@ Coobims 2017 200a

(100 OMIEH b MbIM UCTOYHUKAM UHPOPMAUUL)

AHBAPD

roCYyAAPCTBO

® MUHNCTPOM 34paBOOXPAHEHUSA
BepoHukon CKBOpPLOBOW Ha MaAaPOBCKOM
opyme 06bABNEHO O CTApTe MUAOTHBIX
NPOEKTOB MO PUCK-LUEPUHTY C y4acTu-

eM yeTbipex NeKapCcTBEHHbIX Npenapa-

ToB B MockBe, MOCKOBCKOM 0611acTu

1 Kanyxckon o6nactu. B TeueHune 2017 1.
3anycK 3TUX NPOEKTOB Npov3BeaeH

He 6bin. MPOTMB, B YaCTHOCTH, BbICTYNUNA
@AC, KoTOpas couna, YTo Ans peanusauunmu
MUNOTHOrO NPOEKTa He BbipaboTaHbl afeK-
BaTHblE NPABOBbIE MEXAHU3MbI.

OAC TaKXe CUMTaeT, uTo cucTe-
Ma pasfeneHus prucKos

He MOXET 6bITb UCMONb30-
BaHa B OTHOWIEHNU Mpe-
napaTos., KOTOPbIe BbILWY
13-10f NATEHTHOM 3awn-
TOW, UMEIOT 3aperncTpupo-
BaHHblI€ aHanorun, BKAYeHbl
B nepeueHb XXHBJM (oguH 13 npena-
paToB, BKMIOUEHHbIX B MUOT, He OTBeuYan
3TUM TpeboBaHuAM).

® OAC Poccun onybnukosana goknag

0 pe3ynbTaTtax BTOPOro Tana CpaBHUTENb-
HOrO aHanM3a LieH Ha /IeKapCTBEHHbIE
npenaparbl Ansa neveHuns BNY, renatu-
ToB B 1 C, a Takke aHTMHAKTEPUANbHbIX

1 NPOTUBOTY6EPKYNE3HbIX MPENapaTos,
MCNOMb3yeMbIX ANA NeYeHns 60MbHbIX
Ty6epKyne3om C MHOXeCTBEHHOMN Nekap-
CTBEHHOW YCTOWUMBOCTbIO BO36YANTENEN.
Mo 95 no3nunsam 3aperncTpupoBaHHble
npefenbHble OTNYCKHbIE LEeHbI MPOU3-
BoAuTenei B Poccum okasanuch Bblilue,
Yem B HEKOTOPbIX pehepeHTHbIX CTpaHax.
Pe3ynbTaTbl BTOPOro 3tana npuBenu K CHU-
XKEHUIO LLeH Mo 266 NO3UUUSAM, YTO ABU-
Nnocb B TOM yucne cneicTBrem v Jo6po-
BO/IbHON UHMLMATUBOW KOMMAHUI. PaHee
B pe3ynbTaTe NepBOro 3tana MOHUTOPUHIa
LLeH, KOTOPbIA KOCHYNCA nporpammbl «Cemb
Ho30M0rMn» 1 3aBepwuncs B 2016 r., LeHbl
peructpauumn 6binn CHMKEHbI Ha 112 npe-
naparos.

BU3HEC

® Mexay komnaHuen «CamcoH-Mea»
1 npaBmTenbcTBoM CaHkT-TMeTepbypra
noANUCaHO CornalleHne o peanusaunm
VNHBECTULMOHHOrO NMPOeKTa N0 CO3AaHNI0
B MyLWKMHCKOM panoHe 3aBOAa MO BbINycky
hapmaLeBTMYECKON NPOAYKLMN — CYO6CTaH-
LIMIA 1 TOTOBbIX NEKAPCTBEHHbIX Npena-
patoB. O6bem NnaHMpyembiX MHBECTULNN
cocTaBnseT 4,5 mnpa pyb., 3aBeplieHne
cTpouTenbcTBa — B 2018 T., CPOK OKynae-
MOCTU NpoekTa — 7 net. MpoeKT nonyuun
CTaTyC CTPaTernyeckoro NHBECTULMOHHOIO
npoekta CaHkT-MeTepbypra, 4To Npea-
nonarano BbljeneHne 3eMefIbHOro
yyacTka B aperay 6e3 Topros, npe-
AOCTaBMIEHNE NbroT MO apeHAHON
nnate, BO3MOXHOCTb BbIKyna
yyacTKa Mo CHMXEHHOW LeHe.

@ B CaHkT-leTepbypre npo-

BeJleHO OTKPbITNE aBTOMATN3U-
POBAHHOTO CKNALCKOro KomMnnekca

KoMNaHuu «KaTpeH» o6Lueli NnoLwasbo
10,5 TbIC. KB. M, UHBeCTULMMK — 1,2 MIIPA,
py6. HOBbI NOrNCTUYECKUI LIeHTP
paccunTaH Ha 06CNy)XMBaHMe anTey-
HbIX opraHu3aummn CaHkT-lMeTepbypra,
Kapenuw, NleHnHrpagckon, NMcKoBCKoW,
HoBropoackon u KannHuHrpaackoi obna-
cTen, BKNoyas 3asasku, hopmupyemble
KOHEUYHbIMU MOTPEBUTENSMUN C MOMOLLbIO
cepsuca Apteka.ru.

OEBPA/b

rOCVAAPCTBO

@ MpyHATO NOCTaHOBMIEHNE
Mpasutenbcrtea PO o1 24.01.2017 1. N2 62
0 NMPOBeEeHNN IKCNepUMeHTa No Map-
KNPOBKe KOHTPOMbHbIMY (MAaeH-
TUHMKALMOHHBIMU) 3HAKAMK
N MOHWUTOPUHTY 32 060POTOM
NeKkapcTBEHHbIX Npena-
paTtoB. MepBOHayYanbHO
npeanonaranoch, YTo 3KC-
nepyuMeHT NpoAImnTCA

¢ 1 cbeBpansa fo 31 gekabps

2017 r., @ CCTEMA MOHWUTOPUHIa C 0653a-
TeNbHOW MAapKMPOBKOM Aff BCEX HAXO-
AAWMXCs B 06palLeHny nekapcTs HauHeT
nencteoBatb ¢ 1 aHBaps 2019 r. MpoTecT
CO CTOPOHbI 3HAYUTENIBHOW YaCTW Mpo-
13BoANTENEN NPUBEN K TOMY, UTO CPOKM
6bINN CABUHYTbI HA OAMH roA. MonpaBkamu
B O3 «06 06paLLEeHNN TeKAPCTBEHHbIX
cpencte» (M3 oT 2812.2017 r. N2 425-D3)
6b1N10 YCTAHOBMNEHO, YTO MapKMPOBKa CTa-
HOBUTCS 0653aTeNbHON HaunHas C 1 AHBa-
ps 2020 r., Npu 3TOM NpeaycMaTprBaeTca
no3TanHoe BHEAPEHMNE CUCTEMbI MOHUTO-
pVHra Ansa pasnunyHbiX KaTeropmin nekap-
CTBEHHbIX NpenapaTos. Pe3ynbratbl Npo-
BEIEHHOrO 3KCMepUMEHTa MO MapKNpoBKe
NeKapcTB, 3aKynaembix Mo nporpamme
«CeMb HO30M0r 1Y, NO3BONMUAN BbIABUTb
Cny4Yam Ux BTOPUUHbIX NPOZAXK.

@ PacniopskeHue lNpasuTenbcTsa PO

0T 08.02.2017 N2 227-p yTBEpPXEH NPOrHO-
3HbIV NNaH NpuBaTU3aumm deaepanbHoOro
nmyuiectsa Ha 2017-2019 rr. B nepeyeHb
BOLLIN MOCKOBCKWNI 3HAOKPUHHbIA 3aBOA
1 CaHKT-MeTepbyprckmii HayyHo-uccne-
[0BATENbCKUIN UHCTUTYT BaKLWH U CbIBO-
POTOK W NpeanpuaTMe no NPon3BOACTBY
6aKTepuMIHbIX NpenapaToBs. BkoUeHHble
nepBOHaYanbHO B NepeyeHb MOCKOBCKME
FoCyAapCTBEHHbIN 3aBOA MeANLMHCKMX
npenapaTos 1 FocyfapCcTBEHHbIN XUMM-
Ko-thapmaL,eBTMUYECKMA 3aBOA B OKTAGPe
2017 r. 6bINU UCKNIOYEHbI U3 MAAHOB NpU-
BaTM3auuu.

BU3HEC

@ CaHkT-MeTepbyprckuii HayuHo-uccne-
[l0BATENbCKNIN UHCTUTYT BaKLWH U CbIBO-
POTOK W NpeanpuaTue no NPpou3BOACTBY
6aKTepuMIHbIX NpenapaTos oTKasancs
noctaBnATb Komnanun «fMetposakc Gapm»
HeobxoauMble Ans NPOU3BOACTBA
Ipyvnnon nac aHTUreHbl BUpyca
rpunna (no npuumnHe HegocTaTkKa
NPOU3BOACTBEHHbIX MOLLHO-
cTeit). B KauecTse anbTepHaTUBbl
«MeTpoBakc Gapm» VMeeT BO3-
MOXHOCTb MCMONb30BaTb aHTUTEHbI

Wcnonb3oBaHa nHdoOpmMaLna COGCTBEHHbIX KOPPECMOHAEHTOB, OULMANbHbIX NPeCC-Penin308, MHOOPMaLMOHHbIX 3apY6EXHbIX U OTEUeCTBEHHbIX areHTCTB.



3apy6exHOro NPONCXOXAEHUS, OAHAKO

B 3TOM C/lyyae ee BaKLMHA He OTBEYaeT
TpeboBaHWIO NIOKANM3aL MU MOMHOIO LMKNa
Npon3BOACTBA, HEO6X0ANMOMY A5 NocTa-
BOK B paMKax HaLMOHANbHOTO KaneHaaps
npocnnakTuyeckux NpuBMBOK. B pesynb-
TaTe KOMMNaHWA He CMOrMa NPUHATL yya-
CTWe B KOHKYpCax Ha NOCTaBKM BaKLMH

Ha 2017 r., XOTA ABNAETCA YYACTHUKOM
nporpammbl BakLUHOMNpogu-
naktuku ¢ 2009 r.

@ KomnaHusa
«lepochapm» 06bsBUNA
0 BbIxofle U3 cocTaBa \
Accoupnaumm poccuii-

CKMX hapMaL,eBTUYECKUX \
npownssoautenen (APOI),
[1eATeNbHOCTb KOTOPOW, N0 MHe-
HUIO KOMNAHUW, NepecTtana oTpaxaTb
VNHTepechbl POCCUNCKUX NPOU3BOAUTE-

nen. MonoswuHa uneHos APDI sBnseTcs
O[JHOBPEMEHHO uneHamu Accoumaumm
MeXayHapoAHbIX (hapmaLeBTUYeCcKnx npo-
ussoauTenen (AIPM), Mexay accounauusamm
NoAMNMCaHO CornalleHne o0 COTPYAHNYECTBE.
OCHOBHbIM MYHKTOM Pa3HOrNacun mexay
«lepothapmom» 1 60MbWNHCTBOM UY/IEHOB
APOIT cTana no3numsa no OTHOLIEHUIO

K BBEEHUIO TPEXCTYNeHYaTol CUCTeMbI
npedepeHLMIn, KOraa NPU HANMMYUN XOTA Gbl
O[HOTO MpeanoXeHns 0 MOCTaBKu npena-
pata, NpoV3BeAEHHOr0 13 0TeYeCTBeHHON
cybcTaHuuy, Apyras npoayKuus noKanbHoro
NPOU3BOACTBA He [OMYCKaeTcs K Topram.
[laHHbIV NPOEKT He nony4un ofobpe-

HUA B NpPaBuUTeNbCTBe, 1 B utone 2017 1.
MuHRpomMTOprom 6bin NpeanoxeH mogudu-
LMPOBAHHbIN BapWaHT NpaBuna «TpeTun
NULWIHWIAY», NPpeAnonaratLWwmin NpefocTas-
neHmne 25%-HblX LLEeHOBbIX NpedepeHumnin
NeKapcTBEHHbIM Mpenaparam NosHoro
LMKna Npon3BOACTBa Ha TeppuTtopum EASC.
B TeueHue 2017 r. COOTBETCTBYHOLLMI 3aKO-
HOZATeNbHbIV aKT NPUHAT He 6bin, 1 NNaHbl
No NPeaoCTaBAeHNO JOMONMHUTENbHbIX
npedepeHLNIn 0TeUeCTBEHHbIM MPOU3BOAM-
Tensim cy6CTaHuMN CABUHYNUCH Ha Cneayto-
WMN roa.

@ Komuccma OAC Poccun npmusHa-

na 000 «Pocmegkomnnekt», 000
«3TanoH-Tpenauur», 000 «MapkeT
®apm», 000 «MUK», AO «KomnaHus
«MHTepmencepsuncy, 000 «Cepsuc-Gapm»
n 000 «KomnaHusa ViHTepmeacepsuc
®apma» BUHOBHbIMU B KapTeNbHOM

CroBope Npv NPOBeAeHUN ayKLNOHOB
Mo 3aKynKe NeKkapcTs U MeanLLMHCKUX
n3genun. CornaleHne, KOTopoe NPUBENo
K NogAepXaHuio LeH 6onee yem Ha 700
Toprax, Aencteosano ¢ 2013 r. Mo oueHke
Komucecun ®OAC Poccuu, npy peanusaunm
cornaiweHuns obLnid JOXOA ero y4acTHUKOB
B pe3ynbraTe nobeAbl Ha TOprax u 3aknio-
YeHUa rocyaapCTBEHHbIX KOHTPAKTOB
cocTtaBun 6onee 1 mnapg 391 mnH pyé.
PeweHne komuccun OAC HanpaBneHo
B [MaBHOE ynpaBneHne 3KoHoOMNYe-
CKon 6€30MacHOCTM 1 NPOTUBOAEN-
cTBUA Koppynuuu MBI ana pele-
HUSA BOMNPOCA 0 BO36YXAEHUN
yronosHoro gena no ct. 178 YK PO
(«OrpaHnueHne KOHKYpeHLMn»).

