PELLIEHWVE Ne 08-01-27

06 peepans 2017 ropa r.
Hoeocubunpck

Komucecunsa YnpasaeHust DeaepaAbHOM AHTVIMOHOMOABHOM CAYXObl MO HOBOCKBUPCKOM
0BAACTU MO KOHTPOAID B chepe 3akynok (Kommccus Hoeocmbupcrkoro YPAC Poccun) B
COCTOBE:

LLisanos ALl - 30M. PYKOBOAUTEAS YNPABAEHUS, MPpeACeAdTeAb KOMUcCum;
- TAQBHbBIV CMEUMNAANCT — SKCMEPT OTAEAQ KOHTPOAST 3AKYMOK,
yAneH Komunceunm;

- CNEeUMOANCT-9KCNEPT OTAEAQ KOHTPOAS 3AKYTOK, YAEH
Komuccuu;

CryaeHVknH ALE.

Conorbér A.O.

B npucyTCcTeum npeactasmtenen [KY HCO «YKCuce»: <...> (Mo AOBEPEHHOCTUN), <...> (MO
AOBEPEHHOCTWN),

B oOTCcyTCTBMe npeactasutenen [bBY3 HCO «Kaprartckas LUPb», BY3 HCO
«YncTtoozepHas LIPB», TBY 3 HCO «AMHEBCKAST pAMOHHAS1 6OAbHMLAY, TBY3 HCO «OLUIMb»,
BY3 HCO «PoaunbHbil AoM Ne 7», TBY3 HCO «HPB Ne 1», TBY3 HCO «AeTtcKkas
FOPOACKAS KAMHMYecKast 6oabHMLA Ne 1», TBY3 HCO «BeHreporckas LIPB», [BY3 HCO
«ToryunHckas LUPb», TBY3 HCO «CysyHckas LPB», TBY3 HCO «Kb Ne 2», TBY3 HCO
«PopanAbHBIN pAoM Ne 2», TBY3 HCO «YepenaHoeckas LPb», TBY3 HCO «KoyeHeBcKas
LIPB», TBY3 HCO «HI'KML», TBY3 HCO «'KB Ne 25», TBY3 HCO «bLIb», TBY3 HCO «THOKB»,
BY3 HCO «Mowwkoeckas LPB», TBY3 HCO «Kbiutockas LIPB», TBY3 HCO «YaHoecKkas
LIPBE», FTBY3 HCO «[KE Nel1», [BY3 HCO «ULIB», yeAOMAEHbBI HOAAEXKALLVIM OBPA30M,

B OTCYTCTBME MPEACTABUTEAEN MOAATEAST MAAODOb — OO0 OK «DapMAKOMMOAC»,
YBEAOMAEHO HOAAEXALLIMM 0BPa30M,

paccmoTpes kanoby OO0 PK «DapMaKONnoOAa» HO AENCTBUST AYKUMOHHOM KOMMUCCUM
'KY HCO «YKCuc», 'bY 3 HCO «Kapratckas LIPb», TBY3 HCO «YucTtoosepHas LIPE», IBY 3
HCO «AmHebcKkas panoHHas 6oabHuL», TBY 3 HCO «OUIB», TBY 3 HCO «PoAnAbHBIV AOM
Ne 7», TBY3 HCO «HPB Ne 1», TBY3 HCO «AeTcKkas FOPOACKAST KAMHNYECKAST BOAbHMLIA Ne
1», TBY3 HCO «BeHreposckast LIPb», TBY3 HCO «ToryumHckast LPb», TBY3 HCO
«CyayHckas LUPB», TBY3 HCO «[KB Ne 2», [BY3 HCO «PoanAbHBIN A0M Ne 2», TBY3 HCO
«Yepenanosckast LIPE», ITBY3 HCO «KoveHerckas LIPB», ITBY3 HCO «HIKML», ITBY3 HCO
«KB Ne 25», TBY3 HCO «bUIB», TBY3 HCO «THOKB», IBY 3 HCO «Mowkosckas LIPb», [BY 3
HCO «Kblwitoeckas LIPB», ITBY3 HCO «HaHosckag LIPE», TBY3 HCO «[KE Nel», TBY3 HCO
«MUMB» mpy npoBeAeHUM SAEKTPOHHOroO QYKUMOHA HA MOCTOBKY AEKAPCTBEHHOro
npenapata (MaeeueHne Ne 0851200000616005969), HAYOABHAST (MOKCUMAOABHAOS) LIEHA
KOHTPAKTA 5 186 539,23 pybaen,

