AHATI3 POCCUCKOrO GAPMPBIHKA

Cerment OHJIC/«7 HO30mMOTIIT»

B 2017 . 06'’b€M COBOKYITHBIX IIOCTABOK 110 mporpammam OHJIC' 1 «7 HO30710-
I'HF> B KOHTPAKTHBIX IleHaX, mo ganubeM IQVIA, cocraBua 114,51 mapp pyo.
(1,97 mapp pomn.) (puc. 1). Ilo cpaBHEHHIO C MPEIBIAYIIUM T'OAOM B HAIU-
OHAJIBHOM BAIIOTE CETMEHT BHIPOC HA 6,5%, B JOIAPOBOM IKBHBAJIEHTE -
Ha 20%. B HATYpaIbHBIX MIOKA3ATE/AX OCTABKA CHU3HIHNCh HA 1% M cocTa-

BHIH 79,77 MIpJ YIIAaKOBOK.

3HAUUTENBbHOE BAMAHUE HA 3AKYIIKU
110 IIporpamme «7 Ho3onorui» B 2017 1.
okazano nposeseHHOe PAC CpaBHH-
TEJIbHOE MEAKIYHAPOAHOE LIEHOBOE
HCCIIEJ0BAHHE 10 HOMEHKIATYPE I'0C3a-
KYTIOK (De/iepalbHOIO YPOBHA (IEPBBIi
aram). ITo pesynbrataM 3T0T0 HCCIENO-
BAHHUA MHOTUE KOMIIaHUU-IIPOU3BOJU-
tenu B koune 2016 - mawane 2017 1.
ObUIM BBIHYAZICHBl IIEPEPETHCTPHPO-
BATh IICHBI Ha IIPENaparsl, BXOAAIIME
B IIPOIPaMMy «7 HO30JIOTHi», B CTOPO-
HY CHIDKEHHMA (TIPUYEM 3TO KACAIOCh
KaK OpPUTHHATOPOB, TAK PKEHEPUKOBBIX
KOMIIaHUI).

Kak ciejcrsue, mIpu 3HAYUTENLHOM
YBEIMYEHUN HATYPATbHBIX OOBEMOB
3AKyIIOK I10 IIPOTPaMMe «7 HO30JIOTHil>

(Ha 29%) pocT B CTOMMOCTHOM BBIpa-
JKEHIH COCTABIUT TOMBKO 16% (puc. 2).
[lng Bcedl IPOrpaMMbl B LIEJOM IIE€HBI
KaK TaKOBbI€ CHU3WINCH Ha 13% (MHIEKC
nen cocrasun 0,87). IIpu 3TOoM Habmo-
JATICh HEOOMBIINE TO3UTUBHbIE CTPYK-
TYPHBIE CJIBUTH, B PE3Y/IBTATE YETO CPEJI-
Hep3pemeHHas 1eHa (CBLI) 3a ynmakoBky
CHM3WIACh IPUMEPHO Ha 11% (puc. 3).

Homenxnarypsl OHJIC nepeperucrpa-
1y 1eH B 2017 T. TOYTH He KOCHY/IACh.
B cBa3u ¢ 3TMM O0lIEE CHIDKECHUE IIEH
KaK TAKOBBIX B PAMKAX 9TOH IIPOTPAMMBI
COCTABHIIO TOTBKO 6%. [IPH MOOKHUTEb-
HBIX CTPYKTYpHBIX ¢aurax CBII moyrn
He u3MeHW1ach (puc. 3). Hebombiuoe
CHIKeHHE TocTaBok 1o OHJIC 6bu1o
XAPAKTEPHO KaK I HATYPAIbHBIX, TAK

U CTOUMOCTHBIX PYO/IEBBIX OOBEMOB
3aKyNOK (puc. 2). JlaHHAA TEHJEHIUA
OOBACHAETCS TAKKE TEM, YTO YHCIIO
y4acTHHKOB Iporpammel OHJIC He yse-
JINYUBACTCAL.

B 10m1apoBOM 3KBUBAJIEHTE IOCTABKU
o OHJIC Beipociu Ha 14%, a o Tpo-
IpaMMe «7 HO30/M0rui> — Ha 40%.

«7 HO30M0rui»

B 2017 1. B paMKax BC€X HO30JOIHU-
YECKUX CEIMEHTOB HAOMIONAIOCH YBeE-
JMYCHUE 3AKYIOK B YIAKOBKAX, HpU-
4yeM B OOJBIIMHCTBE CETMEHTOB POCT
cocTaswI 0ko0 30% u Boite. Hau6onee
3HAYUTENBHBI POCT IPOAAK B HATY-
PAILHOM BBIPKCHUHU OBbUT XapaKTepeH
11 OHKOI'€MATOJIOTMYECKUX IIPEnapa-
TOB (+44%), XOT B PyOIAX 3aKyIKU
3TOU TPYIIIBI COKPATWINCH NPUMEPHO
Ha 3%. OTpULIATeNbHAA JUHAMUKA 1IPO-
J2K B CTOUMOCTHOM BBIPAKEHUU ObLIA
XapaKTepHa TAKKe 1A IPYNIbl UMMY-
HoZlenpeccanToB (-6%). B oCTasbHBIX
CETMEHTAX MOCTABKU B PYOJAX BBIPOC-
JY, TIpU4eM HauGojee 3HAYUTETbHBINA
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PUCYHOK 9 [VHaMUKa cpeiHeB3BeLIEHHbIX PO3HUUHbIX LieH OHJIC/ «7 Ho3onoruiy, 2017/2016
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pocT OBLT XapaKTEpEeH /I CErMEHTa
neyeHus remopummu (+41%) (maon. 1).
DTO €IUHCTBEHHBIM HO30JO0THYECKUM
cermeHr, rae CBII BBIpOC/IH, a HE COKPa-
THITUC.

FrEMoOdunna

[Ipn yBeJMYeHUU IOCTABOK Ipenapa-
TOB JUIA JIEYEHUSA TeMO(WIMU B yIa-
KOBKaX Ha 29% CTOMMOCTHBIE OOBEMBI
BBIPOCTA Ha 41%, YTO ONpPENENAIOCh
nossimenueM CBI Ha 9%. B 2017 r.
JONA JaHHOM TPYIIIBl IPENapaTos
B CTPYKTYpPE 3aKYNOK IO IIPOrpamme
«7 HO30JIOTUI> B CTOUMOCTHOM BbIpa-
KE€HUM BBIPOCIA OTHOCUTENBHO IIpeE-
JBIAYIIEro roga Ha 5% — ¢ 27 po 32%
(mabn. 1).

OTHOCUTENTBHO HEBBICOKAS AUHAMHKA
npogax (+7% B HATYPaIbHOM BBIPA-
JKEHUH 1 +9% — B CTOUMOCTHOM) ObUIA
XapakTepHa JUI Ipenaparos (hakropa
csepreiBanysd Kposu YIII, moayyaembix
13 IUIA3MBI KPOBU. B pesynbrare noms
MHH Factor YIII B ofmeit CTpyKry-
pe B3aKyNOK CErMEHTa CHHU3UIACh
10 CPABHEHHUIO C MPEABIAYIIUM T'OOM
Ha 10 .. u cocrasuna 48% B yIIaKOB-
Kax u 28% B pyosmsix, CBL npu stom
[OoYTU He u3MeHwmaach. I'pynma MHH
MPEJCTABIEHA IMHUPOKUM MEPEeYHEM
MIPOJYKTOB, OJHAKO IPENapaTbl KOM-

nanuit Octapharma u Baxter Int. BmMe-
CTe TO-IPEKHEMY 3AHUMAIOT JIbBUHYIO
JOJIIO PBIHKA, IIPH 3TOM 110 CPABHEHHIO
C TIPEABAYIIUM TI'OAOM OHA YBEIMYH-
71ack ¢ 67 10 76%.

Pocr nocraBok (pakropa CBEPTHIBAHUA
Kposu IX, IOJy4aeMOro M3 IUIA3MBI
KpoBHU (+29% B pyb., +33% B yHaKOB-
Kax, - 3% CBII), compoBoxancs Tpex-
KPATHBIM POCTOM 3aKYIIOK IIP€Iapara
OxraHafiH @ (PpUIBTPOBAHHBIN) KOM-
nanun Octapharma, Jong KOTOPOIo
B 00meM oObeMe 3aKyIOK B HaTy-
PAJILHOM BBIPAXKEHUU COCTaBUIA 71%,
2 B CTOMMOCTHOM - 64%. OKraHAiH
® 3paunTeNbHO MOTECHUI MMMyHUH
(Baxter Int), 1 0co6eHHO AuMa(uUKC
(Kedrion), koTopble B IIpEABLIYIIEM
TOJy COCTABUIU, COOTBETCTBEHHO, 42
U 23% BCEX 3aKyIOK, a B 2017 I. — TO/b-
KO 20 u 3%. XapakrepHo, 4TO 3aBep-
IAI0IMUE  CTaJuud  NPOHU3BOACTBA
u Aumadukca, u OxrananiHa O,
U €ele OJHOIO Ipemnapara (pakropa
CBEPTHIBAHMUA KPOoBH IX — MOHOHAlHA
(CSL Behring GmbH) umeloT n10Kanu-
3110 32BEPLIAIONMIMX CTAAUH IPOU3-
BOjicTBA Ha CKOMUHCKOM (papmaries-
THYECKOM 34BOJIE.

SHAYUTENBHO BBIPOCIN 3AKYIIKH PEKOM-
OUHAHTHOTO (DAKTOpPa CBEPTHIBAHUSA
VIIa - Eptacog alfa (activated) (+41%

B YIaK. ¥ +36% B py0.). [loOMUHHpYIOIHE
HO3UIIUU B ITOM CETMEHTE 3aHHMaeT
Koarnn-YII mpoussoacrsa <'EHEPUYM».
OcO6EHHO BBICOKHE TEMBI POCTa IIPO-
max B 2017 1. (+65% B ymak, +78%
B py0.) OBUIM XapaKTEpHBbI I IIpera-
para Agseir (Baxter Int), pexomo6u-
HauTtHoro (paxropa VIII (MHH Octocog
alfa, ynmakoBka JIOKQIM30BaHA HA MOII-
HOCTAX «bHOKaza»), cocrasusiero 15%
cerMeHTa. IIpoio/KMICS TakKe ole-
PEXAOMMNA 110 OTHOWIEHHUIO KO BCEMY
CEIMEHTY POCT 3aAKYIOK emle Tpex MHH:
PEKOMOUHAHTHOIO (DAKTOPA CBEPTHIBA-
nug kposu VIII - MHH Moroctocog
alfa  (Oxrodaxrop, JTEHEPUYM>),
AHTUUHTUOUTOPHOIO  KOATyISHTHOIO
xomiuiekca (deriba, Baxter Int) u ax-
topa VIII B koMOuHAIUM € (HAKTOPOM
Buinebpanaa (32 cuer mpemapara
Bunare, Octapharma). B peaynbrare
001as 0/ TUX HPENapaToB B HO30-
JIOTHYECKOM CErMEHTe BBIpOCHa ¢ 26
110 32% (8 2016 1. 0Ha cocrabIa 4,6%).
JlupepoM  cerMeHTa  IPenaparos
I JiedeHus TreMo(WInU  OCTaer-
ca Baxter Int, mpojaxu KOTOPOTO
II0 CPAaBHEHMIO C IIPEIBLIYUIUM IOfIOM
BBIPOC/IN Ha 429% B CTOUMOCTHOM BBIPa-
JKEHUU, U OH COXpaHwi1 gomo 38%.
Ha Bropom Mecre eme Gonblie yKpe-
nwics «TEHEPUYM», ubs 10/ BBIPOC-
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TAB/INLA o CTpyKTypa NoCTaBOK Mo Nporpamme «7 HO30/0rnii», 2017/2016