® KomnaHus «bnokaa» o6bsiBMNa 0 NaHax
B 6nvKanwme 3-5 neT NHBECTMPOBATb

20 mnpA py6. B pa3BuTUE NPON3BOACTBEH-
HbIX MoLLHOCTel B CaHKT-MeTepbypre.
OfVH U3 NPOEKTOB — CTPOUTENbCTBO

1 OpraHm3aums LeHTpa JOKINHUYECKNX
1CCnefoBaHNmM 1 NPOU3BOACTBA XUMUYe-
CKMX CYyBCTAHLMIN U FOTOBbIX eKapCTBEH-
HbIX NpenapaTos. O6bem NnaHUpyembix
UHBECTULMIA — 3,1 Mnpa py6. COBCTBEHHbIX
CpefCTB, CPOKM peanusauun npoek-

Ta — 2017-2027 rr., nepunof cTpouTenb-
CTBa — 2 rofa, CPOK OKYMaemoCTn npoek-
Ta - 5,7 neT. O6beKT 06Lien NNowaablo

10 ThbIC. KB. M Pa3MeCTUTCS Ha BbleNEHHOM
yyacTke nnowanbto 8 ra B MyLKUHCKOM
panoHe ropofa.

MAPT

roCvaAPCTBO

® C 1 mapTa 2017 I. HaYanu AencTBoBaTb
MpaBuna Hagnexatien anTe4Hon npak-
TUKMN 1 MpaBuna Hagnexalien NpakTukn
XpaHeHWs 1 NepeBO3KK nekap-
CTBEHHbIX NpenapartoBs

NSt MeINLMHCKOTo /
npumeHerus (NpuKasbl ;
MwuH3gpasa Poccun

oT 31.08.2016 r. N2 647H

1 N2 646H). B Mpasunax
Haanexatwien antey-

HOW MpaKTWKKN hurypupyet
3aBEAOMO HEBbINOJIHUMOE TpeboBaHue
06 ycTaHOBKEe 060pYyA0BAHUSA aNTEUHbIX
OpraHM3aunm Ha paccTofHUN He MeHee
0,5 M OT CTEH UK APyroro 060pyaoBaHUs.
HecmoTps Ha npoTecTbl NpogeccMoHanos,

XPOHUKA coBbITIN - 2017 [N

N3MeHeHUs B NpuKas B TeueHune 2017 .
BHECEHbI He 6blnn.

@ lockopnopauuns «Poctex» onpegeneHa
B KaueCTBe eIMHCTBEHHOrO NCMOMTHUTENSA
rocyAapCTBEHHbIX 3aKa30B N0 CO3AaHNI0
NH(OPMALMOHHO-aHANNTNYECKOW Noa-
cuctembl (MAC) MOHUTOPUHTA 1 KOHTPONA
B chepe roc3akynok fleKapCTBEHHbIX npe-
napartos Ha nepuopg ekntoyas 2018 r. MAC
ABNAETCA OAHUM U3 K/IOYEBbIX 3N1EMEHTOB
EAVHON rocyaapCcTBeHHON MHOPMaLMOH-
HOW cucTeMbl B cchepe 34paBOOXPaHEHNS,
pa3paboTKoM 1 NOALEPIKKON KOTOPO

B cOTpyAHMYecTBe ¢ MuH3apasom Poccum
3aHumaeTcs «Poctex» (B cTaTyce eanH-
CTBEHHOrO NOCTaBLLMKA, PacnopsikeHne
npasutenbcTsa ot 1912.2013 N2 2424-p.

C n3m. ot 7.03.2017).

@ B mapte WAC Hauana paboTaTb B TeCTO-
BOM pexume. B Hauane 2017 r. MuH3apas
Poccun ony6nnkoBan npoekTbl nocTa-
HOBNEHUI NPaBUTENbCTBA 06 YTBEPXK-
[eHny npaBun GYHKLNOHNPOBAHUSA

WAC MOHUTOpPUHIA 1 KOHTPONS B chepe
3aKyMnoK NeKapCTBeHHbIX NpenapaTos

ons obecrneyeHns rocyaapCcTBEeHHbIX

N MYHULMMANbHbIX HYXA U 06 0CO6EHHO-
CTAX OMUCAHNSA NEKAPCTBEHHbIX Npena-
paToB ANA MEAULMHCKOIO NPUMEHeHUs,
ABAAOWMXCA 06bEKTOM 3akynku. 06a
[IOKYMeHTa Bbl3Banu KpUTUKY CO CTOPO-
Hbl NpefCcTaBUTENen OTPacamn u Apyrux
perynaTopos. B 2017 r. KOHCEHCYC 6bIn
[OCTUTHYT TONbKO NO BOMPOCY ONMUCaHNA
06bEeKTOB 3aKyrnok (noctaHoBneHue npa-
BUTENbCTBA OT 15 HOABpPA 2017 r. N21380).
Mprkasom MuH3gpasa Poccum o1 26.10.2017
N2 871H 6bin TaKkxe YTBEPXKAEH NMOPSAOK
onpefeneHns HauanbHoi (MakcumanbHom)
ueHbl (HML) nekapcTBeHHbIX Npenapartos,
KOTOpas yCTaHaBNMBAETCS NPU rocToprax.

BU3HEC

Komnanus «CaHodu NMactep» (nogpas-
JeneHune BakuUuH rpynmbl «CaHohn»)
06bsABMNa O TOM, UTO 3aBepLiatoLLne
CTaAMM NPON3BOACTBA NATUBANEHT-
HON KOMBUHMNPOBAHHOW BaKLWHbI

KOMMaHUK, NpefHa3HauYeHHoN Ansa poc-

CMNCKOTO PbIHKA, MepeHeceHbl Ha NPo-

V3BOACTBEHHYIO NNOLWAAKY KOMNAHUN

«HaHonek» B Kuposckoin o6nactu. Ha non-

HbIVi NPOU3BOACTBEHHbIV LMK NPON3-
BO/ICTBA rOTOBON JIeKapCTBEHHOMN DOPMbI
NNaHUPyeTCcs BbINTW K 2019 T.

Wcnonb3oBaHa nHopmMauna cO6CTBEHHbIX KOPPECNOHAEHTOB, ONLMANbHbIX NPeCcCc-Penin308, MHOOPMALMOHHbIX 3aPY6EXHbIX U OTEUECTBEHHbIX areHTCTB.



) CEBESAEEET XPOHUKA COBbITUI - 2017

® Akumn NAO «@apmcTaHfapT™
MCKMIOYEHbI U3 CUCKa

LLeHHbIX bymar, JonyLeH-

HbIX K OPraHN30BaHHbIM
TOopram Ha MoCKOBCKOM

6upxe. PaHee Ha BHe-
oyepefHOM cobpaHum
aKLMOHEPOB KOMMNaHWM 6bI10
NPUHATO peLleHne 06paTuTb-
€5l K MOCKOBCKOM BUpXe C 3aABNeHNEM

0 [eNTUCTUHTE aKuWi. MpUHYANTENbHbIN
BbIKYM aKLUii 6bIN1 3aBEPLUEH B cepeanHe
nekabps 2016 r., B pe3ynbraTe Yero akumu
NMAO «@apmcTaHaapT 6bln cocpefo-
TOYEHbl B KUMPCKOW KomnaHun Augment
Investments. B heBpane 2018 r. muHopu-
TapHble aKLMOHepPbl BbIUFPany CyA O BO3-
MelLeHNN YObITKOB B CBA3M C HEHAANEXA-
WM ONpefeneHneMm LieHbl BbIKynaembix
aKuun.

® KomnaHus «Haumméno» (sxognt

B rockoprnopauuto «Poctex») o6bssuna

0 TOM, YTO Hayana peann3aumio NpoekTa
no co3AaHu0 Hay4YHOro hapMakonenHoro
LleHTpa Ha 6a3e BxoasaLlero B «Hauumoémno»
HayuHo-nccneaoBaTeNnbCKOro MHCTUTYTA
6uocmHTe3a 6€nKoBbIX BellecTB. LleHTp
pewwnT Nnpo6iemy 3aBUCMMOCTW OTPACN
OT MHOCTPAHHbIX CTAHAAPTHbIX 06pa3LLOB
1 6yaeT cnoco6CcTBOBATb PA3BUTUIO HALM-
oHanbHown hapmakonew. MnaHupyetcs,
YTO Co3AaBaemblit «HaLUMENO» LLeHTP
6yneT Npon3BOAMTb CTaHAAPTHbIe 06pas-
bl hapmaLeBTUYECKUX CYOCTaHLMI, Npn-
Mecel, a TaKxKe 61onoruyeckne Monekybl
1 OpraHu3mbl, Heob6XxoaMMble ANsi KOHTPO-
Nf KayecTBa NeKAPCTBEHHbIX CPEACTB.

® KomnaHum «Hauumoéuno»,
«®apmcTangapTt» 1 Kedrion Biopharma
(MTanusa) nognucanu cornatieHune o co3-
[laHWK aKuMoHepHoro obuiectsa «Kupos
Mnasma». flons Kedrion Biopharma

B YCTABHOM KanuTane coctaBnseT 25%,
«Hauumbéuno» n «PapmctaHgapT» —

no 375% y Kaxaon komnaHuu. Llenb
CO3[1aHMs COBMECTHOIO NpeanpusTus —
peanusauusa Nporpammbl Npou3BoOACTBA
B Poccum nekapcTBeHHbIX NpenapaTos,
nonyyaembix U3 naasmbl KPOBMW Yenose-
Ka. Mpon3BoACTBO 6yAeT OpraHN30BaHO
Ha 3aBoge «Pocnnasma» B Kupose, nmy-
LLEeCTBEHHbIN KOMMIEeKC KOTOPOro B anpe-
ne 2016 r. 6bI1 NepeaaH NpaBMTeNbCTBOM
rockopnopaumuu «Poctex» ans 3aeep-

WeHns CTpomTenbCTBa. KomnaHus
«Hauum6buo» B 2017 r. BbiCTynana
B KauecTBe efJUHCTBEHHOIO
nocTaBLLMKa NpenapaTos
KpOBM Kak ans MuH3apasa
N noaBeAoOMCTBEHHbIX eMy
YUpeXAeHUN, TaK U Ana apyrux
MWHUCTEPCTB N BEAOMCTB.

rOCVAAPCTBO

@ B Kuprusuu patmduumpoBaHbl Npo-
TOKO/Mbl O MPUCOeAUHEHUN Pecnybnuku
ApPMEHUSA K COrnalleHnsm 0 eAUHbIX NPUH-
uunax u npasmnax obpaleHus nekap-
CTBEHHbIX CPEACTB U MEAUNLNHCKNX U3ae-
nun B pamkax EAIC ot 23 aekabps 2014 .
Takum 06pa3om, 6biNno yCTpaHEHO nocnes-
Hee (hopmanbHOe NpensTCTBME HOPMATHB-
HOro-nNpaBoOBOro XapakTepa Ans 3anycka
€QIMHOr0 pbliHKA NeKapCTBEHHbIX CPEACTB
N MeMUMHCKNX N3LeNnnid B pamKax

EA3C. OgHaKo B TeueHue 2017 I. eAUHbIN
PbIHOK TaK 1 He Hayan PyHKLMOHUPO-
BaTb, YTO 6bINO BbI3BAHO NPOBONOYKAMM

C BBEAEHNEeM eJMHON NH(OPMALNOHHOW
CUCTEMbI /151 3TUX PbIHKOB B CTPAHaXx-y-
YacTHULLAX.

BU3HEC

® TK «[MTPOTEK» 3aBepluunna cgen-
Ky no nokynke chapmatesTnye-
ckoro 3aBoga AO «Pachapma» -
hapmaneBTMUECKOrO

KOMMieKca NonHoro LUukna,
CMPOEKTUPOBAHHOIO B COOTBET-
CTBUM CO cTaHAaapTamu GMP EU.
TexHUYeckoe OCHaLLeHNe U MOLLHOCTM
npon3BoACTBa N03BONSAT «Pacapme»
BbINyCKaTb eXerogHo o 1,5 mnpg Tabne-
TOK, 6onee 62 MnH (hTAKOHOB ANS UHDB-
eKuuin, 180 MIH TBEPAbIX XXeNnaTUHOBbIX
Kancyn, 18 MnH calle, 6onee 7 MnH gnako-
HOB ANs CycneH3unin. Ha npeanpuaTun nme-
€TCA Hay4YHO-NCCneaoBaTenbckas v aHa-
nuTnYeckas nabopaTopum, a TakKxKe OnbIT-
HO-3KCMepMeHTasNbHbIA LeX, YTo AaeT
BO3MOXHOCTb MPOBOANTb HAPABOTKM
NeKapCTBEHHbIX CPeACTB ANA KNNHUYECKNX
nccnefaoBaHuim 1 hapmakcnepTusbl, Mac-
WwtabupoBaTb pa3paboTku, oTpabaTbiBaTb
TEXHOMOTNIO Nepes 3amnyckoM HOBOTo Npo-
[lyKTa B MPOMbILIIEHHOE NPOVN3BOACTBO.
MprnobpeTeHmne CTONb 3HAUMMOTO aKTUBa

yCUNNBAET NOTEHLMaN NPON3BOACTBEHHO-
ro cermeHTa MK «lpoTek», 0OCHOBOW KOTO-
poro asnsetca «Papmdupma «CoTeKe» -
0fHO 13 Hanbonee BbICOKOTEXHOMOTUYHbIX
Y MHHOBALMOHHbIA hapMaLeBTUYECKUX
npeanpuaTuin B Poccuu.

® KomnaHuna «HosaMeauka» (noptdens-
Has KOMMaHMs «POCHAHO») OTKPbINA B Tex-
Hononuce «MockBa» TeXHONMOrMYecKni
LLeHTp Ans pa3paboTKu U NUIOTHOro
NMPOV3BOACTBA NEKAPCTBEHHbIX Npe-
napatoB, COCTOSLLUMMN U3 KOMMeKca
Hay4yHO-MCCnefoBaTENbCKUX Nabopa-
TOPWI 1 MPON3BOACTBEHHbIX Y4ACTKOB.
TeXHONOrMYeCKni LLeHTp NpegHasHayeH
N5 pa3paboTKN CNOXHbIX NeKapCTBEHHbIX
npenapaTos AfiA OPanbHOrO NPUMEHEHNS.
ViHBeCcTMLMM B CO3faHMNe LieHTpa COCTaBu-
nm 945 MnH py6.

® KomnaHusa «®apmctaHfapT» CHU-

31a CBO A0/t € 96,93 A0 46,93%

B YKPAWHCKOM aKLMOHEepHOM 06Le-

cTBe «DapmcTaHaapT - buonek».