YCTAHOBUAA:

B Hoeocmbupckoe YOAC Poccum obpatnaoct OO0 PK «PapMaAKONNOAG» C MAAOHOIN
HO AENCTBUS AyKUMOHHOM KoMmumccum TKY HCO «YKCue», 'lbY3 HCO «Kapratckas LIPb»,
BY3 HCO «4nctoosepHas LPB», TBY3 HCO «AnHeBcKaAsl pAnOHHAST BOAbHULOY, TBY 3
HCO «OUIb», NIBY3 HCO «PoaunabHbil AoM Ne 7», TBY3 HCO «HPB Ne 1», TBY3 HCO
«AETCKAST FOPOACKAST KAMHMYECKAsT BOAbHULA Ne 1», TBY3 HCO «Benreposckast LIPE»,
BY3 HCO «ToryuunHckas LPb», 'BY 3 HCO «CyayHckas LPB», TBY3 HCO «KB Ne 2», [BY 3



HCO «PoannbHbIl Ao0M Ne 2», [BY3 HCO «YepenaHoeckas LUPb», bY3 HCO
«KoyeHerckas LIPb», TBY 3 HCO «HI'KIL», TBY3 HCO «['Kb Ne 25», TBY3 HCO «bUI'b», BY 3
HCO «THOKB», 'BY 3 HCO «Mowikoeckas LIPb», TBY 3 HCO «Kbiutosckas LIPE», TBY3 HCO
«HaHoeckast UPb», TBY3 HCO «[Kb Nel», TbY3 HCO «UIB» npw npoBepeHUU
AAEKTPOHHOIO AYKLMOHA HA MOCTABKY AEKAPCTBEHHOIO NPENApPATA.

CyTb >XOAODbI 30KAKHAETCSI B CAEAYIOLEM. [Tp1 PACCMOTPEHUM BTOPLIX YACTEWN 3ASIBOK
EAVNHON KOMUCCUEN MPUHATO peLleHmne O MPu3HAaHMM 3aask OO0 OK «PapMaKonnoAQ»
Bageka N 5) Ha ocHoBaHUM N1 4.6 cT1.69 P33 N 44-O3 He COOTBETCTBYIOLLEMN
TPEOOBAHUSIM, YCTAHOBAEHHBIM AOKYMEHTALMEN OO SAEKTPOHHOM QYKUMOHE, YTO HEe
cooTtBeTCTBYET M. N. 15.2.7 AOKYMeHTALMN 06 SAEKTPOHHOM AYKUMOHE 1 N.6 4.5 cT.66 P3N
44-O3, a umeHHo, [octaHoBAeHeM [paeutenbcTBa Poccuimckon Pepepaumm oT
30.11.2015 Ne 1289 yCTOHOBAEHbI OMPAHUYEHUST N YCAOBUST AOMYCKA AEKAPCTBEHHbIX
NPEenapPaATOB, BKAIOYEHHbIX B MNEepedYeHb >MKU3HEHHO HEeODXOAUMBIX W BOYKHEWLIMX
AEKAPCTBEHHbBIX MNPENAPATOB. 3ASIBKA YYACTHUKA 3AKYMKN COAEPXKUT MPEAAOKEHMNE O
MOCTABKE AEKAPCTBEHHOIO MPENAPATA, BKAKYEHHOTO B MEPEYEHb  YKM3HEHHO
HEODXOAUMBIX U  BODKHEMLLUMX AEKAPCTBEHHbIX MPENAPATOR, MPOUCXOASLLErO M3
MHOCTPOHHOIO rocyaapctea (NHAUS).