Jlons oT 06wwMX 3aKynoK

Hosonorumn MHH Toprosoe HanmeHOBaHue Kopnopauus (py6., KOHTPAKTHbIE LEHbI)
2017 2016 Mpupoct K 2016
Imiglucerase Lepesum Sanofi-Aventis 2,3% 2% 26,7%
Imiglucerase, utor 2,3% 21% 26,7%
bonesHb Nowe -
Velaglucerase alfa | BMNPUB Shire Human Gen.Th 0,4% 0,3% 75,7%
Velaglucerase alfa, utor 0,4% 0,3% 75,7%
bonesHb lowe, utor 2,7% 2,4% 32,0%
. Koarun-Vll Generium ZAO RF 4,8% 41% 32,4%
Eptacog alfa (activated) -
HosoCaBeH Novo Nordisk 0,5% 0,3% 82,0%
Eptacog alfa (activated), utor 5,3% 45% 36,0%
AIMMYHUH Baxter Int 0,6% 1,0% -38,5%
Aumacpmkc Kedrion 0,1% 0,6% -80,7%
Factor IX y
OktanamH ® Octapharma 18% | 06% 2392%
(hunbTpOBaHHbIN)
MoHOHaH CSL Behring Gmbh 0,3% 0,2% 61,8%
Factor IX, utor 2,7% 2,4% 29,8%
OkTaHat Octapharma 3,5% 3,0% 34,5%
FeMOKTUH cAT Biotest Pharma 0,1% 0,1% 39,2%
remochun M Baxter Int 21% 2,0% 19,8%
KoanT-ABWU Talecris Biotherap 1,0% 1,2% -0,2%
Factor VI -
bepuarte CSL Behring Gmbh 1% 1,6% -21,5%
Femochunus NmmyHaT Baxter Int 1,4% 1,5% 9,8%
DaHgu Grifols S.A. 0,0% 0,2% -100,0%
Imoknot A.U. Kedrion 0,0% 0,2% -97,4%
Factor VIII, ntor 91% 9,6% 9,2%
Pekom6uHaT Baxter Int 0,0% 0,1% -100,0%
Octocog alfa .
Anseunt Baxter Int 4,9% 31% 84,9%
Octocog alfa, utor 4,9% 3,2% 78,0%
Factor Vil inhibitor Deii6a Baxter Int 33% | 22% 70,5%
bypassing fraction
Factor VIl inhibitor bypassing fraction, utor 2,2% 3,3% 2,2%
Moroctocog alfa | OkTothakTop Generium ZAO RF 4,2% 2,5% 88,6%
Moroctocog alfa, utor 4,2% 2,5% 88,6%
factor von willebrand + Bunare Octapharma 1,6% 0,7% 164,2%
factor VIII remare CSL Behring Gmbh 1,3% 1,4% 5,8%
factor von willebrand” factor viii, utor 2% 2,9% 21%
Femochunus, ntor 32,4% 26,7% 40,6%
. . Somatronin PacTaH Pharmstandart* 0,3% 0,3% 16,1%
i B
H";:i?ﬂ'fap'*b"" P HopauTponus Hopauflet | Novo Nordisk 0,0% | 0,0% -100,0%
Somatropin, utor 0,3% 0,3% 16,0%
MMNoM3apHblil HAHWU3M, UTOT 0,3% 0,3% 0,3%
Dornase alfa NMynbmo3nm Roche* 2,8% 2,8% 15,2%
Mykosucunaos
Dornase alfa, ntor 2,8% 2,8% 15,2%
MykoBunCUMA03, NTOr 2,8% 2,8% 15,2%
KonakcoH-TeBa Teva* 0,0% 2,5% -99,9%
Glatiramer acetate Akcornatupan OC Nativa* 51% 53% 10,6%
Fnatupat R-Pharm ZAO RF* 0,9% 0,0% %
. Glatiramer acetate, utor 6,0% 78% -11,3%
PaccesiHHbIN X
cKnepo3 CUHHOBEKC Cinnagen CO 2% 1,7% 41,0%
FeHakcoH Laboratorio Tuteur 4,4% 3,8% 35,0%
Interferon beta-1a
pebuc 22 Serono 0,3% 0,1% 190,8%
Pebud 44 Serono 31% 3,5% 3,5%
Interferon beta-1a, utor 9,9% 91% 26,5%
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TABnmuAc(OKOHHAHME) CTpyKTypa NOoCTaBoK Mo Nporpamme «7 Ho3onoruny», 2017/2016
Mlons ot 06wwuX 3aKynok
Hosonoruu MHH Toprosoe HaumeHOBaHue Kopnopauus (py6., KOHTPaKTHbBIE LEHbI)
2017 2016 Mpupoct K 2016
NHpubeTa Generium ZAO RF 3,2% 2,7% 38,4%
Interferon beta-1b -
. WHTepdepoH 6eTa-1b Biocad RF 1,2% 0,8% 80,0%
55522’:;“ oIy Interferon beta-1b, utor 4,4% 3,4% 47,7%
Natalizumab | Tn3abpu | Johnson & Johnson* 2,2% 0,7% 257,0%
Natalizumab, utor 2,2% 0,7% 257,0%
PaccesiHHbI CKNepos, uTor 21,0% 22,4% 21,0%
Ciclosporin MaHumyH 6ropan Panacea Biotec 0,2% 0,2% -10,6%
CaHanmmyH Heopan Novartis* 0,0% 0,1% -81,8%
Jkopan Teva* 0,1% 0,0% +++%
Ciclosporin, utor 0,3% 0,4% 2,0%
Mukocperonara R-Pharm ZAO RF* 01% | 01% 441%
mochetun-T/
Mycophenolate mofetil MukodeHonat-Tesa Teva* 0,0% 0,0% 83,5%
Maricent Panacea Biotec 0,0% 0,0% +++%
MukodeHonat CaHao3 Sandoz* 0,0% 0,0% -95,6%
Mycophenolate mofetil, ntor 0,2% 0,2% 25,8%
TpancnnanTonorus Mycophenolic acid | MancopTuk Novartis* 1,3% 1,5% -0,6%
Mycophenolic acid, ntor 1,3% 1,5% -0,6%
Takponumyc-TeBa Teva* 0,0% 0,3% -98,8%
Mporpad Astellas Pharma* 0,1% 0,5% -771%
Takpocen Sandoz* 0,2% 0,5% -55,5%
. AnBarpad Astellas Pharma* 0,9% 0,8% 39,8%
Tacrolimus
PeauHecn Dr Reddys Lab 0,0% 0,0% +++%
Takponumyc Unidentified Manuf 0,3% 0,0% +++%
Takponumyc-LUTtaga STADA* 0,0% 0,0% 25,4%
Ipactusa Veropharm* 0,0% 0,0%
Tacrolimus, utor 1,6% 21% -14,4%
TpaHcnnaHTonorus, uTor 4,2% 3,4% 4,2%
BORTEZOMIB Benkeng Johnson & Johnson* 1,4% 31% -49,3%
BopamunaH ®C Nativa* 3,7% 6,3% -31,5%
baptusap Sotex* 0,7% 11% -24,0%
BopTe3on Pharmasyntez Nord 0,6% 0,0%
Bortezomib, utor 6,4% 10,5% -29,3%
tnyToTepa Laboratorio Tuteur 0,1% 0,3% -58,1%
Fludarabine nypapa Sanofi-Aventis 0,0% 0,1% -93,4%
dnugapuH Nativa* 0,3% 0,0% +++%
Fludarabine, utor 0,4% 0,4% 18,4%
OunaxpomuH OC Nativa* 1,9% 1,5% 47,0%
OHKoremartonorus Heonakc KRKA 0,0% 0,0% +++%
Imatinib TeH(aTnHNG Laboratorio Tuteur 0,2% 0,0% +++%
Mmarnus Sandoz* 0,0% 0,0% -99,6%
MmMaTnHn6 Rcisyntez ZAO RF 0,7% 0,7% 30,5%
Imatinib, utor 2,9% 2,2% 52,8%
Mab6Tepa Roche* 0,1% 2,2% -94,2%
Rituximab Auennéus Biocad RF 8,5% 9,8% 0,6%
PepanTykc Dr Reddys Lab 1,5% 0,0%
Rituximab, utor 101% 12,0% -2,8%
Lenalidomide PeBnumung Celgene 16,0% 17,5% 5,9%
Lenalidomide, utor 16,0% 17,5% 5,9%
OHKOremaTonorus, utor 35,9% 42,7% -2,7%
OBLLUI NTOT 100,0% | 100,0% 15,6%

*30decb u danee: 6onee yem 10-KpamHbIli pocm nNpu HU3Kol 6a3e cpasHeHUs.
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na ¢ 25 go 28%. B Hacrogmee BpeMA
nopT(eIb KOMIAHUM BKIIOYAET TPU
PEKOMOMHAHTHBIX (DAKTOpa CBEPTHIBA-
HUA KpOBH, B TOM uucie ¢axrop IX -
Wnnonadaxrop (MHH Nonacog alfa),
KOTOPBIN OBUT BKIIOYEH B IIEPEYCHDb
IPENAPATOB, 3aKyIIAEMBIX IO IIPOIPaM-
Me «7 Ho3osoruit» ¢ 2018 1.

Komnanua Octapharma B HacTosmee
BpEMA 3aHUMAET TOJBKO TPETHE MECTO.
Opmnaxo B 2017 1. OHa mOKas3ama poct
3aKyIIOK Ha 84%, U ee O B CIPYK-
Type 3aKymok Beipocia ¢ 16 mo 21%.
BropuyHast yIakoBKA U BBITYCKAIOLIUI
KOHTpO/b TpenapaToB Octapharma
JIOKQ/IM30BaHb! Ha CKOITMHCKOM (hapMa-
IEBTUYECKOM 3aBOJIE, IIPUHA/ICKAIIEM
«PapMUMIKCY>. KOMIIAHUH 3aKII0YIIH
COIalIeHHEe 00 OPraHU3aLUM IIOIHO-
I'0 LMKIA IPOU3BOJCIBA IIPENAPATOB
KpoBU ¢ 06BeMOM Tepepabotku 600 T
IUTA3MBI B IOJL,

B nepriozt 2016-2017 TT. e{MHCTBEHHBIM
IOCTABIUKOM, Kak i1 MuH3jgpasa
U IOJBEJOMCIBEHHBIX €My Y4pexse-
HUM, TaK U I JPYTUX MHHUCTEPCTB
U BEIOMCTB, LIEJIOTO PsAA IPENapaToB
KPOBH, BKII0Yas (DAKTOPBI CBEPThIBAHUA
kposu VIII u IX, VIII + BuieGpanma,
AHTHMHTUOUTOPHBIA  KOATYISHTHBIN
KOMILIEKC, PACIOPSKEHUEM IIPABH-
TEJbCTBA ObLIA HA3HAYEHA KOMIIAHHSA
«Hanumbuo» (BXOAUT B TOCKOPIIOpA-
uIo «PocTex»). YCI0BUEM ONIpeeIeHuUs
KOMIIAHHU B KAa4€CTBE €IUHCTBEHHO-
IO IIOCT4BUIMKA ABIAETCA TPeOOBAHUE
3aBEpIICHNs CTPOUTENbCTBA B Kupose
3asofia «PocIuiasmMa» 1o MPOU3BOACTBY
IPENapaToB KPOBU 32 CYET COOCTBEH-
HBIX cpeacts «Harumbuo» (6e3 mpu-
BJICYECHUS JOIOIHUTENBHOIO (puHaH-
CUPOBaHUA U3 (PeiepaIbHOrO OIopKe-
Ta). HeoCTpOEHHBIA KOMIUIEKC 3TOrO
3aBOJA OBbLI IIEPENAH IPABUTEIBCTBOM
rockoprnopanuu «Pocrex» B ampeine
2016 r. B mapre 2017 r. 6bUIO 0GB
ABJIEHO O TOM, 4TO <«Harumo6mo»,
«DapMCTaHAPT> U HUTATBAHCKAA KOM-
nanusi Kedrion Biopharma co3paror
COBMeCTHOE mpeanpusaTue «Kupos
I1a3M2», KOTOPOE OYIeT 3aHUMAaTh-
€1 YOPABJICHUEM CTPOSAIMMMCHA 3aBO-
JIOM 1O TepepaboTKe IIA3Mbl KPOBU
B Kupose. Ha npeanmpuarun mpeaio-
JIATA€TCA JIOKATU30BATh IPOU3BOJCTBO
QTpOYMUHA, HMMYHOIJIOOYIMHA U (DaK-
TOpOB cBeprhiBanud VIII u IX.

Cpoxu 3armycka 3aBofa (koHer 2018 r.),
KOTOpbI€ (PUTYPHPYIOT B PACTIOPSKEHUH
[PABUTENBCTBY, HO-BUIUMOMY, COOJIO-
JeHsl He OynyT. CTaTyC €MHCTBEHHOTO
HOCTABIIUKA IO IIpenaparaM KPoBU Ha
2018-2019 1T. OBUI MOATBEPKIEH KOM-
naHuy «Harumo6uo» TONMBKO B Havale
anpesa 2018 1. ocie Toro, KaK mpouuiu
IIepBBIE TOPTY IO IIOCTABKAM IIpenapa-
TOB [/l JIEYEHUSA TEMO(IIUHL.