PacnonoxeHHbI B XapbKoBe 3aB0j,

«Bbronek» BbINycKaeT BAKLMHbI, CbIBOPOT-

Ku, npenaparbl KpOBMU, TOPMOHANbHbIe,

NPOTUBOBUPYCHbIE, AHTUGAKTEPUASb-

Hble npenapartbl 1 APpYyryto NpoayKLuio.
«®dapmcTanaapT» cTan KpynHemn-

LWMM aKLVOHEPOM KOMMNAHUMN
B 2011-2013 rT.

@ JKCNepTHbIA coBeT

®oHAa pas3BuUTMA Npo-

mblwneHHocTn (OPM)
0fo06pun 3aem no npo-
rpamme «[1poeKTbl pa3sBu-

Tus» ans netepbyprckoro 000

«potekc» (Solopharm). B TpeTbio ouepenb
3aBopa «poTeKC» NNaHUpPyeT BNOXUTb
1,32 mnipa py6., n3 KoTopbix 500 MAH py6. —
3aem OPI.

rOCVAAPCTBO

@ lNocTaHOBNEHVEM NPAaBUTENbCTBA

0T 10.05.2017 r. yTBepxAeHbl MpasBuna
BblAauM 3aKNI0YEHNS O NOATBEPXKAEHNN
MPOM3BOACTBA NPOMbILLEHHOW NPO-
[ykummn Ha Tepputopun PO n Kputepun
noATBEPXAEHNA NPON3BOACTBA NPOMbILL-
NeHHON NpoayKuuu Ha Tepputopun PO.

Wcnonb3oBaHa nHdoOpmMaLna COGCTBEHHbIX KOPPECMOHAEHTOB, OULMANbHbIX NPeCC-Penin308, MHOOPMaLMOHHbIX 3apY6EXHbIX U OTEUeCTBEHHbIX areHTCTB.



Kputepun BKNOYaOT Hanuyne cneumanb-
HOrO MHBECTULMOHHOrO KoHTpakTa (CMUK),
cofiepxallero 0613atenbCTBO NHBECTOPA
N0 NO3TanHOMY BbIMOMHEHUIO TPe6OBaHMI
K NPOMbILUAEHHON MPOAYKLMU, HEe nme-
loLLe aHANoroB NPou3BefeHHbIX B PO,

a TaKkxe JOKYMEeHTOB, NMOATBEPXAAIOLLNX
NPOU3BOACTBO AaHHbIX MPOAYKTOB Ha Tep-
putopumn P® (ans nekapcTBeHHbIX npena-
paTtoB, cornacHo lMpaBunam onpegeneHus
CTpaHbl NPONCXOXaeHns ToBapos B CHI
oT 20 Hos6pA 2009 r., B hopme cepTudu-
KaTta npoucxoxaeHua tosapa CT-1).

©® MuH34paBOM NpefcTaBfieHbl Ha o6bLe-
CTBEHHOE 06CYXeHNe NMonpaBKu

B HOPMATUBHbIE NPABOBbIE AKTbI,
perynupytoLime peructpawmio
1 nepeperncrpauuio LeH

Ha XXHB/M. HoBbIn nogxopn,
npeanonaraeT nepexon

OT 3aTPATHOro K MHAMKA-
TUBHOMY MeToAy LeHOO0-
6pa3zoBaHus. MMH3LpaBomM
NpeanoXeHo Takke NPOBeCTU
nepeperncTpaLmio LLeH Ha BCce Haxoasn-
wmecsa B obpaweHnmn XXHB/M B 2018 .

1 NPUHATb COOTBETCTBYIOLME NPaBUna.

B xofe 06LLeCTBEHHOr0 06CYX/AeHNUs Npes-
noxeHusa MuH3apasa 6biny NOLBEPTHYTI
pPe3KoI KPUTUKM CO CTOPOHbI NpeacTaBuTe-
nen oTpacamn u Apyrux perynstopos, npe-
X/le BCero B 4acTu OrpaHNYeHns ypoBHS
peHTabenbHOCTV NpU LLeHO06Pa30BaHUN
NS OPUTrMHaNbHbIX NPenapaToB 1 NOHU-
Xarwmx ko3P PrLNMEHTOB — AN Jxe-
HepuKkoB U 6rnoaHanoro.. B heBpane
MUH3KOHOMPA3BUTUA AaN0 OTpULATENb-
HOe 3aK/lyeHne No pesynbraTam OLEeHKN
perynupyioLiero Bo3aencTensa npegnara-
eMbIX NOMpaBoOK, KOTOpble BBOAAT U36blI-
TOYHble 06513aHHOCTY, 3aNpeThbl 1 orpa-
HUYEHNS ANA UTPOKOB PbIHKA, @ TAKXKe
CBA3aHbl C HEO6OCHOBAHHbIMU PacxoAamu
KaK Ans npeactaButenein 6nsHeca, Tak

1 610AXKETOB BCEX YPOBHEN. B yacTHoCTH,
3aTpaTbl Ha TOTaNbHYIO Mepeperncrpaumio
npefenbHbIX OTMYCKHbIX LeH Ha XHB/IM
6b1nK oueHeHbl MuHNpomToprom B 117,5—-
141 mnpg py6.

BU3HEC

@ V/IHBECTULMOHHOW KoMNaHuen
«MapachoH Fpynn» co3aaH XonauHr
«MapachoH Papma», kyaa sowwnu «CUA
[pynn», NpOU3BOACTBEHHbIE akTUBbI AKO

«CnHTE3», «bnokomy», «beHTyc nabopa-
TOPUW», PO3HUYHbBIN anTeUYHbIN 6U3HEC
«Mera dapm».

® «Mapadon Papma» nprobpena KoH-
TponbHyto Aonto 50,01% 000 «DopT» -
3aBoja No Npon3BoACcTBY 6uodapmaues-
TUYECKON NPOAYKLUUN B PA3aHcKoi obna-
CTW, BXOAALLEro B XONAMHT «Hauumémno»
(Bnageet 25]1%).

® KomnaHusa «brnokaa» o6baBuna o nna-
Hax CTpouTeNnbCTBa 3aBOAA MO NPON3BOA-
CTBY XMMWUYECKUX N BMONOrNYecKmx npe-
napatos B . Typky (DUMHNAHAMN) — OAHOM
13 Befywmx hapmaLeBTMUecKux Kna-
ctepos EC. VIHBecTULMY B MPOEKT cocTa-
BAT 60nee 25 MH eBpo. Mnowaab
3aBofa — 6onee 3,5 TbICAY KB. M,
CPOKU peanu3aumm npoekta —

TenbCTBa — TPy roaa).

® «HoBaMeauka» (nopTenbHas
KOMMaHus POCHaHO) Hauana cTpo-
UTENbCTBO 3aBOAA MO NPOU3BOACTBY
CTEePUNbHbBIX UHBEKLIMOHHbIX Mpenapa-
TOB Ha TEPPUTOPUN NHAYCTPUANBHOIO
napka «BopcmHo» B Kanyckon o6nactu.
KntoueBbiM NapTHEPOM 1 COMHBECTOPOM
B 3TOM NPOEKTe BbICTYNaeT KOMNaHNA
Pfizer, KoTopas cobupaeTcs nokann3oBaTb
npou3BoAcTBO 30 CBOMX NpenapaTtos.
B nekabpe MexBefoOMCTBEHHAsH KOMMUC-
cusi ogobpuna 3asBky «HoBaMeanka»
Ha 3aknoyeHve CMNKa no npoekTy.

® Ha nnowagnke «HoBoopnosckasa» 033
CaHkT-MNeTepbypra NpoBeAeHO OTKPbITUE
nepBoin ouyepeaun 3aBofa Mo NpPou3BoA-
CTBY OHKOMpenapaTtos «DapmMacuHTes-
Hopa». B ganbHenwem npegnonaraeTcs
NPOCTPOUTD elle TPy oYepeamn 3aBoaa.
06wWwmit 06bem MHBECTULMIA B peanunsa-
LMo npoekTa — 2,5 mnpg py6. KomnaHus
«DapmacmHTe3a» UMeeT TaKxKe 3aBO-

Abl B VipkyTcke, Yccypuicke, bpatcke

n TIoMeHu.

® Ishvan (MHausa)

n «Hauumbuno» cosganu
KOMMaHWIo € pacnpeae-
neHvem gonen 51% un 49%
COOTBETCTBEHHO. COBMECTHOE
npeanpusaTne co3faHo

ANS OpraHu3auuy NponM3BoAcTBa

2018-2025 rT. (B T.u. CTagna cTpou-

-
A N

xPOHIKA coBbiThit - 2017 [l

B Poccum npenapartoB Ans neyeHus rena-
TnTa, BUY 1 Ty6epkynesa, a Takxe BakKLu-
Hbl. IHBECTVLMMN B NPOEKT OLLeHNBAKTCS
B 80 MnH gonn.

roOCvAAPCTBO

@ BHeceHbl n3meHeHus B MpaBuna gop-
MUPOBAHUA MepeyHeil NnekapcTBeHHbIX
npenapaToB ANs MEAULUHCKOrO Npume-
HEHUSI U MUHUMANbHOrO aCCOPTUMEHTA
NeKapCTBEHHbIX MpenapaTos, HEO6X0AMN-
MbIX AN151 OKa3aHWs MEANLUHCKON NOMO-
LK1, YTBEPXKAEHHbIX NOCTAHOBNEHNEM
npasutenbcTea ot 28.08.2014 . N2 871.
BeesneHO HOBOe TpeboBaHMe, B COOTBET-
CTBUW C KOTOPbIM BK/TIOYEHNE B MepeyeHb
[IOpPOroCTOsILLMX JIeKapCTBEHHbIX Npena-
paToB HOBbIX MO3ULMN (M BbIKMIOUEHNE
aNIbTEPHATUBHbIX) HE O/HKHO MPUBOAUTD
K YBENIMYEHUI0 06BHEMOB BHOAKETHbIX
ACCUTHOBAHUM, NPesyCMOTPEHHbIX B efe-
panbHOM 6lopKeTe Ha COOTBETCTBYHIOLLNI
(PMHAHCOBDIN rOf U HA NNAHOBLIN NEPUOA.
MonpaBKkamy TaKxe M3MeHeHa rpagauus
6annbHON OLEHKIN NeKapcTB No KpUTepuio
Hannuusa NpousBoacTsa (nokanusaumm)

Ha TeppuTtopun PO. BeefeHa rpagauns

oT 0 fo 7 6annoB B 3aBUCHMOCTH OT CTene-
HU noKanusauuu, a TakxKe 3aKNIYEHHOro
KOHTPaKTa, MpeanonaratwLLero co3gaHue

B P® npon3BoACTBa NeKapCTBEHHOO npe-
napata, BKnto4yas Nnpon3BoAcTBO hapmcyo-
CTaHLMU.

BU3HEC

® KomnaHusa «CaHothu» 06bsiBKIA O CTap-
Te 3KCMopTa MHCYNNHOB, MPOU3BEAEHHbIX
Ha 3aBoge «CaHou-ABeHTNC BoCTOK»

B OpnoBckon obnactu, B cTpaxbl EC. 3aBog
«CaHom-ABeHTHC BocTok» siBnseTcs
npeanpusTeM NOMHOO LMKNa NPou3BosA-
CTBa COBPEMEHHbIX UHCYNNHOB.

@ ViHannckas komnaHusa Cadila
Pharmaceuticals, cneunanusnpy-
foLAsACs Ha BbINyCKe MKeHe-
PUKOB, 3asiB1/1a O Hamepe-
HUW NOCTPOUTL B MNyLWNHO

a
.+ y
MockoBcKkol o6nactu
thapmaueBTUYECKNN
3aB0j}, 06beM NHBECTULUN
B KOTOPbIA COCTaBUT OKOJIO
50 mnH gonn.

Wcnonb3oBaHa nHopmMauna cO6CTBEHHbIX KOPPECNOHAEHTOB, ONLMANbHbIX NPeCcCc-Penin308, MHOOPMALMOHHbIX 3aPY6EXHbIX U OTEUECTBEHHbIX areHTCTB.



K3 CEBSAEEET XPOHUKA COBbITHUI - 2017

@ B pamkax nporpammbl «CeMb HO30/10-
FUA» HAa ydacTme B ayKLMOHAX MO 3aKynke
MHH neHanngomug nOMUMO KOMMAHWUN
«®DapmcTaHaapT», Ha MOLLHOCTSX KOTOPOU
NOKann30BaHO NPON3BOACTBO OPUTH-
HanbHOro npenaparta Pesnumug,

Celgene, 3asBKM nogana Takxe
KomMnaHus «Hatnsa» c axe-
HepuKom JleHannaomng-
HaTMB. B MmapTe KomnaHus
Celgene nopana cynebHbin
NCK K «HaTnee» B CBA3MN

C HapyLweHnem AencTBy-
rowero go uonsa 2022 r.
naTeHTa Ha npenapar PeBnumug.
«HaTmBa» B CBOIO OYepefb NoAana UCKN

C Tpe6oBaHMEM NPefoCTaBUTL el NPUHY-
[OVTENbHYI NULEH3UI0 HA NPON3BOACTBO
neHanugomuga. B 2017 r. no nporpamme
BbICOKO3ATPATHbIX HO30/10T WA, B CBA3M

C AENCTBYIOLMM NATEHTOM, 6blf Npou3Be-
[leHbl 3aKynkn Pesnumunaa (aHanornuHbim
06pa3om B 2016 I. K yyacTuio B ayKLm-
OHax B KOHEYHOM uTOre He 6bin fony-

LeH apyron 6rnoaHanor — MeTn6nacrax,
Laboratorio Tuteur). Cyne6Hble NcKu

K KOMNaHuy «HaTtuea» B CBA3U C HapyLle-
HMeM NaTeHTHbIX MpaB Ha X npenaparbl
6bINN NPeabaABAEHbI TaKKe KOMNAHUSMU
AstraZeneca, Bristol-Myers, Boehringer
Ingelheim, Pfizer, Novartis.