OO0 DK «PapmMaKonmoAa» OBPALLAET BHAMOHME HA TO, YTO B HACTOSILLEE BPEMS HA
OAPMALEBTNYECKOM PbIHKE CYLLECTBYET E€AMHCTBEHHBI AEKAPCTBEHHBIM MPEnApPAT
OTEYECTBEHHOrO npom3eoacTead MHH  «TpaHekcamMoBAs KUCAOTO» C  TOPrOBbiM
HO3BAHMEM «CTAreMmH», PACTBOP AASI BHYTPMBEHHOIO BBEAEHMS S50MI/MA, & MA, Ne 10,
npounseoacTBa 3AO «HoBOCUBXMOAPM» - Poccus, OTBEYAOWMNA XAPAKTEPUCTUKAM,
YCTOHOBAEHHbBIM B OMNCAHMM OB BEKTA 3AKYMKM,

OO0 PK «DapMaAKOMNMOAQ» MOAArAET, YTO BCE MOACQHHBIE 3ASBKM YYACTHNKOB COAEPXKAT
AEKAPCTBEHHbBIM MPEnapaAT oaHOro npounssoamntenss OAO "Hosocmbxmmoapm'- Poccus,
4YTO, B CBOIO O4YEPEAb, UCKAIOYAET NpuMeHeHme n.1 NoctaHorAeHus MNpaButenbcTea PO
or 30.11.2015 Ne 1289.

Ha >»aAoby OT YNOAHOMOYEHHOIO YUYPENAEHMS MOCTYMUAM BO3PAYKEHWS, B KOTOPbIX
YKQ3QHO CAeAYoLLEE.

YNOAHOMOYEHHOE YUYpPENAEHME OBPALLOET BHMMOHME HA TO, YTO HA Yy4aACTME B
OMNPEAENEHNN MOCTABLLMKA BbIAO MOACHO MSITb 3ASIBOK OT YYACTHMKOB, MPW 3TOM BCE
NSITb 3ASIBOK COOTBETCTBOBAAM TPEOOBAHUSIM QAYKUMOHHOW AOKYMEHTAUMM, O 3ASIBKM
yeTblpex M3 Mt YYACTHUKOB SAEKTPOHHOMO QAYKUMOHO COAEPXKAAU MPEAAONKEHUST O
NOCTABKE AEKAPCTBEHHbIX MPENAPATOBR, CTPAHOW MPOUCXOMKAEHNST KOTOPLIX SIBASIETCSI
Poccumckas Pepepaumst, TO €CTb FOCYAQPCTBO, SIBASIOLLEECS YAEHOM EBPA3MINCKOro
3KOHOMMYECKOro cotoaa. [pn 3TOM, TPW YYACTHUKA 13 NSITY NPEACTABUAN CEPTUDUKATDI
O MPOUCXOXKAEHUN TOBAPA dopMbl CT1, YCTOHOBAEHHOM [TPABUAAMK OMPEAEAEHUS
CTPOHbI MPOUCXOXKAEHMST TOBAPOB B CopapyyKecTtse Hesasmcmmbix [ocyaapcte ot 20
HOs16Ps1 2009 T,

YNOAHOMOYEHHOE YUPENKAEHNE YKA3BIBAET, YTO HO YYACTUE B ONPEASAEHNN NOCTABLLMKA
MOAQHO TPW 30SIBKU, COAECPXKALLUNE TMPEAAONKEHUST O TMOCTABKE AESKAPCTBEHHbIX
NPEnApPATOB ABYX PO3AUYHBIX MPOM3BOAUTEAEN, CTPAHOM MPOUCXOMKAEHNST KOTOPbIX
sBASIETCSI POoCccUsl.

