOK AAST IPUEMA BHYTPb
M MecTtHoro npumeHeHust, 500 mAaH KOE, 0.85 r - naketol (30) - NAYKM KAPTOHHbIE, B
pasmepe 21641 pyb.

5. BuonaymbakrepuH dpopTte (MHH-Bromnaobaktepum GUdUAYM), KaNcyAbl 5 Ao3, 10 wrT. -
6aHKM NoAMMeEpPHbIe (1) - NAYKM KAPTOHHbIE, B pasmepe 132,10 py6.

6. BuonaymbakrepuH popte (MHH-BuomnaobakTepmm 6rudnaym), KancyAbl 5 Ao3, 18 wr. -
6aHKM noAMMeEpPHbIE (1) - MAYKK KAPTOHHBbIE, B pasmMepe 227,86 pyo.

7. BuonaymbakrepuH oopte (MHH-Buonaobaktepmm Budnaym), kKancyabl 5 Aoo3, 30 wr. -
BaHKM noAnMepHble (1) - Na4YKM KOPTOHHbIE, B padmepe 352,86 pyod.

8. Mpobundpop (MHH-Bromnaobaktepum GUdPMAYM), MOPOLLOK AAST MpremMda BHYTPb 500 MA
KOE/nakeT, 0,85 - nakeTbl (6) - NA4YKM KAPTOHHbIE, B pa3mepe 331,83 pyo.

9. Mpobundop (MHH-Bnonaobaktepum BUdrAYM), MOPOLLOK AAS NpremMa BHYTPb 500 MAH
KOE/naker, 0.85 1 - nakeTbl (10) - Na4YKku KAPTOHHbIE, B pa3mMepe 536,28 pyo.

10. NMpobunopop (MHH-Buomnaobaktepmm Bndraym), NOPOLLOK AAS NpremMa BHyTpb 500
MAH KOE/nakeT, 0.85 r - nakeTbl (30) - na4kn KApTOHHbIE, B pasmepe 1538,07 pyb.



11. BuomnaymbakrepmH oopte (MHH-Buomnaobaktepunn OUOGUAYM), MNOPOLLOK  AAS
npuema BHyTPb 50 MAH KOE, 0.85 1 - nakeTbl (10) - Naykmn KAQpTOHHblE, B pa3mepe 107,92

pyb.

12. BuomnaymbakrepmH oopte (MHH-Buomnaobaktepun OUOGUAYM), MNOPOLLOK  AAS
npovema BHyTPb 50 MAH KOE, 0.85 1 - nakeTbl (30) - Na4Ykmn KAPTOHHbIE, B pasmepe 308,24

pyo.

MpeAenbHble  OTMYCKHble LeHbl HA  YKA3OHHbIE AEKAPCTBEHHble MPenapaTthl He
COrACQICOBbIBAKOTCS MO CAEAYIOLLIMM OCHOBOHWISIM.,

Mpw NpoBeaeHUN aKoHOMMYeCKoro aHaAn3da GAC Poccuy BbISIBAEHO, YTO 3ASIBAEHHbIE
HO  nepeperncTtpaumio  npepeAbHble  OTMYyCKHble  LeHbl HA  BblleyKA3dHHble
AEKAPCTBEHHble MPenapaTbl 3HAYUTEAbHO BbllLle PACCYUTAHHOM B COOTBETCTBUM C
NyHKTOM 17 MeToAMKM pacyeTa YCTAOHABAVBOEMbIX MPOU3BOAUTEASIMUN ASKAPCTBEHHbIX
NPEnapPATOB NPEAEAbHBIX OTMYCKHbIX LLeH HO AEKAPCTBEHHbIE NPENAPATbhl, BKAKOYEHHbIE B
nepeYeHb MUIHEHHO HEOBXOAUMbBIX 1 BAXKHENLLUMX AEKAPCTBEHHDBIX NPENAPATOB, NPW KX
rOCYAQPCTBEHHOM PErNCTRAUNKY 1 MepeperncTpaunm, yTBEpPIKAEHHOM NOCTAHOBAEHNEM
Mpasutenbctea Poccumckon Qeapepaumm ot 15.09.2015 Ne 979 (panee — MeToamka),
AOMYCTVMOWN BEAVYNHOM YBEANYEHWS 3APEMCTPUPOBAHHBIX MPEAEAbHBIX OTMYCKHbIX LIEH,
4YTO MPOTUBOPEUYUT NYHKTY 16 MeTOAVKN.

B CBSI3M C BbILUEN3AOXKEHHBIM, B COOTBETCTBUMN C MOAMYHKTOM «B» MyHKTA 13 paBUA
NnpeBbllUeHM e NPEeACTABAEHHOM  AASl  TOCYAQPCTBEHHOM  perncTpauum  UAU
nepeperncTpaumm npeAeAbHblX OTMYCKHbIX LUEeH MPOU3BOAUTEAST HAO AEKAPCTBEHHbIE
npenapaTbl HAA LEHAMM, PACCYATAHHOM B COOTBETCTBMM C METOAMKOM SIBASIETCSI
OCHOBOHMEM AAST OTKA3A B COMAQCOBOHUM TFOCYAQPCTBEHHOM PErncTpaumMm nAm
nepeperncTpaumm npeAeAbHblX OTMYCKHbIX LUEeH MPOU3BOAUTEAST HA AEKAPCTBEHHbIE
npenaparyl.