@ lMoAnucaHo cornaweHne mexay
MpasutenbctBom CaHKT-MeTepbypra

1 KOMMaHVen «AKTUBHbIA KOMMNOHEHT»

0 MfaHax CTpouTeNnbCTBa 3aBOAA MO BbiMy-
cKy cy6cTaHumin. Ha 6a3e npegnpustus
npegnonaraeTcs Take peann3oBaTb
KOHLLeNuMio HayYHO-NHAYCTPUANbHON
nnowaaku Life Science Park ¢ yuactue
CNX®DA v apyrux nponnbHbIX NapTHe-
poB. VIHBECTMNL MU B NPOEKT OLEHNBAKTCS
B 2 Mnip4 py6., 3anyck HameyeH Ha Hayano
2020 r. bnarogaps HoBOMy 3aBoAy 06bem
Npou3BOACTBA CYBCTAHLMIA KOMNAHWK,
PacCUMTaHHbIN B TOM YMC/e Ha IKCMOPT,
BblpacteT ¢ 40 fo 140 T B roa.

roCcvaAPCTBO

@ MNpuYHATbHI MONPaBKX B 3aKOHbI «O 3aKyn-
Kax ToBapoB, paboT, ycnyr oTAenbHbIMU
BUAAMU opuanydeckux nut N2 223-M3»

1 «O MepepanbHON KOHTPAKTHON CUCTe-
Me N2 44-D3», KOTOpble onpefennnu,

YTO anTeyHble opraHm3aumnm, senawLLnecs
rocyfiapCTBEHHbIMU 1 MyHULMNANbHbIMA
YHUTApHbIMU NPeanpUATUAMM, MOTYT OCy-
LeCTBNATb KOMMEPYECKMe 3aKynKn B COOT-
BeTcTBUYM € N2223-03. IMEHHO TaK OHU

1 flencTBoBanu Ao Havyana 2017 r., Koraa
BBeJleHHble B JeNCTBMe Nnonpas-
K1 06513anu rocyaapCrBeHHble

N MyHULMMANbHbIE YHUTAPHbIE

npeanpusaTAsA OCYLLEeCTBASATb

3aKynKu — BHe 3aBUCUMOCTM

OT UCTOYHUKOB UX PUHAH-
CUPOBaHUSA — B COOTBETCTBMUU
¢ N244-D3. CnoxuBLIAACA CUTYa-

LA Bbi3Bana BOMHY aKLWOHMPOBAHUA

ANTeYHbIX OPraHn3aLmnin, HAXOAALLMXCA
B rOCYAAPCTBEHHON 1 MyHULMNANbHOW
COBCTBEHHOCTY, @ TAKXE 3HAYUTENbHOE
yBenumyeHne o6bema 3akynok permoHanb-
HbIX (hapmaumin B KOHLe 2016 T.

@ B Poccun nognucaH 3akoH 0 NPUHATUM
MpoTokona 06 n3meHeHumn CornaweHus
Mo TOProBbIM acnekTam NpaB UHTENNeKTy-
aNbHON COBCTBEHHOCTY, PacnNpsaoLLEero
BO3MOXHOCTU MPUMEHEHNA MeXaHN3Ma
NPUHYOANTENbHOIO NMUUEH3NPOBAHUA Une-
Hamu BTO. NMpoTOoKONOM yCTaHaBNMBaeTCs,
YTO uneHbl BTO ¢ HEAOCTAaTOUYHBIMU MOLL-
HoCTAMYK B hapMaL,eBTUUECKOM CeKTope
MOTYT B C/ly4ae Ype3BblYaNHON CUTyaLUN
06paTUTLCA 32 MOMOLLBIO K APYrUM ure-
Ham BTO ansa o6ecneyeHns HEO6XOAUMbIM
KOMMYEeCTBOM 1IEKAPCTBEHHbIX NpenapaTos.

@ lMpaBuTenbcTBOM yTBEPXAEH (pacnops-
XeHue ot 12.07.2017 r. N2 1473-p) nepeueHb
npoaykuuu (ToBapos, paborT, ycnyr), nog-
NeXalnx B YacTy 3KCnopTa NPMOPUTETHON
noanepxke eaepanbHbiMU OpraHamu
UCMONHUTENbHON BNacTu. MpuHaToe
pelleHne HanpaBieHo Ha NOAAEPXKKY
HecbIpbeBOro 3KCNopTa M yKpennexHme
no3nLmMii 0Tpacnen poccuinCckon 3KOHOMMN-
Ku. B nepeyeHb B TOM Ymcne BKOYEHbI
hapmavueBTUUYECKan 1 MefULMHCKas npo-
MbILWNEeHHOCTH.

@ lpuHAT 3aKOH oT 29.07.2017
NC242-®3 no Bonpocam
NPUMeHeHUs nHgopmaLm-
OHHbIX TEXHONOrN B chepe
3ApaBOOXPaHeHNs. 3aKOHOM
BBOANTCA UCNONb30BaHME Tene-
MeJULWHCKNX TEXHONOTUI, NPeano-
naravLwmx ANCTaHLMOHHOE MeANLIMHCKOe
HabntofeHne N KOHCyNnbTaLun NauneHTos

(anarHos nomkeH 6bITb NOCTAB/IEH OYHO).
BHeceHbl TakKe N3MEeHEHUs B 3aKOHOAA-
TenbCTBO, NpeaycMaTpuBatoLLme cosnaHme
EfMHON rocynapCTBeHHOW MH(OPMaLMOH-
HOM cucTeMbl B chepe 3paBoOXpaHeHns
(EFNC3), cTaBALLen Lenblo obbegnHeHne

1 Pa3BUTME NMEIOLLNXCS CUCTEM U 06e-
creyeHune JOCTyna rpaxaaH K ycnyram

B chepe 34paBOOXPAHEHMNS B INEKTPOH-
How chopme. Monpaskamu B M3 «06 obpa-
LWeHVMN NEeKAPCTBEHHbIX CPEeACTB» BBO-
[INTCA BO3MOXHOCTb BbINMUCKN peLenTos
Ha nekapcTBeHHble npenapaTtbl B hopme
3M1eKTPOHHbIX JOKYMEHTOB.

® OAC Poccumn nHmumumposana npo-
BEPKM B KOMMaHuAX «brokaa»

n «PapmcTaHaapT», KoTopble 6binn
3anof03peHbl B KapTenbHbIX CrOBOPax
npu 3aKynkax no nporpamme «Cemb
Ho3onormn». B koHue okta6ps MAC 06bs-
BW/1A O TOM, YTO NPOBefEHHble MPOBEPKU
He BbISIBUIN HApPYLLEHNN aHTUMOHOMOMb-
HOro 3aKOHOAATENbCTBA.

BU3HEC

@ Bionorica SE 10 npuctynuna K cTpou-
TeNnbCTBY 3aBOAA NO BbINYCKy utonpe-
napaTtoB MOLWLHOCTbIO 120 MNTH 6nucTepoB
B rof} HA TEPPUTOPUN NHAYCTPUANTIBHOTO
napka «MacnoBckun» B BopoHexckown
obnactu. B ganbHenwem MOLWHOCTY 3aBO-
Aa npeanonaraeTca pacwmputb Ao 200
6nmctepoB B rof. O6WmMin 06bemM MHBECTU-
LW B MPOEKT OLEHNBAETCA B 4—4,5 Mnpa
pyo6.
Komnanusa «CoTekc» oTrpy3nna nepsyto
napTWiO NeKApPCTBEHHbIX NpenapaTos
B IKBaZOp, TEM CaMbIM MOMOXMB HAYANO
COTPYAHNYECTBA CO CTpaHamu JlaTUHCKON
Amepunku. Ha ceroaHAWwHUIA AeHb dap-
MaLEeBTUYECKUNA PbIHOK 3TOFO PErmoHa
ABNAETCA OAHWUM U3 CaMbIX NEPCneKTnB-
HbIX 1 6bICTPOPA3BUBAIOLLNXCS B MUPE,
YTO AAeNaeT ero NpuBneKaTenbHbIM
[Ns MHOTMX Npou3BoauTenein. KomnaHums
«CoTeKe», nmetoLlaa 6oratblil ONbIT
yCnewHow paboTbl CO CTpaHaMU
6MKHErO 1 JanbHero 3apybe-
Xbsl, NNAHNPYET 3aHATb CBOIO
HULWY HA NaTUHOAMepUKaH-
CKOM pblIHKe.

@ [JoCTUTHYTO cornalieHune

0 nepexoge K MK «3pkacapm»
ynpasneHus o6befuHEeHHbIMI anTeUHbl-
MU ceTaAMU «Pagyra», «llepBas MomoLb»,

Wcnonb3oBaHa nHdoOpmMaLna COGCTBEHHbIX KOPPECMOHAEHTOB, OULMANbHbIX NPeCC-Penin308, MHOOPMaLMOHHbIX 3apY6EXHbIX U OTEUeCTBEHHbIX areHTCTB.



«Nagywkay, sxoaawmmn B MK «Poctax.
Coenka no npuobpeTeHMI0 anTeYHoro 6m3-
Heca 6bifa 3aKkpbiTa B HOsi6pe 2017 .

ABIYCT

rOCYAAPCTBO

@® MuH3gpas Poccum npeactaBun npoexT
NPOrpamMmbl rocyfapCTBEHHbIX rAPaHTUI
6ecnnaTHOro okasaHus meanLUHCKON
nomouiy Ha 2018 I. 1 NNAHOBbLIN Nepuoa
2019 1 2020 rr. OKOHYaTeNnbHO Nporpamma
6blna yTBepXAeHa NOCTaHOBNEHMEM MNpa-
BuTeNnbCTBa OT 8.12.2017 . N21492. B 2018 T.
npeaycMOTPeHO yBennyeHne uHaHcm-
poBaHMe NporpamMmbl 3a CYET CPEACTB
cuctembl OMC (npupocT coctaBnT 333 Mapa
py6.) 1 NOBbIlEHNsA TapMdOB Ha BCe BUAbI
MeANLMHCKON NOMOLLM B pamMKax 6a3o-
Boun nporpammbl OMC. Llenbivi psig HOBbIX
NoNoXeHNN, GUrypupyroLmx B nporpamme
rocrapaHTuii, HanpaeneH Ha ynyylweHme
neyeHunsi OHKONOTNYECKNX 6ONbHbIX, pas-
BUTWE NANINATUBHOWN MEAULMHCKOW NOMO-
WK, paclvpeHne Nporpamm MeanLMHCKon
peabunutauuu. lononHnTenbHO B 6a3o-
Byt0 nporpammy OMC nporpyxeHo

LeCTb BUAOB BbICOKOTEXHONMO-
TMUYHOWN MeJULIMHCKON NOMO-
K. B uenax ynyywenus
CUTYaLMM C OKa3aHMem
MeJULVHCKOW NOMOLLM

B CENbCKMX U TPYAHOLO-
CTYMHbIX palioHax BBeAEH
NOMONHUTENbHbIN CNOC06
onnatbl N0 NOAYLIEBOMY HOP-
MmaTuBy.

BU3HEC

@ KomnaHusa «Hauuméno» (BxoanT

B roCKOpnopauuio «Poctex») HazHaueHa
€[IMHCTBEHHbIM MOCTABLLMKOM MO 3aKymnKam
®CUH Poccum Ha 2017-2018 rr. no nepeu-
HIO 13 24 MHH nekapcTBeHHbIX npenapa-
TOB (NPOTUBOTY6EPKYNE3HbIX NPENapaTos,
AHTUBNOTUKOB 1 Ap.) 1 11 BUAOB MEANLNH-
CKoM TexHuKM (BKNtOYas peHTreHoBCKMe
annapartbl, Mammorpadbl, Y3U-ckaHepbl,
3HOCKOMMYeckne npubopsl 1 ap.) (pacno-
pshkeHue oT 10.08.2017 r. N21721-p).

@® PyKkoBOACTBO rockoprnopauumn «Pocrex»
1 MHBECTULMOHHON KoMMaHnm «MapadoH
lpynn» noanucano cornaweHue o6 06b-
eanHeHun hapmaLeBTUYeCKNX akTUBOB
A8 CO3AaHNA KOMNaHun efepanbHoro
macwTaba, Kyaa BOMAyT NpeanpuaTus xon-

AVHra «Hauuméuno, a Takke amc-
TPU6LIOTOPCKME U NPON3BOA-
CTBEHHbIE aKTWUBbI XONAUHIA
«MapadoH ®apma». B hespa- :
ne 2018 r. npopabartbiBanacb s
caenka no nokynke «MapadoH
Tpynn» 25% 1 OAHOW aKLnm

KOMMaHun «Hauuméno» B 06MeH
Ha 49% akumm «CUA rpynn».

CEHTABPb

rOCVAAPCTBO

® MyH3apaB NpeacTaBun B NpaBuUTeNb-
CTBO NpoekT CTpaTernn pasBuTus 34paBo-
oxpaHeHus fo 2025 r. Crpaterusi npegno-
naraet cosfaHue B Poccumn HauuoHanbHo
I'IaLI,I/IeHTOOpI/IeHTI/IDOBaHHOVI CUCTEMDI
3APaBOOXPAHEHUSA — CUCTEMbI, 06beau-
HAOLWEN BCe MeANLUHCKINE OpraHnu3auum
He3aBMCMMO OT hOopPMbl COBCTBEHHOCTM
1 BEAOMCTBEHHOMN NMPUHAAEXHOCTH,
(hYHKLMOHMPYIOLLEN HA OCHOBE eANHbIX
npasun u Hopm. OCHOBHbIMI Hanpasfne-
HUAMU peanusaunm cTpaTerun SBASTCA
3aBepLUeHmne Co34aHNA TPexypoBHe-
BOW CUCTEMbl OKa3aHUa mean-
LIMHCKOW nomolm, pa3paboTka
1 BHeApeHue HaLMOoHaNbHbIX
KNMNHNYECKNX peKkoMeHaa-
uun (NPOTOKOMOB NleyeHns),
pa3BUTUE CMCTEMbl OKa3a-
HUS IKCTPEHHOW MEAULMH-
CKOV NOMOLLY B TPYAHOAOCTYN-
HbIX parioHax, BHeapeHue Tene-
MeAULNHCKNX TEXHOMNOMNI, MOACUCTEM
EFNC3, NAC B cchepe roc3akynok nekapcrs
N MEAULMHCKMX U3AeNni, pa3Butue
nepCcoHann3MpoBaHHOW MeAULLNHbI, BHE-
ApeHne aBTOMaTU3NPOBAHHON CUCTEMbI
MOHUTOPUHIA ABUXEHMUA NeKapCTBEHHbIX
npenapaToB W MeANLMHCKUX U38enunin
OT NPOV3BOAMTENS A0 KOHEYHOrO NoTpe-
6utens n ap.