YNOAHOMOUYEHHOE YYPENKAEHUE CYUTOAET, YTO 3ASIBKM YYOCTHUKOB COOTBETCTBOBOAMU
TPEOOBAHUSIM AYKLUMOHHOW AOKYMEHTALMN, U HE COAESPIKAAN MPEAAONKEHMIN O MOCTOBKE



AEKAPCTBEHHbIX NPenapaToB OAHOIO 1 TOIo >Ke NMoON3BOAUNTEANS.

3yumB NpeACTABAEHHbIE MAOTEPUAABI M AOBOAbI CTOPOH, Kommnccusi HoBocnbunpckoro
YDAC Poccum MPULLAC K CAEAYIOLLIVM BEIBOACM.

Komuncecumsa Hoeocubupckoro YOAC Poccum yCTOHOBUMAQ, 4YTO OOBEKTOM 3AKYMKM
SIBASIETCSI AEKAPCTBEHHBIM NpenapaT ¢ MHH «TpaHeEKCAMOBAST KMCAOTA», PACTBOP AAS
BHYTPUBEHHOIO BBEAEHUS. AQHHBI MPENAPAT BKAIOYEH B YKA3AHHbLIN [lepedeHb. B n.14
AYKUMOHHOM  AOKYMEHTAUMM  3QKA3YMKOM  YCTOHOBAEHbI  YCAOBUSI, 3QAMPETH B
cootBeTCTBMM C 4.3 CT.14 O3 Ned4-O3, lMocTtaHorAeHneM [lpasutenbctea PO ot
30.11.2015 N 1289 "O6 OrpaOHUYEHUSIX U YCAOBUSX AOMYCKA MPOUCXOASLMX U3
MHOCTPAHHbBIX FOCYAQPCTB AEKAPCTBEHHbBIX MPENAPATOB, BKAKOYEHHBIX B MNEpEYEHb
YKM3HEHHO HEODXOAMMBIX U BAMKHENLLMX AEKAPCTBEHHbIX MPENAPATOBR, AASI LIEAEV
OCYLLECTBAEHMS 3AKYMOK AASI OBECneYeHs TOCY AQPCTBEHHBIX 1 MYHULIMMIOAbBHBIX HY KA,".

AHAAOTMYHbIE TPEOOBAHNS YCTAHOBAEHDBI B M.15.2 MHCTPYKUMM MO 3AMOAHEHUIO BTOPOW
4OCTW 3ASIBKM.

CoraacHo nyHkTy 2 [MocTaHoBAeHus1 NpasuTeabcTea PO Ne 1289, noaTBEp>KAEHUEM
CTPQOHbl  MPONCXOMAEHUST  AEKAPCTBEHHOIO MPENAPATA  SIBASIETCSI CEPTUDUKAT O
NPOUNCXOXKAEHMN TOBAPA, BbIAOBAEMbBIA YNOAHOMOYEHHBIM OPraHoM (OpraHvsaument)
rOCYAQPCTBA - YAEHO EBpPA3UMCKOrO  3KOHOMWMYECKOro Cot3d Mno  dopme,
YCTOHOBAEHHOM  [IPOBUAOMKM  OMPEAEAEHNST  CTPAHbI  MPOVCXOMAEHMST  TOBAPOB,
SIBASIKOLLIMMIKCST HEOTbEMAEMOM HYACTbIO CorAalleHmst o MNpaBMAAX ONPEAEAEHNS CTPAHDI
NPONCXOXKAEHMST TOBAPOB B CoapyykecTtee Hesasucumbix Focyaapcts oT 20 Hos16psI
2009 r., 1 B COOTBETCTBUM C KPUTEPUSIMU OMNPEAEAEHUNST CTPAHbI MPOUCXOXKAEHMS
TOBAPOB, MPEAYCMOTPEHHBIMW YKA3AHHBIMM [TOABUAAMMN.