Becuort 2017 1. craproBan emie OfUH
COBMECTHBIH TIPOEKT, OPUEHTHUPOBAH-
HBII HA TIOCTABKY IIPETIAPATOB YL Jiede-
HUA 'eMO(WINU B PAMKAX IIPOIPAMMBI
«7 Hozonorut». Komnanusa «<'EHEPUYM»
U WpHaHjCcKasg Koprnopauus Shire
CO3JaIu COBMECTHOE IpenpuArue SG
Biotech. Ioprdens xoMmmanum Oyger
HONOMHEH (DAKTOpaMU KpPOBU IIPO-
M3BOJCTBA KoMIaHuu Baxalta (3ape-
TUCTpUPOBAaHBL B Poccum), Koropad
B 2016 . Bonwta B cocras Shire.

PACCESIHHbIN CK/NEPO3

3aKyIIKU IPYIIIBI IPENAapaToB A Jeqe-
HHUA PACCEAHHOIO CKIEPO3d MO CPaB-
HEHHIO C IIPEBIYINUM TOJOM BBIPOC-
71 HA 35% B HATYPATbHOM BBIPAKEHUU
u Ha 24% — B croumocTHoM. CBI] cHu-
3mwach Ha 8%. o HO30JOIMYECKOU
TPYILIBL B CTPYKIYPE IIOCTABOK IO IIPO-
IpaMMe «7 HO30JO0THI>, MAJIO U3MEHHB-
IIMCh 110 CPABHEHHUIO C IIPEBIAYIIAM
TO7IOM, cocTaBwiaa 22% (maon. 1).

B cermente MHH Glatiramer Acetate
OMOAHAJIOTU OKOHYATENIbHO BBITEC-
HWIA  OPUIMHANBHBIA  Ipenapar
Konakcon-Tesa (BTOpUYHAsA YIAKOB-
K4 JIOKAIM30BaHA HA IPEAIPUATUH
KOMIIaHUM B SIpociasie), BbIIIEQUIUI
M3-TI0, MATEHTHOH 3ammrel B 2016 T.
OCHOBHYIO 4acTb mpopax (85%) rpym-
nol MHH cocraswn Axcormarupan
®C ¢upmbl «Hatupa» (BTOpUYHAA
YJIAKOBKA M  BBINYCKAIOIUI  KOH-
Tponb — «Dapmcrapaapr-YpaBUTA»).
Ocranpayro yactb pbiHka MHH 3amsn
Imartupar xommanuu «P-®apm» (J10Ka-
JIM3AIMA YIIAKOBKUA M BBITYCKAIOLIETO
KoHTpons). O6a mpemapara IPOLUIM
perucrpanuio B anpere 2016 1., 0CeHbIO
ObUI TAKKE 3aPETUCTPUPOBAH OMOAHA-
Jior pou3BocTBa «buokayp. IlocraBku
MHH Glatiramer Acetate B 1e0M yBe-
JIMYMIACD Ha 34% B YIIAKOBKAX U COKPA-
THIUCH Ha 11% B pyosix. ITo cpaBHEHHIO
C IPOUUIBIM I'OJIOM 3aKYLOYHBIE ICHBI

CHUBWINCh ToyTd Ha Y5 [ona rpyn-
sl MHH B CTpyKIype HO30J0IMYECKOIO
CErMEHTA COKPATUWIACE € 37 10 27%.

B nauvane 2018 r. MUPOBBIM COIVIAIIE-
HHUEM 32BEPLIMICA CYAEOHBIH CIOp
Mexay kommanuamu Teva u «P-Qapma.
KOMIIaHUA-OPUTUHATOD  IIOCYMTAIA,
YTO IIPU IIPOUBBOACTBE [1aTnpara Hapy-
MAETCA MATEHT HA CIOCO0 MPOU3BOJ-
CTBA. B paMKax JOCTUTHYIOTO MHUPO-
BOI'0 COIVIAINEHUA KOMIAHuU «P-Papm»
u Synthon (nmpoussopuTenb roTOBOH
JekapcTBeHHOU (popMel  [matupara)
OpUHAIM Ha Ccebs  00A3aTeNbCTBA
HE HApyIIaTh IATeHT, a Teva momydmia
BO3MOXKHOCTb TIEPHOJUYECKH KOHTPO-
JIMPOBaThb BBINOJHEHUE 3THX 00432-
TEJBCTB.

B2017r.mpopa:xu MHH Interferonebeta-
1a BeIpociu Ha 26% (CBL He M3MeHH-
JIACh), B PE3YIbTATE IPYIIIIA 3AKPEIIIACh
Ha nepBoM MecTe cpenyt MHH, rie okaza-
J1ach rofoM panee (44% HO30I0TUYECKO-
ro cerMeHTa). OpUIMHAIbHBIN Ipenapar
Pebud 22 u 44 or Serono (ynmakoBka —
«Papmcrangapt-YpaBUTA») cocrasun
B 00mEeN CIOKHOCTH 35% BCEro cer-
MeHTa (Ha 5% MeHbire, yem B 2016 r.).
Ha nupupyronyx No3unusx yxe 5-¥ roj
HOApPA ocTaeTcs npenapar eHpakcon
(Laboratorio Tuteur), 3aKyIIK1 KOTOPOT'O
BBIPOCIN Ha %3, a o cocrasmia 44%.
[Ipenapar CunnOBekc (CinnaGenCo)
cocTaBua 21% BCEX 3AKYIOK. YIIAKOBKA
U BBITYCKAIOIUH KOHTPOJIb BCEX IIpeIa-
paroB ganHou rpynnsl MHH 1oxammso-
BaHbl B Poccun.

Cermentr MHH Interferone beta-1b
YETBEPTBIA TOf JeNAT POCCUICKUE
kommanuu <«'EHEPUYM» u «buokam».
B 2017 r. mpemapar mmepBof KOMIIAHUU
(Mugebera) cocraBun 73% 3aKyIloK,
BTOPOH — 27%, ¢ HEOOJIBIIUMH KoJe-
GAHIAMH 3TO COOTHONIEHHE B IEJIOM
COXPAHAETCA B TEYEHHE NIOCIEHUX JIET.
O6mue mpogaxu rpynnst MHH Bepoc-
u Ha 48% B pyob. (Ha 57% — B yIaK.),
a CBI] cokparunach Ha 6%. Jomst BHYTpH
HO30JIOTHYECKOI'O CEIMEHTA BBIPOCIA
Ha 3 ILIL ¥ cocTaBmia 13%.

C 2016 t. B yMCIe CPEACTB JUIA Jieue-
HIA PACCESHHOTO CKIEPO3a 3aKyIAeTCs
Tuzabpu (MHH Natalisumab) xomma-
Huu Biogen Idec. (ymakoBka JIOKaIH-
30BaHa Ha «DapmcTaHaapt-YpaBUTA»).
B 2017 1. 3aKynmku Ipenapara OTHO-
CUTEIBHO TIPEIBIYLIETO T0[ja BHIPOCIH



B 3,5 pa3a — nouyru 10% Bcero cermeH-
T4 B CTOMMOCTHOM BhIpaxkeHuu (1% -
B YIIAKOBKAX).

Hauunasd ¢ 2018 1. B mporpammy «7 HO30-
JIOTUI> BKIIOYEH €lle OAMH IIpenapar
IS JIEYEHUS PACCESHHOTO CKIEPO-
32 — CEJIEKTUBHBIN MMMYHOJCTIPECCAHT
MHH Teriflunomide. B rocpeecrpe 3ro
MHH Ha cerogHAMHUNA JeHb [IPEICTaB-
JIEHO HE TOJBKO OPUTMHAJBHBIM IIpe-
nmapatom A6amxuo (Genzyme Europe)
(YIaKOBKa JIOKAJIM30BaHA HAa MOII-
HOCTAX «P-®apm»), HO U PKEHEPUKOM
demopuKC («BaneHrar) (3aperucTpupo-
BaH B (peBpaiie 2018 1.).

OHKOrEMATO/10Irne

[Ipenaparsl, UCHOIb3yeMBlE IS Jieye-
HHUSL OHKOTEMAaTOJOIMYECKUX 3260ie-
BAaHMIA, OCTAIOTCA JIMIEPAMHU 110 0OBEMY
3AKYIIOK B PAMKAX IIPOTPAMMBI «7 HO30-
JIOTUI> B CTOMMOCTHBIX IIOKa3aTEJIX,
XOTS UX JIOJIST COKPATHIACH C 43 710 36%
(maon. 1). TIpu yBEIMYEHUH 3AKYIIOK
B HATYPAJIBHOM BBIPLKECHUU HA 44%
UX CTOMMOCTHON OOBEM COKPATHICH
MIPUMEPHO HA 3% (B pe3y/IbTaTe CHILKE-
HUA LIEH U CJBUTOB B CTPYKTYPE IPOJAK
B I10/Ib3y OMOaHAIOIOB).

OCHOBHA4 4acTb CPeACTB (44%), KaK U B
HpeAbIYIEM TOfly, ObLIA HOTpayeHa
Ha 3akynky Pemumupa (Lenalidomide)
(upmbl Celgene (BTOPHYHYIO YIIAKOBKY
U BBIIYCKAIOMUIA KOHTPO/Ib OCYIIECT-
pger «Dapmcrangapr-JIEKCpencTBa»).
[Ipenapar HAaXOAWTCA TOJ HMATEHTHOU
3amuToN 10 cepepunsl 2022 T., OFHAKO
HaunHas ¢ 2016 1. COBEPINAIOTCS MOIBIT-
KU BBIBOJjd HA PBIHOK €r0 OMOAHANO-
TOB. B 4acTH MOCTABOK IO IIPOTpamMme
«7 HO30JIOTUI» ITU JEVCTBHA HE YBEHYA-
JIUCD YCIIEXOM, HE YIAIOCh TAKKE OIIPO-
TECTOBATh NaTeHT Ha Pesnumuy, OfHAKO
B HACTOSIIEE BPEM: €Ie HET PelleHus
Cyla 1O HCKy Kommanuu «Harusa,
HOTpe6OBABIIEH TIPEIOCTABUTD €1 IPU-
HYIUTEJIBHYIO JIMIEH3UI0 HA BBITYCK
npenapara.

B 2017 r. 10 CPAaBHEHHUIO C TIPEABIYIIM
TOJIOM 3aKyIIKU PeBMMuzia B HaTypasb-
HOM BBIPQKEHHU YBEIUYWINCh HA 35%,
B TO BPEMS K4K B CTOMMOCTHBIX ITOKa-
3are/sx poct Gbul HeGoMbIUM (+6%),
9TO ONPEAE/IUIOCh COKpamenuem CBIL
Ha 22%.

B pesynbraTe MCCIEOBAHMN IO MEX-
AYHAPOJZHOMY CPABHEHHIO LIEH, KOTO-

CEFTMEHT OHNC/«7 HO30M0T Uil

peie 6butn mpoBeaersr ®AC B 2016 T
(TepBBI  3TAI), 3APETHCTPUPOBAH-
HBIE TIPEJIEIbHBIE OTIYCKHBIE IICHBI
Ha Pepmmuyl ObUIM CHIDKEHBI IPUMED-
HO B 1,5 paza. AHAJIOTMYHBEIM 00Pa3OM
ObUIa IIPOBECHA KOPPEKTUPOBKA IIEH
TAKKE M HA LEIbI PAf APYyrux Ipe-
naparos (BrIouas 6uoananoru). CBII
10 OTJEAbHBIM TOPIOBBIM HAUMEHOBA-
HUAM 110 BCEX HOMEHKIATYPE CEIMEHTA
OHKOT'€MATOJIOTUH, 32 PEAKAM HCKIIOUe-
HHEM, [T0K43/I1 OTPULIATEBHYIO JMHA-
MUKY.