@ lMoaBefeHbl UTOTW NPOBEAEHHOW B CEH-
TA6pe nop arnaon MeHepanbHOro cekperta-
puata UHTeprnona mexayHapogHom one-
pauun nof KoAOBbIM Ha3BaHMeM «llaHres
X» No BbIIBNEHNIO 1 NpeceyeHnto hakTos
He3aKOHHOW peann3aummn nekapcTBeH-
HbIX CPEACTB Uepes NHTepHeT. B Poccun
yyacTue B onepauumn npuHumanu MB[,
@®TC n Poc3gpaBHaa3op. BoisiBneHo okono
700 CaToB 1 06bABNEHNN B COLMANbHbIX
CeTsAX, Ha KOTOPbIX Mpeanaranucb K npoaa-

XPOHIKA coBbITHi - 2017 [IEN

e peLenTypHble nekapcTBeHHble
npenapatbl. [lpoBeaeHa 6n0-
KWPOBKa 1 yaaneHne nHTep-
\ HeT-pecypcoB, BO36YXAeHbl
YrofoBHble fena no akram
COBEpLIEHUS MOWEHHUYe-
CKUX AeNCTBUIA, MPOU3BOACTBA,
cbbiTa UNK BBO3a Ha TEPPUTOPUIO
PO dhanbcuduumnpoBaHHbIX NEKAPCTBEH-
HbIX CPEACTB U MeAULNHCKNX n3aenui.

BU3HEC

@ lMpaBuTenbCcTBO MOCKOBCKOM 061acTy

n «lfepeoH Puxtep-Pyc» 3akntounnum corna-
LWeHne 0 MOEPHM3ALMMN U pacliMpeHunn
NPON3BOACTBEHHbIX MOLLHOCTEN KOMMNa-
HUU. O6beM MHBECTULMIA B MPOEKT COCTa-
BUT 1 MNpa pyb6., CPOKMN peannsaumm —

[0 KoHua 2020 r. KomnaHuu 6yayT npego-
CTaBNEHbl 1brOTbl MO HANOTY Ha NPUBbINb
1 0CBOOGOXAEHME OT Hanora Ha NMyLLecTea
B OTHOLIEHUW BBEEHHbIX 06beKTOB CPO-
KOM Ha 4 ropa.

@ KomnaHusa, npuHaanexalias uneHy
coBeTa IMpeKTopoB «36,6», npuobpena
anTeyHyto ceTb «Dapmakop». Ha MOMeHT
caenkm cetb «Mapmakop» HacuMTbiBana
204 anTeku, 60NbLWNHCTBO U3 KOTOPbIX
pacnonaranuch B CaHKT-leTepbypre

1 JIeHnHrpaackon obnacTu.

@ KomnaHus «DapmacnHTe3» 06bsaBuna

0 CO3aHNM foYepHero NpeanpusaTUs
«®DapmacrHTe3-Xnmun», KOTOpoe 3arMeTcs
NNaHUPOBAHNEM N CTPOUTENbCTBOM 3aBO-
fla No NPOU3BOACTBY PapmMaLeBTUYECKNX
cy6cTaHumi B Yconbe-Cuénupckom. O6bembl
NPOU3BOACTBA COCTABAT [0 ThbICAYMN TOHH
aKTMBHbIX Cy6CTAHLMI B rOA, NNaHMpyeTcs
€03[aTb 2-3 TbIC. Pabounx MecT, BNOXUTb

B NpoekT 6onee 10 mnpa pyo.

@ KomnaHuu «Mup-®apm Kanyra» ogo-
6peH cTatyc peanaeHTa 033 «Kanyra».

B bopoBCcKOM paiioHe Kanyxckon o6nactu
KOMNAHUS NNaHUpyeT CO3A4aTb NPouns-
BOACTBO (hapMaLLeBTUYECKMX Cy6CTaHL MM
MOLLHOCTbIO 601ee 40 T NPOoAYKLMWN B FOA.
VIHBECTULMAMMN B MPOEKT COCTaBAT OKOMO
1 mnpa pyé.

@ KomnaHua «brvokag» BbiMrpana KoH-
KypC, NPOBEAEHHbIN AenapTaMmeHToM
3paBooxpaHeHnss MOCKBbI, Ha NOCTaBKU
npenapaTos A8 Ne4YeHns OHKoornye-
cKux 3a6onesaHni no 22 MHH. KoHkypc

Wcnonb3oBaHa nHopmMauna cO6CTBEHHbIX KOPPECNOHAEHTOB, ONLMANbHbIX NPeCcCc-Penin308, MHOOPMALMOHHbIX 3aPY6EXHbIX U OTEUECTBEHHbIX areHTCTB.
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6bIn BbIUFpaH y KoMnaHum «P-Oapmar, ube
NpeanoXeHne, uMes NpuopuTeT
Mo LleHe, He COOTBETCTBOBANO
KOHKYPCHOWN JOKYMEHTa-

LMK B 4aCcTn Tpebyemon
cneuundukauun. LleHa
KOHTPAKTa, 3aKNHYEHHOro

¢ «brokagomy», 6bina CHU-
eHa [10 YPOBHS, NPefNoXeH-
Horo «P-Mapm», n coctaBuna
14 mnpp py6. «brnokag» Kak nobeau-

Tenb KOHKypca B3fi1 Ha cebs1 MHBeCTULN-
OHHble 0643aTeNbCTBA BNOXUTb HE MEHEe
3 Mnpa py6. B CTPOUTENBCTBO UK MOAep-
HW3auMio 3aBoAa No NPOU3BOACTBY Nnpe-
naparos u3 cnucka MHH Ha Tepputopumn
MockBbl. B TeueHune Tpex neT AOMKHbI
6bITb HaNAXeHbI YNAKOBKA U BblNMyCKato-
LN KOHTPOSb, Yepes yeTbipe rofa — npo-
M3BOACTBO rOTOBbIX NIEKAPCTBEHHbIX hOPM,
a Ans AByx MHH Takxe NonHbIn LKKN
Npou3BO/ACTBa, BKOUas papmaLeBTuye-
CKyto cybCcTaHumto. MocTaBky NpenapaTos,
COMNMacHO KOHTPaKTY, 6yAyT NpOn3BeAeHbI
B 2021-2027 rr.

OKTABPb

rOCvAAPCTBO

@ PacnopskeHune npaBuTenbCTBa

0T 2310.2017 . N22323-p ony6nnKoBaHbl
nepecmMoTpPeHHble NPUOPUTETHbIE MepeUHN
NeKapcTBeHHbIX npenapatos Ha 2018 T.

(Ha 2017 r. nepeyHn He O6HOBNAMMNCD).
MepeyeHb XHBJM gononHeH 60 MHH

(6 — NCKNIOUEHDI) 1 8 HOBBIMM NIEKAPCTBEH-
HbIMU hOpMamMu NS YKe BKNOUYEHHbIX

B nepeyeHb MHH. MNepeyeHb nekap-
CTBEHHbIX NpenapaTtos Ana obecneyeHuns
OTAENbHbIX KAaTEropuii rpaxaaH LOMONHeH
25 MHH 1 ABYMA HOBbIMW NeKAapPCTBEHHbI-
MU hopmamm, NepeyeHb JOPOroCTOALLNX
NeKapCTBeHHbIX npenapatos — Tpema MHH.

BU3HEC

@ Poccuiickoe nogpasgeneHune «b. bpayH
Meankan» coobLmno o nnaHax nHBee-
cTMpoBath 6onee 3 MApA py6. B TeueHue

5 NeT B pa3BuTHE CBOETrO NPON3BOACTBA

B TBepckon 06n1acTu. HemeLKon KOMNAHMK
MPUHALNEXMNT 3aBof «lemaTek» no Nnpowns-
BOACTBY MH(DY3MOHHbIX PACTBOPOB B NO/U-
3TUNEHOBLIX (h1aKOHAX MO TEXHONOMUN
«blow-fill-seal». Ha umetowmxcs nnowaasx
1 COCeHEM y4acTKe KOMMAHUS NNaHupyeT
CTPONTENbCTBO NPOM3BOACTBEHHO-NIOMU-

CTMYECKOro KOMMJeKca ¢ No3TanHbiM BBO-
[IOM NPOW3BOACTBA MeANLMHCKIX
N3LEeNnin, LWOBHbIX MAaTepuanos,

1 CPeACTB Ae3nHdeKuun.

@ CoCTosINOCh 3aKpbiTHe

COENKM No NpUuobpeTeHnto
10% akummn «P-dapm» rno-
6anbHOV TOProBON U NHBE-

CTULMOHHON KOMMNaHuen Mitsui &

Co., Ltd. co wTa6-kBapTUpon B ANOHUN.
MpennonaraeTcs, YTo NpUBEYEHne
AMNOHCKOro NapTHepa paclnpuT Bo3-
MOXHOCTU «P-Dapm» Mo NPOLABUKEHNIO
CBOMX Pa3paboToK Ha MeXAYHAapPOAHOM
pbIHKe, @ TaKXe MO NOMYYEHNIO NULEH3UIA
ANs NoKanm3auum Ha poCCUCKOM pbiHKe
VHHOBALMOHHbIX NIEKAPCTBEHHbIX CPEACTB,
pa3pabaTbiBaeMbIX AMOHCKUMMN 1 APYTUMU
MEeXAYHapOAHbIMWN KOMMAHUAMU.

@ «CoTeKc» NpuHANa yyacte B MexxayHa-
ponHow BbicTaBke CPhl Worldwide, npea-
CTaBMB NPOeccnoHanbHON ayauTopum
LIMPOKNE BO3MOXHOCTMW NS COTPYAHMNYe-
CTBA W aKTUBHOW PaboTbl HA €BPONENCKOM
pbIHKE. 3TV BO3MOXXHOCTMN CBA3aHbl B Nep-
BYl0 oyepefb C Hannunem cepTuduxarta
GMP EU, BblaaHHOro MopTtyranbcknum
HaLWOHANbHbIM UHCTUTYTOM (hapMaLum

1 NeKapCTBEHHbIX CPEACTB MO UToram
[IOCKOHANbHOrO ayanTa Npon3BOACTBA
«Cotekca». Kpome 3T0ro, B okta6pe 2017 1.
KOMMaHUA nonyynna perncrpaLmoH-

HOe y[0CToBepeHue Yeluckon

opToneanyecKnX UMNAaHTaToOB

«AcTpa3eHeka» B Kanyckon o6nactu
npeanonaraeTcs ocylecTBUTb TpaHcdep
TEXHONOrN ANs Nokanu3sauuy Npou3Boa-
cTBa 10 coumanbHO 3HAYMMbIX NpenapaTos
KOMMNaHuK (MHBECTULMN B MPOEKT COCTABAT
60nee 1 mnpa pyb6.). CMUK rapaHtupyert
HeN3MeHHOCTb HANOroBbIX U perynaTop-
HbIX YCNIOBUI peann3auuy NpoeKTos,

a TaKkxe nosnyyeHue NoKanbHOro cratyca
NS NeKapCTBEHHbIX NpenapaTtos.

HOABPb

rOCVAAPCTBO

@ MpUHATO NOCTAHOBNEHME NPaBUTENb-
cTBa 0T 15 HoA6pA 2017 r. N21380, ycTa-
HaBnuBatoLlee TpeboBaHNA K ONMCAHUIO
NEKAPCTBEHHbIX NMPenapaToB Kak 06bekToB
roc3akynok. loctaHoBneHne BCTynuno

B cuny ¢ 1 aHBaps 2018 r. B foKymeH-
Taumnm o 3aKynke ykasbiBatorca MHH,
nekapcTBeHHas opma npenapara, ero
[103VPOBKA 1 OCTAaTOYHbIN CPOK FOAHOCTU.
[lonyckaeTcsa Takke yKasaHue Ha nyTb
BBeAeHUS, a AN [ETCKNX NeKapcTB —

Ha Bo3pacT pebeHka. BBeseH 3anpeT

Ha yKa3aHue onpeaeneHHbIX eanHuUL,
N3MepeHns AO3MPOBKMN NMPY BO3MOXHOCTY
KOHBEPTMPOBAHMUSA B Apyrne eanHULbl
n3MepeHuns, obbema HaMnonHeHNs nep-
BMYHOWN YNAKOBKM 1 (DOPMbI BbIMYCKA,
BCMOMOraTe/bHbIX BELLECTB, KOMYecTsa
€AVHWNL, BO BTOPUYHOMN YNAKOBKE, a TaKXe
LPYrux XapaKTepuUCTUK, COAEPKALLMXCS

B MHCTPYKLMSIX MO NPUMEHEHM0 npena-
paTa, yKa3bIBalLWMX Ha KOHKPETHOIo

Pecny6nuku, Hanuume koto- npou3BoanTens.

poro AaeT NpaBo 3KCNop- —

TUpOBaTb MPON3BEeAeHHble e ® MpaBnTENbCTBOM BHECEH
Ha TeppuTopumn Poccumn —— : B lfocaymy npoekT henepans-
NC B EBpOCOI03. HOro 3aKoHa «O BHeceHumn

® C komnaHusamu Sanofi

n AstraZeneca, nmerowymn

cBOM 3aBoAbl B Poccum, nognu-

CaHbl CneunanbHble UHBECTULMOHHbIE
KoHTpakTbl (CMUK). B pamkax CMKa

Ha 3aBofe «CaHOoN-ABEHTNC BOCTOK»

B OpnoBcKoW o6nactu nnaHmpyeTcst
fanbHenwee yrny6neHne nokanmsauum
NpPOn3BOACTBA UHHOBALMOHHOMO NHCY-
NMHA NocneAHero NoKoneHns Ao cra-
[MU TOTOBOW NeKapCTBeHHOW hopMbl

B 2019 I, @ TaKXe AanbHenwee pa3BuTne
3KCNOPTHOrO NOTeHLMana no NocTaBkam
COBPEMEHHbIX NHCYNMHOB, NPOn3Be-
[leHHbIX B Poccuu, 3a pybex. Ha 3aBof

M3MeHeHWIN B OTAeNbHble 3aKo-
HoaaTenbHble akTbl Poccuiickon
defepaumnm B 4acTu po3HUYHON
TOProBnu NekapcTBeHHbIMU Npena-
paTammn AUCTaHLMOHHbBIM CNOCO6OMY.
3aKOHOMPOEKT, pa3paboTaHHbIN B LEnsx
pernameHTaLWm Toprosnu apmaLleBTuye-
CKOWN NPOAYKLUMEN Yepe3 NHTEPHET, 3aKkpe-
NAsSeT NPaBo OCYLLIECTBIEHUS PO3HUYHOW
Toprosnu 6e3peLenTypHbIMK Npenapata-
MW NS MEAULUHCKOTO 11 BETEPUHAPHOIO
NPUMEHEHUS AUCTAaHLMOHHbBIM CNOCO60M
1 3anpeLlaeT Takylo TOProB/o peuenTyp-
HbIMK NpenapaTtamu. B gekabpe 2017 .
3aKOHOMNPOEKT 6bIN1 NPUHAT focaymon
B NMepBOM UTEHUN.