Komuncecna Hosocmbupckoro YOAC Poccumn, npoaHaansmporas 3asieky Ne 5 OO0 OK
«DAPMAKOMNMOAQ», YCTAHOBUMAQ, YTO B 3ASIBKE MOEAAONEH K MOCTABKE AEKAPCTBEHHbIN
npenapaTt ¢ MHH «TpaHeEKCAMOBAST KUCAOTA» TOProBOro HAMMEHOBAHMST «CAHKCAMMKY,
PACTBOP AASI BHYTPUBEHHOIO BBeAEHMS1 S0MI/MA, 5 MA, Ne10, CTPAHAO MPONCXOXKAEHNST —
NHaMs. B coctase BTOpon Yacth 3asiekm OO0 OK «DapmMakonnoAd» HO NPEAAQraemMbili
npenapaT "CAaHKCAMUK' NPEACTABUAO PETMCTPAUMOHHOE yAocToBepeHe N Al1-003593
oT 26.04.2016, COrAQCHO YKA3AHHOMY PErMCTPAUMOHHOMY YAOCTOBEPEHUNIO MPENAPAT
"CaHKCcaMUK" Mpom3BoAUTCSI CAHAXKMBAHM NapaHTepaA Avumutea,, UHaKs. Tpwn aTom BCe
CTAOAMM MPOM3BOACTBA OCYLLECTBASIKOTCSI B KOMMOHUM CAHAXKMBAHM [1APAHTEPAA
Amvmuntea, Hams.

B 3aseke Ne 1 OOO «MeaATpena» NPEeANOXKEH K MOCTABKE AEKAPCTBEHHbIV NPENAPAT C
MHH «TpaHeKCAMOBAST KUCAOTO» TOPrOBOrO HOMMEHOBAHMS « TPAHEKCAM», PACTBOP AASI
BHYTPUBEHHOrO BBeAEHMST S0OMI/MA, 5 MA, Ne10, CTpaHA NponcxoykaeHnst — Poccust. B
coctaBpe BTOpoM 4acthn 3asgekn OOO «MepTpena» HAO MPEAAAraemMbi MpenapaT
"TpaHekcaM" MNPEeACTABUAO pPErncTpaumoHHoe yaoctoeeperne N ACP-001709/07 ot
26.07.2007, COrAQCHO YKQ3AHHOMY PErnCTpPAUMOHHOMY YAOCTOBEPEHUIO MpenapaT "
TpaHekcaMm" npondeoanTcsa OIYTN «MOCKOBCKUMA SHAOKPUHHBIM 3aBOA», Poccus. Mpwu
3TOM BCE CTAAUM MPON3BOACTBA OCyLLecTBASHOTCS B PIY T «MOCKOBCKMIN SHAOKPUHHbIN
3aBoA», Poccus. Take B 3asBkax Ne 2 OOO «AabbaTtpoc» n Ne 3 OOO «Bepopapm»
NPEAAOXKEH K MOCTABKE AEKAPCTBEHHbIV nMpenapaTt ¢ MHH «TpaHekcCamMoBaAst KWCAOTA»
TOProBOro HAMMEHOBAHWUST «TpaAkCcApaA», PACTBOP AASI BHYTPVMBEHHONO BBEAEHWS
50Mr/MA, 5 MA, Ne10, CTPQAHO NPOUNCXOXKAEHMST — Poccusl. B COCTOBE BTOPbLIX YACTEMN
3051BOK MPEACTABAEHO PErmcTpaumoHHoe yaoctosepeHne Ne AlNM-002926 ot 24.03.2015,



COMAQCHO YKO3QHHOMY PErncCTPAUMOHHOMY YAOCTOBEPEHMIO MpenapaT "Tpakcapa"
npounssoamntcst AO «Bepodapm», Poccus. [llpn aTOM BCE CTAAUMM MPOU3BOACTBA
ocyLiecTteasitoTcs B AO «Bepodapm», Poccusl.

Kpome TOro, B LEASX MOATBEPIKAEHUST CTPOHbI MPOUCXOXKAEHUST MPEAAArAEMbIX K
noctaeke Torapor OO0 «MeaTpenar, OO0 «AnbbaTtpoc», AO «Bepodapm» B COCTOBE
3Q5BOK MPEACTABUAM MPEAYCMOTPEHHbIE [locTaHOBAEHMEM [lpaBuTenbctBsa PO ot
30.11.2015 N 1289 cepTUdUKATLI O NPONCXOYKAEHMN TOBAPA.