B 4acTHOCTH, 3HAYUTEIPHOE CHIDKECHUE
IeH OBUIO XapPAKTEPHO IS OTIEIBHBIX
IIPEIapaToB, 4 TAIGKE UL BCET'O CETMEHTA
MHH Bortezomib (-42%). 3axkynxku npe-
naparos Bortezomib B yakoBKax yBeu-
YUJIACH HA 229%, 2 B CTOUMOCTHOM BBIPa-
JKEHUU COKPATHIHCh HA 29%, TIPH 3TOM
B CTPYKTYpE BCEI'O OHKOIEMAaTOJIOIMYe-
CKoro cermenra jgona MHH ymenpmu-
Jack ¢ 25 o 18%. Crpykrypa mpopgax
B JJAHHOM CErMEHTE Iepepacpesenu-
Jach B IOJb3y IIpenapara bopres3on
(«@apmacunTes-Hopa»), 3aperucrpupo-
BaHHOrO B Mapre 2017 r. ¥ 3aHABLIETO
oonee 9% cermenta. Fox Hazax 10% Bcex
3aKYIIOK COCTABUJI TAIOKE BIIEPBBIE BBIBE-
JEHHBIA Ha PIHOK baprusap («Corekc»).
Jlong  OpPUTMHAIBHOIO  IIpemnapara
Benkeny (J&J) (YmakoBka JIOKaau3o-
BaHa Ha «Dapmcranpapt-YpaBUTA»)
B 2017 1. mpOROLKAIA COKPAIIATHCA
(c 29 no 22%), MaKCUMAJILHYIO JOMIO
BCEX 3AKYIIOK IO-IIPEKHEMY COCTABHI
bopammnan (®C «HatuBa»), XOTd OHA
H COKpaTIach ¢ 60 go 58%. Haubonee
3HAYUTEIBHBIN POCT 3AKYIIOK B YIIAKOB-
Kax (+78%) 6bu1 XapakrepeH mist MHH
Rituximab, npuueMm B CTOMMOCTHOM
BBIP’KEHHUH 3AKyIIKH CHU3WINACH HA 3%,
nockonbKy CBII ymenbmnace Ha 45%.
B cTpyKIype HO30JI0THYECKOIO CEIMEH-
Ta 0714 JAHHOM I'PYIIIbL HE U3MEHUIACh
u cocrasuna 28%. bruoanaor Anenous
(«<buoxamy) yBEIMYMI CBOIO JIOJIO
¢ 81 10 84%. BoIBEEHHBI HA PHIHOK
Pepnuryke (Dr. Reddy’s Laboratories)
(ymaxoska «P-Papm») 351 15% cermeH-
Ta. IIpy 9TOM 3aKyIIKH OPUIUHAIBHOIO
npemnapara Ma6repa kommanuu Roche
(ymaxoska «@apmcranzapt-YpaBUTA»)
ObLIN CBE/ICHBI K MUHUMYMY.
[To3uTHBHAS JUHAMUKA HE TOIBKO HATY-
paIbHBIX (+27%), HO U CTOMMOCTHBIX
HoKasateneit (+53%) 6bl1a XapakrepHa

Zss MHH Imatinib, ero goss B cTpykrype
HO30JIOTHYECKOTO CETMEHTA BO3POCIa
¢ 5 g0 8%. OpuruHaJbHBIA IIpenapar
I'muBex (Novartis) GbUT BBITECHEH U3 Cer-
MEHTA ele o7 Ha3ad. CTpyKIypa 3aKy-
TIIOK Ha KOHKYPEHTHOM DBIHKE U3MEHH-
JIach B MO/Ib3y npemnapara TeH(paTuHUO
(7%). OnHAKO OCHOBHAS YaCTh 32KYIIOK
HO-IIPEKHEMY IPUXOAUTCA HA JOJIO
npemnapara Puraxpomun (PC «Harupa»)
(66%). B 3HAYNTEIHHON CTENIEHH YAEP-
Kl CBOM TO3UIMU Takke MMaTUHUO
(BAO «ApCuAit Cunres») (26%), Koto-
Bl OBUT BBIBEZICH HA PBIHOK 'O/l HA34aJ,
Haubosnee CKpOMHYIO 100 B 0O0mIEH
CTPYKTYpE  3aKYyHOK  IPEINaparoB
LI JIEYEHHUA  OHKOI€MaTONOI'Hye-
Ckux 3a6omeBaHuii cocrasun MHH
Fludarabine (1%). B atom cermenre
IPOU3OILTY IPUHIIUITHAIbHBIE H3MEHe-
HMA, TIOCKOJIBKY B JIUJIEPBI BBILIEI IIpe-
napar OmugapuH Komnanuu «Hatnusa,
Ha JIONI0 KOTOPOrO MPHILIOCh 76%
BCEX 3aKymOK (B 2010 . — TOMbKO 8%).
®nygapuH IOTECHWI HE TONBKO OpH-
I'MHATBHBIN npenapar Paynapa (Sanofi-
Aventis), Ho u Ouoananor dayrorepa
(Laboratorio Tuteur), ybH 1011 IO CPaB-
HEHMIO C TIPEBIIYIIIM I'OJI0OM COKPATH-
JUCh ¢ 27 10 2 u ¢ 64 10 23% coorser-
CTBEHHO.

TPAHCNNAHTONOMNA

ITocTaBKH ~ MMMYHOJENPECCAHTOB,
HCIO/b3YEMBIX B TPAHCIUIAHTONOTHUY,
B HATYPAIBHOM BBIPZ)KEHHU BBIPOC-
o Ha 12%, a B CTOUMOCTHOM COKpa-
TIWINCh HA 6%, YTO OGYCIOBIEHO CHU-
KEHHEM  CPEIHEB3BENIEHHBIX  IIEH
(Ha 16%). HeratupHas JUHAMHKA CTOU-
MOCTHBIX II0KA3aTeleH OIPENE/IACh,
IpEKIE BCEro, COKPALIEHHEM IOCTa-
Bok MHH Tacrolimus (-14%) u MHH
Mycophenolic acid (-1%), koTopsie
coctaBuu 46 u 39% BCex MPOAK COOT-
sercreenHo. MHH Mycophenolic acid
IPEACTABIEH UCKIOYUTENBHO OpHU-
TUHAIBHBIM TIpenapatoM MaindopTuk
(Novartis), ybM IIOCTaBKH B HATypaJb-
HOM BBIPAKEHUH YBETMYWIACh HA 22%
(leHBl ~ PETUCTPAIMU  CHU3HIIUCDH
Ha 40-45%, CBII - Ha 19%).

B cermenre MHH Tacrolimus npopgaxu
paCIpe/ie/IeHBl MEXKY IUPOKUM Iepey-
HEM IPOAYKTOB. JIUJUPYIOLIYIO IIO3HU-
M0 32HsUT Ipenapar Anparpad (Astellas
Pharma) (ymaxoska «Oprat>/<P-®apm,



AHATIA3 POCCNCKOrO GAPMPBIHKA

LEHBl  PErHCTPANUU  CHHU3WIUCDH
Ha 25-40%, CBLl - Ha 35%), KOTOPBIi
B 2017 I. B 3HAUUTEIBHOHN CTENEHU
3aMECTII CBOETO IIPEIIECTBEHHUKA —
npenapat IIporpad Toit e KOMIAHUU.
Bmecre ati cpectBa cocrapumn 64%
BCex mpoyax rpymnmst MHH (8 2016 T. -
59%). 3HaunTeNbHbIN nporpecc B 2017 1.
ObUI XapakTepeH JJI1 HEeOpeHAUPOBaH-
HBIX JUKEHEPUKOB: IIPENAPAThl MOJ, TOP-
I'OBBIM HaUMEHOBaHUEM Takpoaumyc
3aHsu 21% BCETO CETMEHTA, B TO BPEMA
KAK I'0J] Ha3a/l Ha X JOJII0 IIPUXOAUIOCH
TONBKO 2%. IIPAKTHYECKH HE 3aKyHal-
¢ Takpomumyc-TeBa, KOTOPBII IrofOM
panee cocraBmsun 16% BCeX 3aKyIOK.
3HAYUTENIbHOE CHIDKEHHE IPOJAK KOC-
HYJIOCh TAKKE Ipenapara Takpocen
(Sandoz) (ynaxoska «Pajyyra mpojaxun),
B pE3Y/bTaTe 4€ro €ro 0/ YMEHBIIH-
JIachb B /1Ba pa3a 1o 12% (CBL, cHu3mIach
Ha 33%).

3akynku MHH Ciclosporin BbIpocIH
Ha 8,5% B YIIAKOBKAX U Ha 2% B PyOIIX
(CBII - coxparmmach Ha 6%) (maon. 1).
B 2017 1. 38% BCEX MPOJAK B CTOU-
MOCTHOM BBIPKEHUH COCTABIII DKOPA
(Teva). Jona mupupyromero Ipenapa-
Ta ITanumyn buopan (Panacea Biotec)
YMEHBIIIIACh € 03 0 55%. Ilo cpas-
HEHHIO C IPEABIYIIUM I'OfOM 3HAYH-
TEIBHO CHU3WIMCD 3aKYIIKU CAaHAUMMYH
Heopain (Novartis) (yIakoBKa JIOKIH30-
BaHa Ha CKONHUHCKOM (hbapMmarieBTuye-
CKOM 3aBOJIE), 10/ KOTOPOTO COKPATH-
JIach ¢ 35 110 6%.

[Ipopaxun MHH Mycophenolic mofetil
YBEIMYMINCh HA 2% B YHAKOBKAX
U Ha 26% — PyOIsIX. DTO EIUHCTBEHHBIH
cerment MHH, rne CBI yBenn4uiach
Ha 22%, TpUYeM UCKIIOYUTETBHO 32 CIET
H3MCHEHUA CIPYKIYPBI 3AKYNOK (LICHBI
KAaK TAKOBBIE HE BBIPOCIH). JlOJIA JIHAU-
pyIOLIEro Ipemnapara IPOU3BOACTBA
«Texnonorust nexapcrs> /IIBT «Xumpap»
BIPOCIA € 59 710 67%. TIpemnapar npous-
BOJICTBA KoMmaHuu Teva 3ausn 23% cer-
MmeHTa, Maricent (Panacea Biotec) — 9%.

BOJIE3HDb NOLUE

3aKyIIKd [JaHHOH TIPYIIBI Iperapa-
TOB YBEJIMYMINCh HA 34% B yIAaKOBKAX
U Ha 32% B pyonax (maon. 1).

[penapar LHepesum (MHH Imiglucerase)
oT Sanofi (ynmaxoska — «®apMcTaHgapr-
YpaBUTA») mnpopmomxaer 3aHUMATH
JOMHMHHUPYIOWIYIO IIO3ULHIO B HO30J0-

THYECKOM cermenTe (86% OT BCex 3aKy-
10K). OHAKO JOJIA €10 AHAJI0IA — Hpe-
napata Bopus (MHH Velaglucerase)
KOMIIaHUHU Shire, BKIIOYEHHOTO B IIPO-
rpammy B 2015 1., yBEIMYMIACD B CTPYK-
Type 3aKynok ¢ 11 go 14%.

Haunnasa ¢ 2018 1. B paMKax nporpam-
MBIl «7 HO3O0JOTHM» JO/LKHBI TaKKe
OCYyIIECTBIATCA  mocTaBkn  MHH
Eliglustat - eme 0fHOr0 MHHOBALIMOH-
HOTO Mpernapara i JeuyeHus: 60ne3Hu
Tome. B Poccuu 3aperucTpupoBa npe-
napar dnuraycrar or Genzyme Europe.
Bropnunas ynmaxkoBKa M BBITYCKAIONIMI
KOHTPOJIb IIpenapara JIOKAJIU30BAHbI
Ha npeanpusatuu  «®apmcraHaapr-
YpaBUTA».

MYKOBMCLNAO3

[locraBKu B CEIMEHTE JIEYEHUA MYKO-
BHCLIMJ034 B HACTOAIIEE BPEMA IIPEl-
CTABJIEHBl €IUHCTBEHHBIM IIPENAPATOM
Iynemosum (Dornase Alfa) ¢upmsl
Roche (ymakoBka — «®apMcraHgapr-
YpaBUTA»). 3aperucrpupoBaHHble
IIeHBI HA IPEMApaT B Hauale Tofa ObUId
CHIDKEHBI NIPUMEPHO Ha Y. IIpomaxu
IIpenapara BRIPOCIN HA 34% B YIAKOB-
KaxX, IIPH 3TOM B CTOMMOCTHOM BBIPA-
JKCHUH YBEIUYEHHE COCTABWIO TOJIBKO
15%. CBII coxpaTmiach Ha 14%.

rMNO®UN3APHbIA HAHU3M

B cermenTe runou3apHOrO HAHU3MA
3akynku MHH Somatropin BeIpociu
Ha 24% B HATypAILHOM BBIPAKEHUU
u Ha 16% — B crommMocTHOM. ITocTaBKu
HOJIHOCTBIO OB OOECIeYeHbl IIpe-
napatoMm Pocran  («@apMcranpapr).
CpejiHue LeHbl CHU3HINCh Ha 6%.