Wcnonb3oBaHa nHdoOpmMaLna COGCTBEHHbIX KOPPECMOHAEHTOB, OULMANbHbIX NPeCC-Penin308, MHOOPMaLMOHHbIX 3apY6EXHbIX U OTEUeCTBEHHbIX areHTCTB.



@ lpaBuTeNnbCTBOM BHECeH B [focaymy
3aKOHOMPOEKT O BHECEHWMN N3MEHEHUIA
B M3 «0O6 obpalleHnmn nekap-
CTBEHHbIX CPEACTBY», KOTOPbIN
ABNAETCA MPUHLMUNNAND-
HbIM 151 Pa3BUTUSA KOH-
TPaKTHOro NMPOM3BOACTBA.
3aKOHOMPOEKTOM ypery-
NNPYIOTCA BOMPOChI rocy-
[apCTBEHHON perucTpawumu
NeKapcTBEHHbIX MPenapartos,
Npou3BefeHHbIX Ha OAHON Npo-
M3BOACTBEHHOWN MOLAAKe, OTHOCALLMXCA
K ogHOMy MHH, HO umetoLwmnx pasfnnyHble
TOProBble HaMMeHoBaHuA. MonpaBKkamm
TaKKe BBOAMTCA BO3MOXHOCTb A1 WHO-
CTPaHHbIX KOMMAHUI B COCTaBe peruncrpa-
LIMOHHOTO A0Cbe, @ TaKXKe APYrmx KoM-
NNeKToB JOKYMEHTOB, B Cllyyae OTCYTCTBUA
3aK/TI0YEHNs O COOTBETCTBNMN POCCUICKNM
npaBuiam Hagnexallein Npon3BOACTBEH-
HOW NPaKTUKK, NPEAOCTaBNSATb KOMUIO
pelleHna ynoIHOMOYEeHHOro opraHa

0 MPOBEAEHNN NHCMEKTNPOBAHUA.

BU3HEC

@ B KypraHe npou3sefieH 3anyck HoBoro
chapmavneBTnyeckoro 3asoga «Bengapmy»,
060pyA0BAHHOIO NATbIO MPON3BOACTBEH-
HbIMU NUHUSAMUW. EXXerogHo nnaHupyeTtcs
npoun3soauTb A0 150 MIH amnyn UHbekK-
LMOHHbIX pacTBopoB, 80 M/IH YyNakoBOK
Tabnetok, 20 M/TH YNaKoBOK TBEPAbIX
Kancyn. O6bem UHBECTULMIA B CTPOUTENb-
CTBO 3aBoja coctasun 1,6 mapa pyb.

NEKABPD

roCvaAPCTBO

@ B Poccuy npuHAT 3aKOH 0 paTndmkaunm
KoHBeHuUuMun CoseTa EBponbl «Megnkpumy,
HanpaBfieHHON Ha 60pbby C hanbcn-
ukauven MegULNHCKOW NPoayKLUn

N CXOAHbBIMU NPECTYNNEHUAMHU, yrpoXxa-
IOLMMMN 3[0POBbI0 HAaceneHus. B pamkax
NMOArOTOBKU K PaTUUKALUYN KOHBEHLLMM

B Aekabpe 2014 r. YK PO 6binn BHECEHDI
M3MeHeHWs, NpegycmaTprBaioLme oTBeT-
CTBEHHOCTb 3@ HE3AKOHHOE MPON3BOACTBO
NEeKapCTBEHHbIX CPEACTB U Mean-
LMHCKNX n3genni, 3a obpalieHue
hanbcnuLMpoBaHHbIX, HEAO-
6pOKaYeCTBEHHbIX 1 He3aperu-
CTPUPOBAHHbIX NeKapcTs u bA[,
a TaKkxKe 3a Noafenky JoKyMeH-
TOB Ha NeKapcTBa U ynakoBKu
nekapcrs.

® MuHnpomTopr ony6nnkKosan 3akoHo-
NpOoeKT, NpefoCTaBALWMUIA NPABO TOp-
rOBbIM OpraHM3aLnam 3aHUMATbCA pea-
nu3aumen nekapcTBeHHbIX NpenapaTos,
oTnyckaembix 6€3 peuenTa, Mpu HaNU4YUn
NULEH3UN HA OCyLLecTBNEHME (hapMaLeB-
TUUECKON fleaTenbHoCTU. [laHHast HoBauus
o6cyxaaetcs ¢ 2014 r., BCTpeyas KOHCONu-
LMPOBAHHOE COMPOTUB/EHMNE CO CTOPOHbI
npeacTaBuTener po3HUYHOro hapmaues-
TUyeckoro 6usHeca n MuH3gpasa.

BU3HEC

® Kunpckas komnaHua Augment
Investments, Bnagetowas akunsammn
«DapmcTaHgapTa», u ee addu-
NMUPOBAHHbIE NNLA BbIKYMWUAN
Y MUHOPUTAPHbIX aKLMOHe-
po MAO «OTucudapm» 12%
AKLMIA, KOHCONMANPOBAB
Takum 06pa3om 99,1% akuum
KomnaHuu. bespeuenTypHbIi
6u3Hec B Buae «OTucudapm»
6bin BblAgeneH 13 «MapmcrtaHgapTar»
B 2013 r,, B 2014 r. npoBegeHo IPO
Ha MMBB.

® Komuccusi ®AC Poccum npusHana 000
«MHBamen», 000 «Mukpomen», 000
«Meanponand», 000 «pommeasakynka,
000 «MenTOpr» BUHOBHbIMW B CO3/a-
HUW KapTens C Lenblo NOAAEPKAHMUSA LeH
Ha 360 Toprax No nocTtaBkam MeaunLuH-
CKUX U3AENUIA ANS HYXXA OpraHu3auuii
3/lpaBOOXpaHeHnsa Ha TeppuTopumn 28

XPOHIKA coBbiThit - 2017 [IEN

pervoHos B 2015-2017 rr. O6wwasa cymma
3aK/M0UYEeHHbIX FOCKOHTPAKTOB COCTa-
Buna 6onee 2,5 Mnpa py6. Mo AaHHbIM
®AC, B 2015-2017 IT. QHTUMOHOMOMbHbIMMN
OopraHamu pacKpbITbl KapTenu Npu Npose-
[leHnn nopsiaka 6 TbiC. TOProB NO NOCTaB-
Kam NeKapcTs ¥ MefULMHCKNX n3genui
Ha obuyto cymmy 6onee 23 mnpg pyo6.

® MoanucaH CMUK ¢ komnaHuewn
«lepohapm» 0 CO34aHUN MOSTHOTO LKA
NpOn3BOACTBA NPenapaToB NHCYNHA U ero
aHanoro.. B pamkax CMKa komnaHus 065-
3yeTcsi UHBECTMPOBATbL 0KOMO 1,5 mMnpg pyo.
B CTPOWTENbCTBO BTOPOW IMHWU COBpe-
MEHHOr0 NPON3BOACTBEHHOMO KOMMIEKCa

B lMyLWKMHCKOM paiioHe CaHKT-TMeTepbypra
(06uMin 06bem UHBECTULWMIA 3,3 MApa pyb.).
TecToBbIN 3aMNycK NepBOI OYepean 3aBoaa
COCTOANCA B CeHTsIbpe 2017 T.

@ YKa3oM npe3unaeHTa YTBEPXKAEHO peLle-
Hue o nepepaye rockopropaumumn «Pocrex»
B KauecTBe UMyLLEeCTBEHHOro B3Hoca 100%
akumin OAO «MOCKOBCKOE NPOU3BOACTBEH-
HOe XMMUKO-(hapMaLeBTNUYECKoe 06beamn-
HeHue um. H.A. CemallKo», HaxoasWwmxcs

B hefepanbHoO CO6CTBEHHOCTY.

Bo ncnonHeHus ykasa coot-
BETCTBYIOLLEE pacnopsKeHne
npaBuTenbCTBa 6610 NPUHATO
B AHBape 2018 T.

® AO «Huxdapm» (Stada CIS)
nofaH nck K 3A0 «Pagyra MpoaakLwH»
0 B3biCKaHum 1,59 mnpa py6. PaHee
B MapTe 2017 r. B Lenax yperynmpoBaHus
3a40MKeHHOCTW rpynnbl «Pocta» nepen
Stada 6bin 3aKntoYeH 4OrOBOP NoA 3anor
4acTy ABUXMMOrO NMYLLEeCTBa neTep-
6yprckoro 3aBofa «Paayra npofaKLH».
BbinonHuUTbL cBOM 06A3aTenbcTBa «Pocta»
He CMOrna, ¥ Ha UMYLLECTBO GbIN HANOXeH
apect. B KoHLe fAHBaps KomnaHus «Pocta»
6bl1a NpU3HaHa 6aHKPOTOM, U B OTHO-
WeHnn Hee 6bina BBeAEHa npoLeaypa
HabnopeHus.

Wcnonb3oBaHa nHopmMauna cO6CTBEHHbIX KOPPECNOHAEHTOB, ONLMANbHbIX NPeCcCc-Penin308, MHOOPMALMOHHbIX 3aPY6EXHbIX U OTEUECTBEHHbIX areHTCTB.



@ 200 Events

(from open information sources)

JANUARY

STATE

@ Minister of Health Veronika
Skvortsova announced the launch of
pilot projects on risk sharing with the
participation of four drugs in Moscow,
the Moscow region and the Kaluga
region at the Gaidar Forum. During
2017, these projects have not been
launched. FAS made a statement
against these projects as it
considered that no adequate
legal mechanisms were
developed to implement the
pilot projects.

FAS also believes that the risk-
sharing system can not be used for
drugs that lost the patent protection,
have any registered analogues, are
included in the VED list (one of the
drugs included in the pilot project
did not meet these requirements).

@ Russia FAS published a report

on the results of the second stage
of the comparative analysis of
prices for drugs for the treatment

of HIV, hepatitis B and C, as well as
antibacterial and anti-tuberculosis
drugs used to treat patients with
multidrug-resistant tuberculosis. The
registered marginal manufacturer
prices for 95 items were higher

in Russia than in some reference
countries. The second stage results
led to a drop in prices for 266 items,
which was, among other things, the
consequence and voluntary initiative
of the companies. Earlier, the
registration prices for 112 drugs were
reduced as a result of the first stage
of price monitoring, which affected
the Seven Nosologies Program and
ended in 2016.

BUSINESS

® An agreement was signed Between
Samson-Med and the government of

St. Petersburg for implementing an
investment project to create a plant
in the Pushkin region to produce
pharmaceuticals such as substances
and finished products. The volume of
planned investments is RUB 4.5 bil.,
the completion of construction is
scheduled for 2018, the payback
period of the project is 7 years.
The project was granted
the status of a strategic
investment project
of St. Petersburg,
which assumed the
allocation of land for
lease without bidding,
the provision of benefits
for rent, the possibility of
buying a site at a reduced price.

® The automated warehouse
complex of Katren was opened in

St. Petersburg, with a total area of
10.5 thousand sqg. m. with investments
amounting to RUB 1.2 bil. The new
logistics center is designed to service
the pharmacy organizations in St.
Petersburg, Karelia, Leningrad, Pskov,
Novgorod and Kaliningrad regions,
including applications formed by
end-users using Apteka.ru services.

FEBRUARY

STATE

@ Decision of the Government of
the Russian Federation No. 62 On
Conducting the Experiment on
Labelling Medicinal Products with
Control (Identification) Signs and
Monitoring the Medicinal
Products Turnover of
24.01.2017 was adopted.
It was assumed initially
that the experiment

will last from February
1to December 31,

2017, and a monitoring

system with mandatory labeling for
all drugs in circulation will come

into force from January 1, 2019. A
protest from a significant part of the
manufacturers resulted in shifting of
timing for one year. Amendments to
the Federal Law On the Circulation
of Medicinal Products (Federal

Law No. 425-FZ of December 28, 2017)
established that the labeling became
mandatory starting from January 1,
2020, with a phased introduction of
the monitoring system for various
categories of medicinal products. The
results of the experiment on labeling
of drugs purchased under the Seven
Nosologies Program made it possible
to identify secondary sales of such
drugs.

® Order of the Government of the
Russian Federation No. 227-r of
08.02.2017 approved the forecast
plan for privatization of the federal
property for 2017-2019. The list
includes the Moscow Endocrine Plant
and the St. Petersburg Scientific
Research Institute of Vaccines

and Serums and the bacterial
preparations manufacturer. The
initially listed Moscow State Plant of
Medical Preparations and the State
Chemical and Pharmaceutical Plant
were excluded from privatization
plans in October 2017.

BUSINESS

@ The St. Petersburg Research
Institute of Vaccines and Serums and
bacterial preparations manufacturerr
refused to supply Petrovax Pharm
with the necessary products for
the production of Grippol plus
Influenza virus antigens
(due to a lack of production
capacity). As an alternative,
Petrovax Pharm has the
opportunity to use antigens
of foreign origin, but in this
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case its vaccine does not meet the
requirement of localization of the full
production cycle, which is necessary
for deliveries in the national calendar
of preventive vaccinations. As a
result, the company was unable to
participate in the vaccine supply
auction in 2017, although it has been
a participant in the vaccination
program since 20009.

® Geropharm
announced the
withdrawal from
the Association \
of Russian

Pharmaceutical \
Manufacturers (ARPM),
whose activities, according
to the company, ceased to reflect the
interests of Russian manufacturers.
Half of the members of the ARPF

are also members of the Association
of International Pharmaceutical
Manufacturers (ARPM), and a
cooperation agreement has been
signed between the associations. The
main point of disagreement between
Geropharm and the majority of the
ARPM members was the standpoint
in relation to the introduction of the
three-stagepREFERENCES system,
when, in the presence of at least one
proposal for the supply of a drug
manufactureed using the domestic
substance, other products of local
production are not allowed for
trading.

This project was not approved by

the government, and the Ministry

of Industry and Trade proposed

a modified version of the «odd

man out» rule in July 2017, which
presupposes the provision of 25%
price pREFERENCES for the full cycle
drugs in the territory of the EAES. No
relevant legislative act was adopted
during 2017, and plans to provide
additional pREFERENCES to domestic
manufacturers of substances shifted
for the next year.