Takmm oBpas3oM, HO y4aACTVME B OMPEAEAEHMM MOCTABLUMKA MOAQHO TPW 3QASIBKU,
COAEPIKALLME NPEANOXKEHMS O NMOCTABKE AEKAPCTBEHHBIX MPENAPATOB ABYX POA3ANYHbBIX
NPOUN3BOAUTEAEN, CTPOHOM MPOUCXOMKAEHNST KOTOPbLIX SIBASIETCSI FOCYAQPCTBO - YAEH
EBPQ3UNNCKOro 3aKOHOMWMYECKOrO COK3d, YTO MOATBEPXKAQETCSI COOTBETCTBYHOLLMMM
CEPTUPUKATAOMM O MPOUCXOKAEHMM TOBAPA. B AQHHOM CAyvyae, [lOCTAHOBAEHME
MNpaeutenbctea PO ot 30.11.2015 N 1289 NOAAEXUT MPEUMEHEeHMo. B CBa3n C uewm,
Komuncecusa Hoeocmbupckoro YOAC Poccum He YCMATPVBAET HAPYLLUEHUA B AENCTBUSIX
AYKUMOHHOM KOMWUCCUM B 4YACTU OTKAOHEHUs1 3asiBk OO0 OK «DapMaKonmnoAa»,
COAEPIKALLEN MPEANOXKEHME O NOCTABKE MPENAPATA MHOCTPAHHOMO MPOUCXOMKAEHMSI.

My NpoBeAEHUN HO OCHOBOHKM M.1 4.15 cT.99 O3 Ned4-O3 BHENAQHOBOW MPOBEPKM
AQHHON 3QKYMKN HAPYLUEHUST 3AKOHOAQTEABCTBA O KOHTPAKTHOM cCuUCTEMEe B chepe
30IKYMNOK HE BbISIBAEHDI.

PykoBoacTBysicb 4.8 cT.106, n.1 4.15 c1.99 O3 Ned4-O3, Kommccrsa HorocrbUpCKoro
YOAC Poccum

PELLNAA:

MNpunaHaTb Xanoby OOO PK «PapMaAKONMOAQ» HO AENCTBUS AYKLUMOHHOM KoMuccum MKy
HCO «YKCuc», IlbY3 HCO «Kapratckas LIPb», TBY 3 HCO «4unctoosepHas LIPE», TBY 3
HCO «AnHeBCKas pamoHHast 6oabHMLO», [BY 3 HCO «OUIMB», IBY 3 HCO «PoAMAbBHBIN AOM
Ne 7», TBY3 HCO «HPB Ne 1», 'BY 3 HCO «AeTCKasi FOPOACKAS KAMHUYECKAST BOAbHMLA Ne
1», TBY3 HCO «BeHreposckas LIPb», TBY 3 HCO «ToryumnHckas LIPE», FTBY 3 HCO
«Cy3yHckas LUPB», TBY3 HCO «[Kb Ne 2», TBY 3 HCO «PoanAbHbBIM AOM Ne 2», TBY 3 HCO
«Yepenanosckas LIPb», TBY 3 HCO «KoueHerckas LIPE», FTBY 3 HCO «HIKIL», TBY3 HCO
«KB Ne 25», TBY3 HCO «bUIb», TBY 3 HCO «THOKB», 'lBY 3 HCO «Mowwkoeckas LIPB», TBY 3
HCO «Kbiutorckas LIPE», FTBY 3 HCO «Hanoeckag LIPE», TBY3 HCO «[Kb Nel», [BY3 HCO
«LUIMB» npu npoeAeHNN SAEKTPOHHOIO AYKLMOHA HA MOCTABKY AEKAPCTBEHHOMO
npenapata (n3eeweHmne Ne 08512000006 16005969) HEOOOCHOBAHHOWN.