OCHOBHbIE PENTUHIU

Ha nepsoM MecTe 110 IpojakaM ¢ 60Ib-
IIMM OTPBIBOM OT [JPYIMX KOMIIAHUH
Haxopurca kommaHua Celgene, uei
npenapar Pesmumupg (Lenalidomide)
3aHMMAET aHAJIOTMYHOE IIOJIOXKEHUE
B PEUTHHIE TOPIOBBIX HAUMEHOBAHUN
(mabn. 2 u 3). Ha pomo 310H KOM-
manuu B 2017 1. mpumnwiock 16% Beex
MIOCTABOK I10 IIPOTPaMMe «7 HO30/I0THID
(Ha 1,5 ILII. MEHBIIE, YEM B IIPEBLIYIIEM
TOZY).

C 5-T0 Ha 2-€ MECTO B PEHTHHIE MOA-
HIcs «@apMcTanaapt BMecte ¢ apdu-
MUpoBaHHON Kommanued «TEHEPUYM»
(maba. 2). Ilpu yBENIMYEHUU IIPOJAK

noyrd B 1,5 pasa ux 0N YBEIUYH-
nmace ¢ 9,7 mo 124%. C yuerom mpo-
J2K 3apYOCKHBIX IIPENapaToB, 3aBEp-
IIAIOIUE CTafuK IIPOU3BOJCTBA KOTO-
PHIX JIOKAJIM30BAHBI HA MOIIHOCTAX
«DapMCTaHAAPTA>, N0 HOCIESHETO
B CIPYKTyp€ IIOCTaBOK IO IIPOIpamme
«7 HO3010THI> coctasageT 30%. B Ton-
10 TOProBbIX HAMMEHOBAHUI BOILIN
ABa npenapara komnanuy «<TEHEPUYM»
A edeHust remouun — Koarun-VII
1 OKTraHaT, YbH 3aKyIKU BBIPOCIH IPH-
MEPHO Ha Y5, 4 BMECTE OHHM COCTaBH-
mu 6onee 10% Bcex MOCTABOK IO IIPO-
rpamme. IlomMuMO (PakTOpOB KPOBH,
<JEHEPHYM»> TaiKe NpOM3BOJUT IIpe-
napar Uuguodera (Interferone beta-1)
LI JIEYCHHUA PACCEAHHOIO CKIEPO3a
(3,2%).

Tperbe MeCTO B peHTHHIE, HEMHO-
ro ycrymus «DapMCTaHAAPTY>, 3aHAI
Baxter Int — ymaep cermenra mnpernapa-
TOB YISl JIEYCHUs TeMO(IWINY, Ubsl JOJIA
DA POCTE 3AKYIOK HA 42% yBeIU4H-
mack ¢ 9,9 1o 12,3%. B Ton-10 TOProBuIx
HAUMEHOBAHUN BXOJAT [BA IIPENApaTa
ATO¥ KOMITAaHHMH — AfBeiiT 1 Peiiba, BMe-
CTe CoCTaBuUBIIME 8,2% BCEX 3AKYIOK
10 IIporpamme (maon. 3).

W3 yncma poCCHiiCKUX KOMITAHUH, IIOMU-
MO «DapMCTangaprar, B MEPBYIO AECAT-
Ky BXOZAT Takke «Harusa» u «buokam,
KOTOpBIE TIPU CKPOMHBIX IIOKAa32TENAX
JAUHAMUKH CIyCTHWIHACh HA JBE CTPOUKU
BHU3 U 3AHAIN 4-€ ¥ 5-€ MECTa B PEHUTHH-
re (maon. 2). Ilpo6nems! «<HaTUBBL> CBS-
3a4HBI C COKPAIEHUEM HA 32% 3aKyIOK
npenapara boparamun @ (Bortezomib),
KOTOPBIN OITYCTH/ICA C 3-TO HA 8-€ MECTO
B perfrunre. B cocrase ton-10 ¢ury-
pupyer emie oguH npenapar «Harusb
Axcornmarupan (Glatiramer Acetate),
KOTOPBII 32HAI 3-€ MECTO.

[Tonoxxkenne kommaHuu «bUOKag»
34BHCEJIO OT €€ OCHOBHOIO Iperapara
Anemnbus (Rituximab) (ma6n. 3). Xors
3AKYIIKH OHOAHAIOTA B CTOUMOCTHOM
BBIPAKEHUU HE BBIPOCIH, IPOU3BO-
JIUTENh COXPAHWII 32 COOOH 2-€ MECTO
B PENTHHTE.

HauGonee 3HAUMTENBHOE CHIDKEHHUE
peiiTuHra Ha (PoHE APAMATHIECKOIO
IaJieHUA 3aKyIOK Iiperapara Mabrepa
(Rituximab) 6BLI0 XapaKTePHO IS KOM-
manuu Roche (mo 2015 r. xommanus
¢ OONbIIMM OTPBIBOM JIMAUPOBAIA
0 IOCTABKAM B PAaMKaX IPOIPAMMBI
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«7 HO30/10TUIY, 2017

TAB/INLA o Ton-10 kopnopauuii No 06beMy NOCTaBOK B MPOrpamme

M?CTO Jlons ot 06wux 3aKynok (py6., onT. LeHbl)
B peutunre Mpoussogutensb
2017 2016 2017 2016 Mpupoct Kk 2016
1 1 Celgene 16,0% 17,5% 5,9%
2 5 Pharmstandart (incl. 12,4% 9,7% 48,4%
Generium)
3 4 Baxter INT 12,3% 9,9% 42,4%
4 2 Nativa 11% 132% -2,8%
5 3 Biocad RF 9,7% 10,6% 6,3%
6 7 Octapharma 6,8% 4,3% 84,3%
7 8 Laboratorio Tuteur 4,7% 4,0% 34,7%
8 9 Johnson & Johnson 3,5% 3,8% 7,0%
9 10 Serono 3,4% 3,6% 10,7%
10 6 Roche 2,9% 51% -33,4%
Wroro 82,9% 81,7%
TAB/INLA o Ton-10 TOProBbIx HAVMEHOBAHUI N0 06beMy NOCTABOK
B NMporpamme «7 HO30/10runin», 2017
MecTto [lons ot 061WMX 3aKyNoK
B peiiTuHre Toprosoe (py6., onT. ueHsI)
2017 | 2016 "a"Mz"OBa""e HHH 2017 | 2016 | Mpupocrt
K 2016
1 1 PeBnumung, Lenalidomide 16,0% | 17,5% 5,9%
2 2 | Auenn6bus Rituximab 85% | 9,8% 0,6%
3 4 Akcornatupan ®C | Glatiramer acetate 51% 53% 10,6%
4 9 | AnBent Octocog alfa 4,9% 31% 84,9%
5 5 | Koarun-Vil Eptacog alfa (activated) 48% | 41% 32,4%
6 6 FeHakcoH Interferon beta-1a 4,4% 3,8% 35,0%
7 13 | OkTothakTop Moroctocog alfa 4,2% 2,5% 88,6%
8 3 bopamunan ®c Bortezomib 3,7% 6,3% -31,5%
9 10 | OkTaHar Factor Viii 35% | 3,0% 34,5%
10 16 | Penba Factor VIII inhibitor 3,3% 2,2% 70,5%
bypassing fraction
Utoro 58,4% | 59,5%

«7 HO3050TUI) (Maon. 2). B Hacros-
mee BPeMA PEUTUHI KOMIAHUM IIOJ-
JEPKUBACTCS TOJIBKO 33 CUET TIPenapaTa
[ynemo3um (Dornase Alfa), Haxopsmie-
TOCs IO/ HATEHTHOM 3aIMHUTOM.

B 2017 r. mpoM30LUIO 3HAYUTEIBHOE
YBEINYEHUE 3AKYIIOK POCCHUHICKHUX IIpe-
IAPATOB B HATYPAIbHOM BBIPAKEHHU
(+64%) mpu Gonee CKPOMHOM MPHPO-

CTe B CTOUMOCTHOM (+17%). Ilo cpas-
HEHUIO C TPEABIYIMM TOZOM TEMIIBI
POCTA 3aKYIIOK BBIPOCIH TIOYTH B 2 pa3a.
B cTpyKType 3aKyTIOK B pyOIsX /IO OTe-
YECTBEHHBIX JIEKAPCTB HEMHOTI'O BBIPOC-
na (na 0,5 ILIL) ¥ COCTABHIIA OKOJIO 36%.
B HaTypanbHBIX NOKA3aTeNAX YBeIMYe-
HHE JOJH ObLIO 3HAYMTEJBHBIM — C 24
1o 30%.

3aKyIKH 3apPyOEKHBIX UMIIOPTUPYEMbIX
npenaparos B 2017 TI. yBEIWYMWINCH
HOpUMEpPHO Ha 26%, B PE3Y/IBTATE UYEro
UX JIOJI1 B CTPYKTYPE PBIHKA B CTOMMOCT-
HOM BBIP2KEHUH YBEINYIIACh HA 1 ILIL
u cocrasuna 11%, B HATypAIbHBIX MTOKA-
3aTeNAX — COKparwiach Ha 0,5 ILIL IIpu-
MepHO 710 20%. Ha 1010 JTOKaIn30BaH-
HOY IIPOAYKIMH (32BEPIIAIOIINE CTATUN
IPOU3BOJCTBA) ITPUILIOCh 49% BCex
IPOJIAK B YIAKOBKAX U 53% — B PyOJIIX.

OHNC

B 2017 r. cocras To1- 10 KOMIaHUH-TIPO-
U3BOJIUTENEH B PAMKaX IIPOIPAMMBI
OHJIC nM3MEHM/ICA 3HAYUTENbHO MEHb-
1me, 9eM B IpeApiayimem rogy (8 2015 1.
M3MCHEHUI TIOYTH HE HAOGIIONATOCH)
(mabn. 4). Kommanus Sanofi-Aventis
(+6%) coxpaHmia 3a COGOK TepBOE
MECTO B PEUTHHIE, Ha KOTOPOE OHA
Beiuia B 2016 . Sanofi-Aventis umeer
CBO¥ 3280 B OpJIOBCKOH 00/1aCTH, I7Ie
JIOKAJIM30BAH TIOJHBIA IHKI TMPOH3-
BOJICTBA TOTOBBIX (DOpM IIperaparos
UHCyIMHA. B mpepsl npogax B 2017 T.
BBINIE]T HOBBI 0a3aJbHBIA  HHCY-
JUH JauTtenbHoro jercrsus Tymxkeo
ConoCrap (ma6n. 5). B ocHOBHOM OH
3amectun Jlantyc ComoCrap, opHa-
ko obmras goras MHH Insulin Glargine
B CTPYKTYPE MOCTABOK TAKKE BBHIPOCIA
(¢ 5,2 10 5,8%) (maaon. 6).

Ha ¢oHe 3HAYUTENBHOIO COKpALIEHUA
npogax (-42%) NPOROIKWIOCH Iaje-
HHE pedTHHra Kommnanuu Roche, koto-
pas eme B 2015 r. 3aHMMana IepPBOE
mecro B perrunre OHJIC. Hecmorps
Ha BBIXOJ[ U3-NIO]] TATEHTHOMN 3allUTHI,
TPH JIHMPYIOIUX 610KO6acTepa Roche
BIUIOTH 10 2018 T. elne He UCIBITHIBAIN
3HAYUTEILHON KOHKYPEHIIUU CO CTOPO-
HBI OMOAHATIOTOB Ha PHIHKAX 3AIATHBIX
CTpaH (B CBA3U CO CJIOKHOCTBIO UX Pa3-
PabOTKH U perucTparuu). B 1o xe pemst
B Poccun komnanueit «bruokaz» 6noana-
Jor Rituximab OBUT 3aperHCTPUPOBAH
B 2014 1., a 6uoananoru Trastuzumab
u Bevacizumab - B 2015 1.