@ The Russia FAS Commission found
Rosmedkomplekt LLC, Etalon-Trading
LLC, Market Maker LLC, PIK LLC,
Intermedservice Company, Service-
Farm, LLC and Intermedservice

Pharma Company LLC guilty of a
cartel collusion when conducting
auctions for the purchase of
medicines and medical products.
The agreement, which resulted in
maintaining prices at more than
700 auctions, was effective from
2013. According to the Russia FAS
Commission,, the total income of its
participants as a result of winning
the auctions and concluding
state contracts amounted to
more than RUB 1, 391 mil. in
implementing the agreement.
The decision of the FAS
commission was directed to the
main department of economic
security and anti-corruption of the
Ministry of Internal Affairs to resolve
the issue of initiating a criminal case
based on Article 178 of the Criminal
Code (Limitation of competition).

@ Biocad announced its intention

to invest RUB 20 bil. during the

next 3-5 years in the construction

of manufacturing facilities in St.
Petersburg. One of the projects is the
construction and organization of a
preclinical research and production
center for chemical substances

and finished drugs. The volume

of planned investments is RUB

3.1 bil. of own funds, the project
implementation period is 2017-2027,
the construction period is 2 years,
the payback period of the project is
5.7 years. The facility with a total area
of 10 thousand sq m will be located
on a plot of 8 hectares in the Pushkin
district of the city.

MARCH
STATE
4

® The Good Pharmacy
Practice and the Good
Practice for Storage

and Transportation

of Medicinal Products
(orders No. 647n and No.
646n of the Ministry of Health

of August 31, 2016) came in force

on March 1, 2017. The Good Pharmacy
Practice contains a deliberately
impossible requirement to install

2017 EVENTS [l

equipment of pharmacies at a
distance of at least 0.5 m from the
walls or other equipment. Despite the
protests of professionals, no changes
were made to the order during 2017.

® Rostec State Corporation was
designated as the sole executor

of government orders to create an
information and analytical subsystem
(IAS) for monitoring and control over
the drugs procurement until 2018.
IAS is one of the key elements of

the Unified State Health Information
System, which is being handled

by Rostec in cooperation with the
Russian Ministry of Health (as the
sole supplier, the government’s order
No. 2424-r of December 19, 2013, as
amended on 7.03.2017).

® In March, IAS started working in
the test mode. At the beginning of
2017, the Ministry of Health of Russia
published draft resolutions of the
government on the approval of the
rules for operating IAS monitoring
and control over the drugs
procurement to ensure state and
municipal needs and the features of
the description of medicinal products
for human use that are objects

of procurement. Both documents
aroused criticism from the the expert
community and other regulators. In
2017, consensus was reached only on
the issue of the description of the
objects of procurement (Government
Decree No. 1380 of November 15,
2017).

Order of the Russian Ministry of
Health No. 871n of October 26, 2017
also approved the procedure for
determining the initial (maximum)
price (IMP) of drugs, which is
established at the state auctions.

BUSINESS

® Sanofi Pasteur (Vaccines
Unit of Sanofi) announced
that the final manufacturing
stages of the company'’s five-
valent combination vaccine
for the Russian market were
transferred to the manufacturing
site of Nanolec in the Kirov Region.
A full manufacturing cycle for a

Information used is provided by its own correspondents, official press releases, information foreign and domestic agencies



o 2017 EVENTS

ready-made dosage form is
scheduled to 2019.

@ Pharmstandard PJSC's
shares are excluded
from the list of
securities admitted to
on-exchange trading

of the Moscow Stock
Exchange. Earlier, the
extraordinary meeting of the
company'’s shareholders decided to
address the Moscow Stock Exchange
with a statement on delisting shares.
The mandatory buyout of shares
was completed in mid-December
2016, as a result of which the
Pharmstandard PJSC's shares were
concentrated in the Cyprus company
Augment Investments. In February
2018, minority shareholders won an
action for damages due to improper
determination of the price for shares
to be repurchased.

@ Nacimbio (as part of Rostec

state corporation) announced

that it has launched a project to
create a scientific pharmacopeia
center on the basis of the Research
Protein Substances Biosynthesis
Institute forming part of the
Nacimbio Research Institute. The
center will solve the problem of

the dependence of the industry on
foreign standard samples and will
promote the development of the
national pharmacopeia. It is planned
that the center created by Nacimbio
will produce standard samples

of pharmaceutical substances,
impurities, as well as biological
molecules and organisms necessary
for quality control of drugs.

® Nacimbio, Pharmstandard and
Kedrion Biopharma (Italy) signed an
agreement to create Kirov Plazma
JSC. The Kedrion Biopharma’s share
in the authorized capital is 25%,
Nacimbio and Pharmstandard - 37.5%
each. The purpose of establishing

a joint venture is to implement a
program for manufactering human
blood plasma drugs in Russia.

The drugs will be manufactured

at the Rosplazma plant in Kirov,

which property complex
was transferred by the
management of Rostec state
corporation to complete
the construction in April
2016. Nacimbio acted as
the only supplier of blood
products for the Ministry
of Health and its subordinate
institutions, as well as for other
ministries and departments in 2017.

APRIL

STATE

@ Protocols on the accession of

the Republic of Armenia to the
agreements on unified principles and
rules for the circulation of medicinal
and medical products within the
EEU of December 23, 2014 have been
ratified in Kyrgyzstan. Thus, the last
formal obstacle of the regulatory
and legal nature against the launch
of a single market of medicinal and
medical products within the EEU.
However, the single market did not
start functioning during 2017, which
was caused by delays with the
introduction of a single information
system for these markets in the
participating countries.

BUSINESS

@ PROTEK GK completed the
acquisition of Rapharma’s
pharmaceutical plant, a
full-cycle pharmaceutical
complex that

was designed in
accordance with EU

GMP standards.

The technical

equipment and
production capacities
allow Rafarm to produce up

to 1.5 bil. tablets per year, more than
62 mil. injection vials, 180 mil. hard
gelatin capsules, 18 mil sachets,

and more than 7 mil. bottles for
suspensions. The company has a
research and analytical laboratory,

as well as a pilot plant, which

makes it possible to carry out the
development of medicines for clinical
research and pharmacotherapy, to

scale up the development, to work
out the technology before launching
a new product into industrial
production.

The acquisition of such a significant
asset strengthens the potential of the
Protek Group’s production segment
based on the Soteks Pharmaceutical
Company, one of the most high-
tech and innovative pharmaceutical
companies in Russia.

® The NovaMedika Company
(Rusnano portfolio company) opened
a technology center in Moscow
for the development and pilot
production of drugs consisting of
a set of research laboratories and
manufacturing sites.

The technology center is designed
for the development of orally
administered combination drugs.
Investments in the creation of the
center amounted to RUB 945 mil.

@ Pharmstandard has reduced its
share from 96.93 to 46.93% in the
Ukrainian Pharmstandard - Biolik
JSC. Biolik plant located in Kharkov
manufacturers vaccines, serums,
blood products, hormonal, antiviral,
antibacterial drugs and other
products. Pharmstandard became
the company'’s largest shareholder in
2011-2013.

@ The Expert Council of the
Industrial Development Fund
(IDF) approved a loan under
the Development Projects
Program for St. Petersburg
Groteks LLC (Solopharm).,
Grotex plans to invest RUB
1.32 bil. In the third stage of
the plant, of which RUB 500 mil.
is a loan of the IDF.

MAY

STATE

® Government Decree of May 10,
2017 approved the rules for issuing
an opinion on the confirmation

of industrial production in the
territory of the Russian Federation
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and the criteria for confirming the
manufacture of industrial products
in the territory of the Russian
Federation.

The criteria include the existence of
a special investment contract (SIC)
containing an investor’'s commitment
to implement step-by-step the
requirements for industrial products
that have no analogues produced in
the Russian Federation, as well as to
execute documents confirming the
production of these products on the
territory of the Russian Federation
(for drugs, according to the Rules for
Determining the Country of Origin

of Goods in the CIS of November

20, 2009 in the form of
certificate of origin of
goods ST-1).

® The Ministry of

Health submitted
amendments to
regulatory legal acts
regulating the registration
and re-registration of prices

for VED for public discussion. A new
approach involves the transition
from a cost- to an indicative pricing
method. The Ministry of Health also
proposed to re-register prices for all
VEDs in circulation in 2018 and adopt
appropriate rules.

During the public discussion, the
proposals of the Ministry of Health
were sharply criticized by the expert
community and other regulators,
primarily in terms of limiting the
profitability level for pricing for original
drugs and lowering coefficients for
generics and biosimilaras. In February,
the Ministry of Economic Development
and Trade gave a negative opinion

on the assessment of the regulatory
impact of the proposed amendments,
which introduce redundant duties,
prohibitions and restrictions for market
players, and are associated with
unreasonable costs for both business
community and budgets of all levels.
In particular, the costs for the total
re-registration of the maximum selling
prices for VED were estimated by the
Ministry of Industry and Trade at RUB
117.5-114 bil.

BUSINESS

@ Marathon Group has set up
Marathon Pharma Holding, which
comprises the SIA Group, the
production assets of Soyuz, BioCom,
Bentus Laboratories, and the retail
pharmacy chain Mega Pharm.

@ Marathon Pharma acquired a
controlling stake of 50.01% in Fort
LLC, a biopharmaceutical production
plant in the Ryazan Region, which is
part of the Nacmbio holding company
(owns 251%).

@ Biocad announced plans to build
a chemical and biological plant in
Turku, Finland, one of the leading
pharmaceutical clusters in
the EU. Investments in
the project will amount
to more than EURO 25
mil. The area of the
plant is more than
3.5 th. sq m, the project
implementation deadlines are
2018-2025 (including the stage of
construction - three years).

® NovaMedica (Rusnano'’s portfolio
company) has started construction of
a plant for the production of sterile
injectable drugs in the territory of
Vorsino industrial park in the Kaluga
region. Pfizer is the key partner and
co-investor in this project, which is
going to localize the production of 30
of its drugs.

In December, the interdepartmental
commission approved the application
of NovaMedica for the conclusion of
the SIC for the project.

@ The first stage of the plant for
the production of Pharmasintez-
Nord cancer drugs was opened
on Novoorlovskaya site of St.

to be built in the future.
The total investment in
the project shall amount
to RUB 2.5 bil. On top

of that, Pharmasintez
has factories in Irkutsk,
Ussuriisk, Bratsk and Tyumen.

Petersburg. Three more lines \ \J
of the plant are planned \\\\“__,

\ R - q?_
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® Ishvan (India) and Nacimbio set

up a company with the interest
allocation of 51% and 49%,
respectively. The joint venture was
set up to manufacture drugs for

the treatment of hepatitis, HIV and
tuberculosis, as well as vaccines in
Russia. Investments in the project are
estimated at USD 80 mil.

STATE

® Amendments have been made to
the rules for compiling the lists of
medicinal products for human use
and the minimum assortment of
medicinal products required for the
provision of medical care approved
by Government Decision No. 871 of
August 28, 2014. A new requirement
was introduced, according to which
the inclusion of new items in the
list of expensive drugs (and the
deactivation of alternative drugs)
should not result in an increase of
the budgetary allocations provided
for in the federal budget for the
corresponding financial year and
for the target period. The grading
of the scores of drugs on the basis
of the availability of production
(localization) in the territory of

the Russian Federation has also
been changed by the amendments.
The grading from 0 to 7 scores

was introduced, depending on

the degree of localization, as well
as the concluded contract, which
presupposes the creation of a
medicinal product in the Russian
Federation, including manufacturing
of a pharmaceutical substance.

BUSINESS
@ Sanofi announced the start of
export of insulins produced
at the Sanofi-Aventis
Vostok factory in the
i Orel region to the EU
& countries. Sanofi-
; Aventis Vostok plant is
' a full cycle facility for
the production of modern

insulin.
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@ Cadila Pharmaceuticals (India),
specializing in the production of
generics, announced its intention
to build a pharmaceutical plant in
Pushchino, Moscow region, with an
investment of about USD 50 mil.

@ In addition to Pharmstandard, at
which facilities the production of the
original drug Revlimid Celgene

was localized, Nativa with the
generic Lenalidomidative
also submitted the
applications for
participating in the
procurement auctions

for INN lenalidomide

within the Seven Nosologies
Program. In March, Celgene filed

a lawsuit against Nativa in connection
with the violation of the Revlimid
patent that was valid until July 2022.
In its turn, Nativa filed the lawsuits
demanding to provide it with a
compulsory license to produce
lenalidomide. Revlimid purchases
were made on the basis of the

valid patent under the high-cost
nosologies program in 2017 (similarly,
another biosimilar Metiblastan,
Laboratorio Tuteur, was eventually
not allowed to participate in auctions
in 2016). AstraZeneca, Bristol-Myers,
Boehringer Ingelheim, Pfizer, Novartis
also filed legal claims against Nativa
due to infringement of patent rights
for their products.

® The St. Petersburg Government
and Active Component JSC entered
into the agreement to build a plant
for the production of substances.

It was also planned to implement
the concept of the scientific and
industrial platform Life Science

Park on the basis of the plant with
the participation of St.Petersburg
State Chemical and Pharmaceutical
University and other relevant
partners. Investments in the project
were estimated at RUB 2 bil., the
launch was scheduled for early 2020.
Thanks to the new plant, the volume
of production of the company’s
substances, including those intended
for export, will grow from 40 to 140
tons per year.

JULY

STATE

® Legal Acts No. 223-FZ On
Procurement of Goods, Works and
Services by Individual Types of Legal
Entities and No. 44-FZ On the Federal
Contract System were amended to
establish that pharmacies that are
state and municipal unitary
enterprises can carry out
commercial purchases
in accordance with
No. 223-FZ. This is how
they acted before the
beginning of 2017, when
the introduced amendments
obliged the state and municipal
unitary enterprises to carry out
purchases regardless of the sources
of their financing in accordance
with No. 44-FZ. The current situation
aroused the wave of corporatization
of pharmacies that were in state and
municipal ownership, as well as a
significant increase in purchases of

regional pharmaceuticals in late 2016.

@ Russia has signed a law on

the adoption of the Protocol on
Amending the Agreement on Trade-
Related Aspects of Intellectual
Property Rights, which extends the
potential for use of the compulsory
licensing mechanism by WTO
members. The Protocol established
that WTO members with insufficient
capacities in the pharmaceutical
sector may, in case of emergency,
seek the assistance of other WTO
members to provide the required
quantity of medicinal products.

® The Government approved
(Decree No. 1473-p of 12 July 2017)
a list of products (goods,
works, services) subject to
export support by federal
executive authorities. The
adopted decision is aimed
at supporting non-resource
exports and strengthening
the positions of the Russian
economy sectors. The list includes,
among others, the pharmaceutical
and medical industries.

® Law No. 242-FZ on the issues of
application of information technology
in the health sector dated July 29,
2017 was adopted. The law introduced
the use of telemedicine technologies,
involving remote medical supervision
and patient consultations (the
diagnosis must be made in person).
Changes have also been made to

the legislation providing for the
creation of the Unified State Health
Information System (USHIS), which
aims to unite and develop existing
systems and ensure access of citizens
to healthcare services in electronic
form. Amendments to the Federal
Law On the Circulation of Medicines
introduced the possibility of issuing
prescriptions for medicinal products
in the form of electronic documents.

@ Russia FAS initiated inspections

in Biocad and Pharmstandard,

which were suspected of cartel
collusion for purchases under the
Seven Nosologies Program. In late
October, the FAS announced that

the conducted inspections did not
reveal violations of the antimonopoly
legislation.

BUSINESS

@ Bionorica SE 10 started
construction of a phytopreparation
plant with a capacity of 120 mil.
blisters per year in the territory
of the Maslovsky Industrial Park
in the Voronezh region. In the
future, the capacity of the plant is
expected to expand to 200 blisters
per year. The total investment in
the project was estimated at RUB
4-4.5 bil. Sotex shipped the first lot
of medicines to Ecuador, thereby
initiating cooperation with Latin
American countries. To date,
the pharmaceutical
market of this region
is one of the most
promising and
rapidly developing
in the world, which
makes it attractive for
many manufacturers.
Sotex, which has a rich
experience of successful work with
the countries of near and far abroad,
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plans to occupy its niche in the Latin
American market.

® An agreement was reached on

the transfer of management by the
affiliated pharmacy chains Raduga,
Pervaya Pomoshch, Ladushka,
included in the Rosta Group, to the
Erkapharm Group. The transaction in
acquisition of the pharmacy business
was closed in November 2017.

AUGUST

STATE

® The Ministry of Health of Russia
has presented a draft program of
state guarantees for free medical
care for 2018 and the planned period
of 2019 and 2020. The program was
finally approved by Government
Decree No. 1492 of December 8, 2017.
In 2018, it is planned to increase

the financing of the program out of
the funds of the mandatory health
insurance system (an increase will
amount to RUB 333 bil.) and increase
tariffs for all types of medical

care within the framework of the
basic mandatory health insurance
program. A number of new provisions
appearing in the program
of state guarantees are
aimed at improving

the treatment of

cancer patients, the
development of
palliative care, and

the expansion of
medical rehabilitation
programs. In addition, six
types of high-tech medical

care have been included in the

basic mandatory health insurance
program. An additional method of
capitation standard rate payment has
been introduced in order to improve
the situation with the provision of
medical care in rural and hard-to-
reach areas.

BUSINESS

® Nacimbio (part of Rostec state
corporation) was appointed as the
sole supplier of purchases by the
Federal Penitentiary Service of Russia

for 2017-2018 with regard to
the list of 24 INN medicines
(anti-tuberculosis

drugs, antibiotics,

etc.) and 11 types of
medical equipment
(including X-ray machines,
mammographs, ultrasound
scanners, endoscopic devices, etc.)
(Decree No. 1721-r dated 10.08.2017).

® The management of Rostec state
corporation and the investment
company Marathon Group signed
an agreement for combining
pharmaceutical assets to create a
federal-level company, which will
include enterprises of Nacimbo
holding company, as well as the
distribution and production assets
of Marathon Pharma holding. In
February 2018, a transaction was
being prepared for the purchase
of 25% of Marathon Group and one
share of Nacimbio in exchange for
49% shares of SIA Group.

SEPTEMBER

STATE

® The Ministry of Health submitted
to the government a draft
Health Development
Strategy until 2025. The
strategy envisages the
creation of a national
patient-centered
healthcare system
in Russia, a system
that unites all medical
organizations regardless
of the form of ownership and
departmental affiliation, functioning
on the basis of uniform rules
and norms. The main directions
of the strategy implementation
include the completion of the
creation of a three-level medical
care system, the development
and implementation of national
clinical guidelines (treatment
regimens), the development of an
emergency medical care system in
the remote areas, the introduction
of telemedicine technologies,
subsystems of the Uniform State
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Health Information System,
Integrated Automated
System in the procurement
\ of drugs and medical
products, development
of personalized medicine,
the introduction of an
automated system for
monitoring the movement of drugs
and medical products from the
manufacturer to the end user, etc.

® The international operation
conducted under the auspices of the
General Secretariat of Interpol, which
was code-named Pangea X to identify
and suppress the illegal sale of drugs
via the Internet was completed in
September. In Russia, the Ministry of
Internal Affairs, the Federal Customs
Service and Federal Service for the
Supervision of Public Health and
Social Development took part in the
operation. About 700 sites and ads
on social networks were identified,
which offered for sale prescription
drugs. The Internet resources were
blocked and deleted, and criminal
cases were instituted on the facts of
fraudulent actions, production, sale
or importation of falsified drugs and
medical devices into the territory of
the Russian Federation.

BUSINESS

® The Moscow Region Government
and Gedeon Richter-Rus concluded
an agreement on the modernization
and expansion of the company'’s
production facilities. The volume

of investments in the project

will amount to RUB 1 bil,, the
implementation deadlines are until
the end of 2020. The company will
be granted privileges for income tax
and exemption from property tax in
respect of the facilities introduced
for a period of 4 years.

® The company, which belongs

to a member of the 36.6 Board

of Directors, acquired Pharmacor
pharmacy chain. At the time of the
transaction, the Pharmacor chain
comprised 204 pharmacies, most of
which were located in St. Petersburg
and the Leningrad Region.
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® Pharmasynthesis announced

the creation of a subsidiary
Pharmasintez-Hemi, which will plan
and build a plant for manufacturing
pharmaceutical substances in
Usolye-Sibirskoye. The production
volumes will amount to thousands
of tons of active substances

per year. It is planned to create

2-3 thousand jobs, to invest more
than RUB 10 bil. in the project.

® Mir-Pharm Kaluga approved

the status of the resident of
Kaluga Special Economic Zone.

The company plans to create a
production of pharmaceutical
substances with a capacity of more
than 40 tons of products per year
in Borovskoy district of the Kaluga
region. Investments in the project
will be about RUB 1 bil.

@ Biocad won a competition held by
the Department of Health of Moscow
for the supply of cancer drugs in the
amount of 22 INNs. The competition
was won from R-Pharma, whose
proposal, having priority for the
price, did not comply with the
tender documentation for the
required specification. The price of
the contract concluded with Biocad
was reduced to the level proposed
by R-Pharm and amounted to RUB
14 bil. Biocad as the winner of the
competition took upon itself the
investment obligations to invest at
least RUB 3 bil. in the construction
or modernization of the plant for
the production of drugs from the
INN list in Moscow. Packing and
issuing control should be in place
within three years, the production
of ready-made dosage forms and

a complete production cycle for

two INNs, including pharmaceutical
substance, in four years. Supplies
of drugs under the contract will be
carried out in 2021-2027.

OCTOBER

STATE

@ The revised priority drugs lists
for 2018 (the lists were not updated

for 2017) were published under
Government Order No. 2332-r of
October 23,2017.

The VED list has been added with
60 INNs (6 have been excluded) and
8 new dosage forms for INNs that
were already included in the list. A
list of medicinal products for

the provision of certain
categories of citizens
was added with 25 L
INNs and two new
pharmaceutical forms,
a list of expensive
drugs with three INNs.

BUSINESS

@ The Russian division of

B. Brown Medical reported plans to
invest more than RUB 3 bil. within

5 years in the development of its
production in the Tver region. The
German company owns Gematek
factory for the production of infusion
solutions in polyethylene bottles
using the «blow-fill-seal» technology.
The company plans to build an
industrial and logistics complex

with phased commissioning of
manufacturing of medical products,
sutures, orthopedic implants and
disinfectants in the existing areas
and the neighboring site.

® The transaction in acquisition of a
10% stake in R-Pharm by the global
trading and investment company
Mitsui & Co., Ltd. headquartered in
Japan was closed. It is expected that
the involvement of the Japanese
partner will expand the possibilities
of R-Pharm to promote its inventions
in the international market, and also
to obtain licenses for localization

of innovative medicines developed
by Japanese and other international
companies on the Russian market.

@ Sotex took part in the CPhl
Worldwide international exhibition,
presenting ample opportunities for
cooperation and active work in the
European market to the professional
audience. These opportunities

are primarily connected with the
availability of a GMP EU certificate
issued by the Portuguese National

—

Institute of Pharmacy and Medicines
following a thorough audit of Sotex
production. In addition, in October
2017 the company received a
registration certificate of the Czech
Republic, the presence of which gives
the right to export drugs produced in
Russia to the European Union.

@ The special investment
contracts (SPIC) have
been signed with Sanofi
and AstraZeneca, which
have their factories in
Russia. The Sanofi-Aventis
Vostok plant in the Orel
region plans to further deepen
the localization of the production
of the innovative next-generation
insulin to the stage of the finished
pharmaceutical form within the
framework of the SPIC in 2019, as
well as further development of the
export potential to supply modern
insulins produced in Russia to the
foreign countries. It is planned
to transfer technologies at the
AstraZeneca plant in the Kaluga
region to localize the production of
10 socially significant products of the
company (investments in the project
will amount to more than RUB 1 bil.).
The SIC guarantees the invariability of
tax and regulatory conditions for the
implementation of projects, as well
as obtaining a local status for drugs.

NOVEMBER

STATE

® Government Decision No. 1380

of November 15, 2017 was adopted
to establish requirements for the
description of drugs as objects of
public procurement. The Resolution
came into force on January 1, 2018.
The procurement documents shall
specify the INN, the pharmaceutical
form of the drug, its dosage and the
remaining shelf life. It is also pos-
sible to indicate the route of admin-
istration, and the age of the child
for children’s drugs. There is a ban
on the indication of certain dosage
units when it is possible to convert
to other measurement units, the vol-

Information used is provided by its own correspondents, official press releases, information foreign and domestic agencies



ume of filling of the primary packag-
ing and the release forms, auxiliary
substances, the number of units in
the secondary packaging, as well as
other characteristics contained in the
package inserts pointing to a specific
manufacturer.

® The Government submitted to the
State Duma a draft Federal Law On
Amendments to Certain Legislative
Acts of the Russian Federation
Regarding Retail Trade in Medicinal
Products by Distance Selling. The
law designed to regulate the trade
in pharmaceutical products via the
Internet shall attach the right to
carry out retail trade in OTC
drugs for human and veteri-
nary use by distance selling
and prohibit such trade

in prescription drugs. The
law was passed by the State
Duma in the first reading in
December 2017.

® The Government submitted to the
State Duma a draft law on introduc-
ing amendments to the Federal Law
On Circulation of Medicines, which
is fundamental for the development
of contract production. The law shall
resolve the issues of state registra-
tion of medicinal products produced
on one production site related to
one INN, but having different trade
names. The amendments also intro-
duce the possibility for foreign
companies to provide a copy of the
decision of the authorized body to
conduct inspections in the registra-
tion dossier, as well as other sets of
documents, in the absence of a state-
ment of compliance with Russian
good manufacturing practice.

BUSINESS

® A new pharmaceutical plant
Velpharm equipped with five
production lines was commissioned
in Kurgan. It is planned to produce
annually up to 150 mil. ampoules of
injectable solutions, 80 mil. packs
of tablets, and 20 mil. packs of hard
capsules. The volume of investments
in the construction of the plant
amounted to RUB 1.6 bil.

DECEMBER

STATE

@ Russia adopted a law on the
ratification of the Council of Europe’s
Medicrime convention aimed at
combating the falsification of medical
products and similar crimes that
threaten the health of the population.
In preparation for the ratification of
the Convention, in December 2014
the Criminal Code of the Russian
Federation introduced amendments
to the law which established the
liability for the illegal manufacture
of drugs and medical
products, handling of
falsified, inferior and
unregistered medicines
and supplements, and
for forgery of drug
documents and drug
packaging.

® The Ministry of Industry and
Trade published a law granting to
trade organizations the right to
sell over-the-counter drugs, if they
have a license for pharmaceutical
activities. This innovation has been
discussed since 2014, meeting
consolidated resistance from the
retail pharmaceutical community and
the Ministry of Health.

BUSINESS

® Augment Investments
(Cyprus), which owns the
Pharmstandard shares,
and its affiliates bought
out 12% of the minority
shareholders of

Otcpharm PJSC, thereby
consolidating 991% of

the company’s shares.
Over-the-counter business
in the form of Otcpharm was
singled out from Pharmstandard
in 2013, and IPO was held on the
MICEX in 2014.

® The Russia FAS Commission

found Invamed LLC, Micromed LLC,
Medprofile LLC, Prommedzakupka
LLC, Medtorg LLC as guilty of creating
a cartel in order to maintain prices
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at 360 tenders for the supply of
medical products for the needs

of health organizations in the
territory of 28 regions in 2015-2017.
The total amount of concluded
state contracts amounted to more
than RUB 2.5 bil. According to the
Federal Antimonopoly Service, the
antimonopoly authorities disclosed
cartels when carrying out about

6 thousand tenders for the supply
of drugs and medical products for
a total of more than RUB 23 bil. in
2015-2017.

® The SIC for creating a full
production cycle of insulin
preparations and its analogues
was signed with Geropharm. Under
the SPIC, the company undertakes
to invest about RUB 1.5 bil. in the
construction of the second line of
the modern production complex in
Pushkin district of St. Petersburg
(total investment of RUB 3.3 bil.) The
test launch of the first stage of the
plant took place in September 2017.

® The presidential decree approved

the decision to transfer Rostec

state corporation as a property

contribution to a 100% stake in

ON. Semashko Moscow Chemical-

Pharmaceutical Production

Association, which is in federal

ownership. The relevant government

order to execute the decree was
adopted in January 2018.

@ Nizhpharm JSC (Stada
CIS) filed a lawsuit for
recovery of RUB 1.59

bil. against Rainbow
Production CJSC.
Earlier in March
2017, a contract was
concluded against
a pledged part of the
movable property of the
Petersburg plant Rainbow Production,
in order to settle the debt of the
Rosta Group before Stada. Rosta
failed to fulfill its obligations, and
the property was seized. At the
end of January, Rosta was declared
bankrupt, and a surveillance
procedure was introduced.
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