B 2017 r. B pamkax nporpammbsl OHJIC
mons mpenaparoB Roche B cermeHnrax
Trastuzumab u Bevacizumab (ynakoska
JIOKAIM30BaHA Ha IIPOM3BOACTBEHHBIX
MOIHOCTAX «P-®apm») COKpaTmIach
[0 CPABHEHUIO C IIPEJBUIYIIIM IOJIOM
c 61 go 25 u ¢ 75 10 5% coorBer-
creeHHo. T'eprientia B 2017 T. BBIOBUT
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u3 cocrasa Tom-10, e rog Hasajg OH
3aHUMAJ 3-€ MECTO. ABACTUH IIOKUHYJI
cocras Jiizepos eie B 2016 1. B Heko-
TOpO¥ crenenu notrepu Roche Ha pbIHKe
Trastuzumab ObUIM KOMIIEHCHPOBAHBI
32 CYET YBEJMYEHMS 3AKYIOK HOBO-
ro npenapara Kapcuwna (Trastuzumab
Emtansine) (ymakoska - «P-®apm»)
(+88%; 6,5% BCeX MPOAK KOMIAHUM).
B Hacrosiee BpeMsa TUAUPYIOLIUM IIPO-
aykroM Roche B pamkax OHJIC siBnser-
s TIpETapar il JeYEHUs PEBMATOU-
Horo aprpura Axrempa (Tocilizumab)
(+92%; 15% oOT BCeX NPOAAK KOMIIA-
HUM). 3JHAYMUTEIbHBIE IOKA3aTeNu
JIUHAMUKY JIEMOHCTPHPYIOT H JIpyTHe
MHHOBALIIOHHBIE TIPENAPATBI, B YaCTHO-
cru 3enbopad (Vemurafenib) (+90%)
UL JIEYEHUST MUETIOMBI. BCEro B HOBBIN
nepeyers JKHBJIIT BKIIOYEHO 6 HOBBIX
npenaparos Roche.

B pesynbrare najgenus peiiruara Roche
crepyione 32 Helw Novo Nordisk
u AstraZeneca — IpU CTATHAIIMU CTOU-
MOCTHBIX IIPOJAK — NOJHSUIMCh HA CTY-
IIEHb BBEPX U 3aHAIU 2-€ U 3-€ MeCTa
COOTBETCTBEHHO (maobn. 4). Obe kom-
IMaHUM TIOCTPOMIM CBOH  3aBOJBI
B Kanyxckoil 061acTu M HaXOAATCA
B IIPOIIECCE TOKAIM3ALIIY TPOU3BOAICTBA
CBOMX IIPOAIYKTOB Ha 3TUX IUIONIAJKAX.
Jiupupyromuit mpernapatr Novo Nordisk
Jlesemup ®nexcllen (+4%) ocrancs
Ha 4-M MeCT€ B PENTHHIC TOPIOBBIX
HaUMEHOBaHUU (maobn. 5). C 11-ro
Ha 7-€ MECTO B DEUTUHIE MONHAICA
Hosopanug ®nexcnen (+9%). I'pymmst
MHH Insulin Detemir u Insulin Aspart,
COOTBETCTBYIONIUE OPEHAM KOMIIAHUH
Novo Nordisk (Jlesemup u Hospamnmp),
3aHsuTH 4-¢ 1 6-¢ Mecra B peritiare MHH
(madn. 6).

B cocrase Ton-10 TOProBbIX HAUMEHO-
BAHUI OCTAJICS TONBKO OJMH IIPENapaTr
AstraZeneca 3omnajexc (ynakoska — «3u0-
30POBBE» ¥ POCCUVICKUIT 32aBOJ, KOMIIA-
HHUM), KOTOPBIN MPOJO/ILKAET 3aHUMATh
MOHOIIONBHOE TOJIOKEHUE B CETMEHTE
MHH Goserelin (10-¢ mecTo B pedTHH-
re MHH, 26% or Bcex MPOJaK KOMITa-
nun). Panee B cocras Tom-10 BXOmmiI
Take CumoOukopt TypOyxanep, KOTO-
pblii [IPY COKPAICHUU IPOAAK HOYTH
B 2 pa3a CIyCTHICA C 5-TO Ha 19-€ MecTo
B PEUTHHIE (COITIACHO JAHHBIM rocpee-
CTpa, YIIAKOBKA 0O0MX MPEMapaToB OCY-
mectsercss «3u0-300pOBbe», A TAKKE

B nporpamme OHJIC, 2017

TAB/IULA e Ton-10 kopnopauuii No 06bemy NOCTaBoOK

M?CTO Hlons ot 06wmx 3aKynok (py6., onT. ueHb)
B pentuHre Npoussoautenn
2017 2016 2017 2016 Mpupoct kK 2016
1 1 Sanofi-Aventis 8,4% 7,8% 5,8%
2 3 Novo Nordisk 6,5% 6,3% 0,6%
3 4 AstraZeneca 6,2% 6,2% -1,9%
4 6 Novartis (incl. Sandoz) 5,8% 41% 375%
5 5 Johnson & Johnson 4,9% 4,2% 13,8%
6 10 | Nativa 4,5% 3,5% 28,8%
7 2 Roch 4,0% 6,8% -42,2%
8 8 Biocad RF 3,8% 3,7% 1,8%
9 1 | Amgen 3,0% 2,6% 16,3%
10 9 AbbVie 2,9% 3,5% -19,9%
Wroro 49,9% 50,0%

B nporpamme OHJIC, 2017

TAB/INLA o Ton-10 TOProBbIX HAVMEHOBAHUI MO 06beMy MOCTABOK

Mecto [ons oT 06wuX 3aKyNnoK
B peiiTuHre ToproBoe MHH (py6., onT. LeHbi)
2017 | 2016 | HauMeHoBaHue 2017 2016 | Mpupoct
K 2016
1 246 | Tymxkeo ConoCrap | Insulin glargine 3,4% 01% | 5188,4%
2 1 | NanTtyc ConoCrap | Insulin glargine 2,4% | 52% -53,9%
3 6 | Xymmpa Adalimumab 23% | 2,0% 18,0%
4 4 | NNeBemup Insulin detemir 2,2% 21% 3,7%
®nekcleH
5 8 3onaaekc Goserelin 1,6% 1,7% -51%
6 9 lepTukag Trastuzumab 1,6% 1,5% 3,7%
7 1 Hosopanug Insulin aspart 1,5% 1,4% 9,4%
®nekclex
8 14 | Upecca Gefitinib 1,4% 1,2% 12,7%
9 10 | dpanbtoH Epoetin alfa 1,3% 1,4% -7,0%
10 31 | AduHuTop Everolimus 1,3% 0,6% 98,8%
Wroro 191% | 22,9%

HA POCCHUICKOM 32BOJic KOMIIAHHH).
Cumbuxopr TypOyxaiep B CerMeHTe
MHH Budesonide + Formoterol cokpa-
THJI CBOIO JIOJIO C 77 10 43%, IPU 3TOM
¢ 4 1o 34% ysenuuuiach oM Ipera-
para QOpPMHCOHHJI-HATUB KOMIIAHUU
«Harusa.

BropeiM 1m0 06bEMy NPOAQK IMpenapa-
TOM AstraZeneca B HACTOSIIEE BPEMS

asuaerca Hpecca (Gefitinib) (+13%),
Ipenapar g JEeYEHHsA HEeMETKOKIe-
TOYHOIO PAKA JIETKOTO, KOTOPBIH COCTa-
BUI 22% OT BCEX MPOJAK KOMIIAHUU
U 3aHAI 8-€ MECTO B PEUTHHIE TOPIro-
BbIX HAUMEHOBaHUH (maon. 5). Tperve
MECTO B CTPYKTYpE IIPOAiaxX AstraZeneca
(18%) Ha CETOAHALIHUN JEHb 3aHUMAET
OHKOJIOTUYECKUI Ipenapat Pasnonexc
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TABIIIIII.le Ton-10 MHH 1 rpynnnpoBOYHbIX HAUMEHOBAHWI MO 06bEMY MOCTABOK
B nporpamme OHJIC, 2017
MSCTO Dlons ot 06wmx 3aKynok (py6., onT. ueHb)
B penTUHre MHH
2017 2016 2017 2016 Mpupoct k 2016
1 1 Insulin glargine 5,8% 52% 9,6%
2 4 Budesonide + formoterol 2,5% 2,6% -5,9%
3 5 Octreotide 2,4% 2,4% -1,5%
4 8 Insulin aspart 2,4% 21% 11,2%
5 10 Adalimumab 2,3% 2,0% 18,0%
6 7 Insulin detemir 2,3% 2,2% 2,2%
7 2 Trastuzumab 21% 3,9% -45,7%
8 6 Insulin human isophane 1,9% 2,3% -18,8%
9 9 Epoetin alfa 1,9% 21% -10,3%
10 12 Goserelin 1,6% 1,7% -51%
Wtoro 25,3% 279%

(Fulvestrant), 3aKyIlKu KOTOPOTO V/BO-
WINCh TI0 CPABHEHHIO C IPEIBIAYIIUM
TOZIOM.

Komnanusa «Hatusa» B cepegune 2017 1.
IPOBEJIA PETUCTPALMIO OMOAHAIOra
Gefitinib, u AstraZeneca mojanza HCK
nporuB Munszipasa u «HaTusbp, 1bITa-
ACh OIIPOTECTOBATL PETHCTPALIUIO ITOIO
IpenapaTa B CBA3M C JEHCTBUEM TaTEHT-
HOW 3aIIUTBl HA OPUIMHAIBHBINA IIpe-
mapar. PemeHusa cyga 1Mo 3TOMy HCKY
[OKa HET, 2 BOT CyJl npoTuB «HaTuBbD
B CBA3U C BBEACHUEM B 3a0IyKICHUE
HOTpeduTeNeil B OTHOMEHUH KAayecTBa
U CBOWCTB Ipenapara Popmmconus-
HatuB AstraZeneca B ¢espaie 2018 T
npourpana (MofaIa Ha ane/UEALHIIO).

B ¢pespaie 2018 r. PAC, npoBess clieny-
AIBHOE CPABHUTENBHOE LEHOBOE HCCIIe-
JOBAHHE IO HpenaparaMm AstraZeneca,
IPHILUIA K BBIBOJY, YTO IIO IIATH TOPIO-
BbIM HauMeHOBaHUAM (17 SKU) neHst
B Poccum 3aBbilieHBI, U MOTPEOOBAIA
UX TIEPEPEruCTpUpoBaTh. B uncio mpe-
IIapaTOB, B OTHOLIEHUH KOTOPBIX ObLIO
BBIIBUHYTO 3TO TpeOOBAHUE, BXOMAT
HAXOIAIIKECA NOJ, MATEHTHOM 3aIIUTON
OHKOJIOTMYECKUE IPENapaTel 30MafieKC
u ®aznogexc.

U3 npencrasutenen Ton-10 Haubosee
BBICOKHE TEMIIBI POCTA IPOJIAK B PAMKAX
OHJIC mpopemoncrpuposain Novartis
(Bx1. Sandoz) (+38%), 4TO MO3BONU-
IO eMy TOJHATHCA € 6-TO Ha 4-€ MeCTO

B pertTuHre (maon. 4). lipogaxu npemna-
para Agunurop (Everolimus), ucrmosns-
3yeMOr'0 IIPH METACTATHIECKOM T104€eY-
HO-KJIETOYHOM PaKe, BBIPOCIH B 2 pasa,
u OH 3aHAN 10-€ MECTO B pEUTHHIE.
Bricokag JMHAMHMKA 3aKYIIOK ObuIa
XapaKTepHa M 11 OOJBIIMHCTBA JIPY-
TUX JIMUPYIOMUX IIPENapaToB KOMIIa-
Huu. Mckogenue coctasuster Tacuraa
(Nilotinib), ubK NPOJAKU CHUIUIHUCH
Ha 8%. HecMOTpsA Ha AEICTBHE TATEH-
T2, B KoHIe 2016 1. «Haruea» mpose-
JIa PETHCTPALMIO CBOETO OMOAaHAIOra
U IIeH Ha Hero. B maHHOM Ciy4ae cyp
BCTQJI HA CTPOHY KOMIIAHUH-OPHUIUHA-
TOpA U 3aIIPETHI BBOAUTb B I'PAKIAH-
ckufi o6opor 6Guoanamoru Nilotinib
[0 OKOHYAHUA IaTEHTHON 3aIUThbI
B 2023 T.

U3 32pyOEKHBIX KOMIIAHHI JJOCTATOY-
HO BBICOKME TIOKA3aTEIN AUHAMUKU
IPOAAK IPOAEMOHCTPUPOBAIU TAKKE
Johnson & Johnson (+14%) m Amgen
(+16%): mepBast 3 HUX OCTATACh HA 5-M
MECTE€ B PEUTHHIE, 4 BTOPAd IONHA-
n1ace ¢ 11-ro Ha 9-€ mecro (maon. 4).
[ToBplmeHKnEe peiTHHTa Amgen omnpe-
JEIIOCh POCTOM TIPOAAK OCHOBHBIX
IPOAYKTOB KOMIAHMM - IIpenapara
JUI JIEYEHUs. XPOHMYECKON MIMOLATU-
YECKOH TPOMOOLUTONEHHMYECKOH IIyp-
nypsl Jumieitr (Romiplostim) (+26%)
U AHTUNAPATHPEOUJHOTO CPEACTBA
Mummnapa (Cinacalcet) (BropuyHas yma-

KOBKa 000MX IIpenaparos — «JoOponex»)
(+23%), COCTABUBIIMX, COOTBETCTBEHHO,
38 1 35% BCeX IOCTABOK KOMIIAHHUU
no OHJIC.

[Ipojaky JIUAUPYIOLIETO IIpenapa-
Ta Johnson & Johnson Hm6pysuka
(Ibrutinib) (ymakoska — «®apmcrangapt-
YaBUTA»), cocrasmstomero 24% Bcex
npogax komnanuu o OHJIC, BeIpOC-
m Ha 29%. OpgHako B TOm-10 TOpIO-
BbIX HAUMEHOBAHWI IIPENapar MOKa
eme He Bomen (3aHs1 16-€ MecTo).
[lo3uTHBHAA [JMHAMUKA OblIa Xapak-
TEPHA U Y11 APYIUX MHHOBAIMOHHBIX
NPENAPaTOB KOMIAHUM, HAXOISINXCA
1O/, MAaTeHTHOH 3amuToH. Tak, 3akyn-
Ku rnpenapara Cospuap (Simeprevir)
(ymakoBka — «BHOKajl») YBEIHYIINUCDH
Ha 68%, Uurenenc (Etravirine) (yma-
KOBKa — «@apmcranpapr-YpaBUTA») -
Ha 15%, Cremapa (Ustekinumab) -
Ha 74% 1 T.J. B TO e BpeMa IPORAKA
3urura (Abiraterone Acetate) (YHAaKOB-
Ka — «BHOCUHTE3>) COKPATHIUCH HA 32%,
HOCKONbKY B 2017 TI. MOABWINCH KOH-
KYPEHTBI, KOTOPBbIE OTOOpAIM OOJblIe
TIOJIOBUHBI PBIHKA.

OTpuIaTeNbHas JUHAMUKA 32KYTIOK,
nomMuMo Roche, 6bU1a XapakTepHa TakKe
s AbbVie (-20%), B pesynbrare 4ero
KOMIIAaHHA CIIyCcTiaach Ha 10-e mecro
B peHTuHre (maon. 4). 3aKynKku Bemy-
wero npenapara Xymupa (Adalimumab)
yBEIMYMIACh HA 18%. B TO e Bpems
npojgaxu  npemaparos  Kaerpa
(Lopinavir + Ritonavir) u Buxkeiipa Ilax
(Dasabuvir + Ombitasvir + Paritaprevir
+ Ritonavir) cokparunucs Ha 55 u 80%
COOTBETCTBECHHO (BTOPUYHAS YIIAKOBKA
BCEX TPEX IIPENapaToB JIOKAIU30BAHA
Ha MomHOCTAX «P-®apm»). Xymmpa
B pesyapTare cocrauia 81% Bcex
npopax AbbVie. IIpemapar Xymwupa
u MHH Adalimumab sonum B Tonosble
NO3UIIMU U 33HSIU, COOTBETCTBEHHO,
3-e U 5-€ MeCra B CBOMX PEUTHHIAX
(maon. 5 u 6).

B 1Ba pa3a COKPaTWINCh IPOAAKHI KOM-
nanud MSD, kotopad paHee 3aHuUMA-
JMa 7-e MecTo B peiitunre, a B 2017 r.
CIyCTIIACh Ha 15-€ mecto. [IpoGnemsl
CBA32HBI C BBIXOJIOM Ha PBIHOK BOCIIPO-
U3BEJICHHOIO IIpenapara draMmaruc
or Servier (BTOpHMYHAsA YIIAKOBKA —
«Hanonex»), KoTopbii 1o uroram 2017 1.
3anst 46% Bcero peiHka MHH, morec-
HuB Pemuxeriy (Infliximab) (ynakoska —
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«P-®apm»), TIOCTAaBKU KOTOPOTO COKPA-
THACH HA 71% (maon. 5).

N3 pOCCUMCKUX KOMIIAHUI B TOI-10
npoussogurened pomn  «Harupas
u  «buokam», KOTOpHIE  3aHAIH
6-¢ u 8-¢ mecra (madn. 4). Ecm cro-
UMOCTHBIA 00BEM Tpojax «buoxama
IOYTH He u3MeHWw1Icd, To «Hartusa»
IIOKa3aj1a MpUpocT Ha 29% (mabn. 5).
Feprukag  (Trastuzumab) komma-
Hun «buokampy (+4%) nopusanca ¢ 9-ro
Ha 6-¢ MECTO B PEHTHHIe, COCTABHB 75%
BCex mpogax rpynnsl MHH. B cBasu
C MEePEKII0YEHNEM Ha BOCIIPOU3BE/CH-
HBIIt mpemapar ob6beM npogax MHH
Trastuzumab B CTOMMOCTHOM BBIpAsKe-
HUM COKpaTwicd, U B perrunre MHH
I'DYIIIA CIYCTHIACH CO 2-TO Ha 7-€ MECTO
(madn. 6).

JINAUpPYIOMUM [IPEnapaToM KOMIIAHUH
«HartuBa» ocraBanca OKTpeoTua-JIoHr
(Octreotide), 06beM 3aKYIOK KOTOPOTO
MaJ0 HU3MEHWICA, OH 3aHan 51% Bceu
rpynnsl MHH. B 2017 1. B paMKax 3aKy-
nok 1o OHJIC 6oibmoN yciex umenn
HHIIIMOHHbIE TpenapaTsl «HaTusbl:
®opmuconnj-uatus  (34% MHH
Budesonide + Formoterol), Hnparepon
(85% Fenoterol + Ipratropium Bromide),
Tuorponuym-Hatus (32% Tiotropium
Bromide). B TO e BpeMs 3aKymKu
PesoxnacruHa CcHU3WIACHL HA 45%
B CBfI3H C BBICOKOH JLKEHEPUKOBOU KOH-
kypeHuuett B cermenre MHH Zoledronic
Acid.

B cocraB TOm-25, MOMUMO Ha3BAHHBIX
KOMITAHUM, BOILIM Takke «COTEKC»
(=7%), KOTOpBIIT OCTanca Ha 14-M mecre
B perfrunre, a Taxke «DapMacuHTE3>
(MockBa) (+3%), «DapMmcrangapr»
(-16%) u Bepodapm» (+12%), 3aHsB-
mue 17, 19 u 25-e MecTa COOTBETCTBEH-
Ho. Tepoapm-buo» 3aHs1 34-€ MeCTo
B PEUTHHIE, OJHAKO OH IIOKA3a1 POCT
npopax Ha 29%. Puncynun HIIX 3amsn
27% cermenra MHH Insulin Human
Isophane, Puncymun P - 21% MHH
Insulin Human Base. B cuity KOHKypeH-
UM U NEPEKTIOUEHNs HA OTEYECTBEH-
HbI€ INPENapaThl BCE 3AKYIKU JAHHBIX
MHH COKpaTWIHCh B CTOUMOCTHOM
BBIpAKEHUU — HA 19 u 22% coorser-
CTBEHHO.

B wesom B cTpykrype nocraBok 1o OHJIC
6€3 y4eTa JTOKATH30BAHHOM POAYKLIUU
IPOJAKU OTEYECTBEHHBIX IPOM3BO/U-
Teneit B 2017 1. o cpaBHenwio ¢ 2016 1.

TABNIULLA 0 Ton-10 ATC2-rpynn no o6bemy nocTaBok B nporpamme OH/IC, 2017
Mecto Jons ot 06wux 3aKynok (pyé.,
B peiiTuHre ONT. LeHbI)
ATC2
Mpupoct K
2017 | 2016 2017 | 2016 2016
1 1 A10 — MNpenapatbl AN neyeHuns caxapHoro | 20,7% | 19,5% 4,8%
nnabeta
2 2 LO1 — MpoTnBoonyxonesble npenapaTbl 191% | 19,2% -2,0%
3 3 LO4 — UmmyHOAEenpeccaHTbl 9,0% 8,6% 3,0%
4 4 RO3 — lMpenapatbl Ang neyeHuns 6,3% 6,8% -9,2%
06CTPYKTUBHbIX 3a60/71€BaHNN
AblXaTeNbHbIX MyTen
5 7 L02 — lopmoHanbHble npenaparbl 5,4% 4,4% 20,8%
6 6 B03 — lMpenapatbl AnA neyeHns aHemuu 4,4% 4,6% -7,3%
7 5 | JO5 — [poTuBOBMPYCHbIE NpenapaTbl 411 3,7% 53% -31,6%
CUCTEMHOTO NMPUMEHEeHNS
8 8 HO1— MnoTanamo-runogu3sapHbie 3,2% 3,3% -4,8%
FOPMOHbI U UX aHanoru
9 9 NO5 — McuxoTponHble npenaparbl 2,5% 2,2% 11,8%
10 11 | A16 — Npenapartbl AN8 neyeHus 21% 1,9% 8,3%
3a6oneBaHunit KT 1 HapylweHus o6meHa
BeLecTs Apyrue
Wroro 76,3% | 76,0%

BBIPOC/IN HA 3,9% B YIIAKOBKAX U HA 3,7%
B pyo/sIX (TIOCTABKH 32pPYOEKHBIX IIpe-
[IapaToB C Y4YETOM JIOKAIM30BAHHOH
HPOAYKIMU  COKPATHIUCh, COOTBET-
CTBEHHO, Ha 13,3 u 3,2%). Ilo cpasHe-
HUIO C MIPEIBIYIIMM TOJIOM HAOMIOfA-
JIOCh YCKOPEHHUE POCTA B HATYPAIbHOM
BBIPAKEHHHU M 3AME/JIEHUE — B CTOUMOC-
THOM (B 2016 T. TEMITBI POCTA COCTABIIS-
/m +2 1 +47% COOTBETCTBEHHO).

Jlons  OTEYECTBEHHBIX IIPEIApPaTOB
B CTPYKType nocTaBok 1o OHJIC B Haty-
PAIbHOM BHIPAKEHUU YBEIUYMIACH C 04
10 68%, B CTOUMOCTHOM — € 27 10 28%
(8 2015 T. 3TH MOKA3ATENU COCTABILAIN
611 20%, 82014 1. - 56 1 16%).
Ananu3 peHTUHIOB KOPIOPALIUH, TOPIO-
BbIX HauMeHoBaHur 1 MHH nossosser
YIBEPKIATD, YTO KOHLIEHTPALIUA IPOAAXK
B 2017 I, KaK ¥ B IPEABIAYLIEM TOLY,
CHUBHWIACH (mabn. 4-6).

Cocras ton-10 ATC rpymm 2-ro ypos-
HA  KIACCM(UKALUU  OCTABAICA
JIOCTATOYHO CTaOWIBHBIM (Mabn. 7).
3HAYUTEIPHOE COKPALICHHUE 3AKYIIOK
(-32%) OBUIO XapaKTepHO I TpPyI-
bl JO5 [IIpoTMBOBUPYCHBIE IIpelnapa-
THl /I CHCTEMHOIO IIPUMEHEHHMA).

OIHOBPEMEHHO 3AMETHBIN POCT IIPO-
Jax (Ha 21%) 6bu1 XapakrepeH st L02
[fopMoOHaIbHbIE ITPEMAPaThI]. B pesyin-
Tare 3T (papMaKoOTepaneBTHYECKHE
IDYIIIBI TIOMEHINCh MECTAMH, 3AHIAB,
COOTBETCTBEHHO, 7-€ U 5-€ MeCTa B pel-
tuHre. M3 cocrasa ton-10 Ha (poHe
OTPULATENBHON JAUHAMUKU (—28%)
BBIOBUTA Tpymma V06 [Cpemcra mura-
Hud]. Bomwia B 4UCIO JUAEPOB IPYIIIIA
A16 [[Ipemapatbl i JedeHus 3260-
nesanuii JKKT u nHapymenus obmena
BeIecTs Apyrue] (+8%). Konmenrpamys
ton-10  (papMakoTepaneBTUIECKUX
IPYIII IO CPABHEHUIO C IIPEABLIYIIAM
TOZIOM HE U3MEHMIACD.

3AK/TIOYEHUE

B cermente (peAepanbHBIX MPOTPAMM
JITOTHOTO JIEKAPCTBEHHOIO obecrieye-
HuA B 2017 T. 1OA, BAMAHHMEM LIEJIOTO
pafa (HAKTOPOB IPOU3OLUIM 3HAYH-
TeabHBIE U3MeHeHUA. IIpexrie Bcero,
B pesynprate 1poseseHHoro ®AC
CPAaBHUTEIBHOIO HCCIEOBAHUSA IICH
Ha JIEKAPCTBA, BXOJAIIME B IIPOTPAMMY
«7 HO30JI0TUI», B OTHOUIEHUU MHOTUX
IpenaparoB ObUIO OOHAPYKEHO IIpe-



BBINIEHWE YPOBHA IIEH IO CPABHEHHIO
C pedepeHTHBIMU CTpaHaMU. B pesyip-
tare B koune 2016 r. - Havane 2017 1.
10 39 MO3UIMAM IIeHbI OBLTH CHIDKEHBI
J0 MUHMMAaJIBHOI'O YPOBHA B pehepeHt-
HBIX CTpaHax. Mccrenosanue Kacauioch
3apyOEKHBIX IIPENAPATOB, KOTOPBIE
UMIIOPTUPYIOTCS WM UMEIOT JIOKAIN3a-
LIMIO IIPOU3BOJACTBA CTA/JU BTOPUYHON
VIIAKOBKU. Bceiex 3a opUruHaTtopamu
MIEPEPETUCTPAIHSA IIEH OBLIA TAKKE IIPO-
BEJCHA 110 LIEJIOMY PSIy BOCIPOM3BE-
JEHHBIX IIPEIIapaToB.

KitoueBbiM (haKkTOpOM, NOBIUABIIUM
Ha 3aKyTIKU 110 (DEAEPATBHBIM IIPOrPaM-
MaM, CTaT1 U3MEHEHUS B YCIOBUSX IIPO-
Begenns 3akynok. C 2017 1. nokanusa-
U IPOM3BO/CTBA CTAJUK BTOPUYHOM
YIAKOBKH VK€ IepecTana 3alfuiaTh
3apyOCKHBIE TPENAPAThl OT JEHCTBUA
MPAaBWIA «TPETUH JTUIHUI. HecMoTps
HA 3TH BIOJHE OXWU/IA€MBIE H3MEHE-
HUSl, MHOTHE OPUTUHATOPHI B MOCIE/-
Hue rojpl, B T.4. B 2017 1., Ipogo/sKanu
BBIBOJUTb CBOM IIpenaparsl Ha poc-
CHMCKMH DBIHOK 4Y€pe3 JIOKATU3ALHUIO
3aBEPIIAOIUX CTAAUIA IPOU3BOJCTBA
Ha MOIIHOCTAX OTEYECTBEHHBIX KOM-
MAHUI, B OCHOBHOM T€X, KOTOPBIE
ABNAIOTCA BIUATEIBHBIMA HIPOKAMHU
Ha pBIHKE IOC3aKymoK. [Ipuobperenue
POCCHUIICKOTO TAPTHEPA, HAPSA/TY C HAHU-
yueM COOCTBEHHOIO 3aBOJd, CTajlo
HENIPEMEHHBIM YCIOBUEM IPUCYTCTBUA
HA POCCHHCKOM PBIHKE T'OC3aKYIOK.
B yacrHOCTH, JOKanu3agusa (Jaxe
3aBEPUIAIOIINX CTAMUN) JAET JUIIHUE
O/UTBl [IPU HPOXOXKIECHUU HPOLEAYPDI
BKIIOYEHHA B Iepevens KHBIII,
KpPOM€ TOTO, OPTaHU3AIUA BTOPUYHON
YIAKOBKM 4YaCTO SBIAETCA 3aABKOM
Ha yIIyOIeHUE JIOKAIU3auu B Oyay-
meM. Ilocnennee, OgHAKO, TOCTATOYHO
OBICTPO CTAHOBUTCS HEAKTYaTbHBIM,
IIOCKOJIBKY II0CJIE OKOHYAHMA IIATEHT-
HOW 3aIUTHl U B YCIOBUAX JICHCTBUA
MIPABWIA «TPETUM JIUIIHUI> JJOKATIbHbIE
OGUOAHATIOTH U /PKEHEPUKU I0CTATOYHO
OBICTPO OCBAUBAIOT OTKPBHIBAIOIIUECH
11 HAX PbIHKU. MHTEHCHUBHOCTD 3THX
MIPOIIECCOB 3aBUCUT OT CTETIEHH IICH-
TPATU3AIINH 3AKYIIOK, ¥ B C/Ty4yae, KOI/a
3aKYIIKM OCYLIEeCTB/LAIOTCA Ha (hefe-
PaIBHOM YPOBHE, BBITECHEHHE OpH-
TMHAJIBHBIX TIPENAPATOB HPOUCXOJUT
04eHb OBICTPO. B CBA3M € 3THM Gosee
IIPOJYKTUBHOU CTPATETHEN C TOUKH 3pe-

CErMEHT oHnc/«7 Hozonornit» BN

HUS 3aLIUTHL PHIHKA B JIOATOCPOYHOH
NEPCIEKTUBE ABIACTCA JTOKATU3AINA
HE 4€pe3 KOHTPAKTHOE IPOU3BOJICTBO,
a depe3 Iepefady IpaB Ha IpeIma-
par (C OrpaHMYEHHEM pPBIHKA COBITA
Poccuert u CHI) IOKaTbHBIM IIPOHM3BO-
JutenaM. B cutyanyu, Korja no3uiuu
WHOCTPAHHBIX KOMIAHMUN CTAHOBATCA
BCe 0oJiee YA3BUMBIMU HA POCCUHCKOM
pBIHKE, NaHHAA CTPATETHsA BCE Yale
CTAHOBHUTCH UX OCO3HAHHBIM BBIOOPOM
B CJIy44€ BBIBEJICHUS MHHOBAIIMOHHBIX
JIEKAPCTB.

Poccus, Kak MOKa3al ONBIT IPOLUIBIX
JIeT, WMEET HH3KHE PEIYIATOPHBIE
0apbepsl JUIS BBIBEJCHUSA OHOAHAIO-
I'OB, KOTOpPbIE MOABJIAIOTCA HA POCCHI-
CKOM PBIHKE 32/J0JITO IO TOTO, KaK ITyTh
JUI HUX B YCIOBUAX OKOHYAHMS [TATECHT-
HOW 3aIUThl OKA3BIBAETCA OTKPHITHIM
HA PBIHKAX 3alafHblX crpad. lIupoxo
NPAKTHKYETCA B POCCHU B NOCJIEAHHE
TOABl  TOCYAAPCTBEHHAs PETUCTpa-
UL BOCHPOM3BEICHHBIX IPENapaToB
€mie /10 OKOHYAHMS IATEHTHOH 3aIlu-
TBI, YTO HE IMPOTHBOPEUYUT POCCHUICKO-
My 3aKOHOJATENBCTBY. PerucTpupyroTcs
TaKKE TIPEJIC/IBHBIE OTITYCKHbIEC I|CHBI
Ha IpenapaTel, BKIIOYEHHBIE B Iiepe-
yenp JKHBJIIL

IIpu npeoproeHnH (HOPMAIBLHBIX Hapbe-
POB BBE/ICHUE B 0O0POT JIEKAPCTBEHHBIX
CPEACTB, HAXOJAIMXCA IIOJ IATEHT-
HOM 3aIUTON, CTAHOBUTCH JOCTATOYHO
HPOCTBIM JIETIOM, OCOOECHHO B YCIOBU-
AX JICIEHTPATM30BAHHOIO TIPOBE/ICHUA
TeHjepoB. OOpaleHue MHOCTPAHHBIX
KOMIIAaHHI C UCKAMH I10 COCTOSBITMMCSA
TOpPraM He IPUBOJUT K IPUHATHIO 00€-
CIIEYUTEBHBIX MEP, 4 CAMH CYIEOHBIE
pa30bupareIbCTBa 3ATATMBAIOTCS HA JTH-
TeJIbHBIA CPOK. KpoMme Toro, 3aperucrpu-
POBAaHHBIE LIEHBI HA BOCTIPOU3BE/ICHHBIC
IpenapaTel (3aBEOMO 0OOnee HU3KHE)
MOIYT HCIOJIb30BAThCA T'OC3AKA3YM-
KaM{ JUIA pacyera HAaYalbHOU ICHBI
KOHTPAKT4, Y4TO TaKKE NPOTHBOPEYUT
UHTEPECaM KOMIIAHUH-OPUTHHATOPOB.
B 2016-2017 IT. OCOGEHHO CEPhE3HbIE
poOJIeMbl OPUTHHATOPAM CO37IaBasia
kommanus «Harugas, cyneOHbIE CIIOPHI
C KOTOpO¥ BEIU M BEAYyT MHOTHE HHO-
CTPAaHHBIE IIPOM3BOAUTENN (BKIIOYAS
ucku «HaTuBBD> K MEKIYHAPOIHBIM
KOMIIAaHWSIM IO OCTAPUBAHUIO IaTEH-
TOB Y MOJYYEHUIO NPUHYJUTEIbHBIX
JIULIEH3HUI).

T'oBops 0 (pakropax, KOTOpHIE B IOCTIEN-
HHE TOABl OKA3BIBAIOT 3HAYUTEIHLHOE
BJIMSAHUE HA PBIHOK T'OC3AKYIIOK, HEOO-
XOJIUMO TAKKe 0003HAYUTDH MOCTOAHHO
HApacTAIoUyl0 KOHKYPEHLIUIO Cpeay
poccurickux kommanui. O6 obocrpe-
HUU CUTYaIlUH CBUJIETENBCTBYIOT, B 4ACT-
HOCTH, WHHUIUMPOBAHHBIE B IIOCIEN-
Hee BpeMs CyAeOHble pPa30HpaTeNb-
CTBA MEXKIY BEOYIMMH POCCHUCKUMU
urpokamy. Heo6Xoqumo Takke HUMETh
B BUJIY, YTO peATH3AIUA (eepaIbHbIX
IPOIPaMM JIBIOTHOTO JIEKAPCTBEHHOI'O
obecreyeHus MPOUCXOAUT B YCIOBUAX
OTPAaHUYCHUA (DUHAHCUPOBAHUSA, YiKe-
CTOYEHHA TPOIIEAYP MPOBEACHHS 3aKY-
IIOK U 10j] BCE 00JIee YCHINBAIOMMMCA
KOHTPOJIEM CO CTOPOHBI AHTMOHOIIOJb-
HBIX OPIaHOB, KOTOpBIe B 2016-2017 IT.,
HOMHMO ayIUTa 1IeH B pedepeHTHBIX
CTPaHaX, PA3BEPHYIM TAKKE MACIITaO-
HyI0 KAMIIAHUIO 110 60pbOE C KapTeLIMU
Ha (papMaleBTHYECKOM PBIHKE.
[lepexoyi K OLIEHKE XaPAKTEPHBIX TEH-
JEHIMI HA pHIHKE (DEAEPATBHBIX JIBIOT-
HBIX [IPOIPAMM, HEOOXOAUMO OTMETUTD
CIIeayIonmee.

B pamKax mporpamMmsl «7 HO30JOTHH»
UEHTPANTU30BAHHBIN XAPAKTE€pP TEH-
J€POB, CHIDKEHHE IIeH PEruCTpanuu
U KOHTPOMb €O CTOpoHBI PAC, 2 Taxke
YCHIMBIIAACA KOHKYPEHITHS MEXKTY BOC-
IIPOU3BEICHHBIMU IIPENAPATaMU B CEI-
MEHTAX, HE 3aIUIIECHHBIX IATEHTAMH,
HPHUBEIU K 3HAYUTEIBHOMY CHIDKEHHUIO
3AKyIIOYHBIX 1I€H B OOJBIIMHCTBE CEI-
MmeHToB MHH, a Takke K U3MEHEHHIO
CTPYKTYPBI 3aKYIIOK B II0JIb3y BOCIIPO-
U3BE/IEHHBIX PENAPATOB (B HEKOTOPBIX
CIy4asX — K IOJTHOMY YXOfly C PBIHKA
OPUIMHAJIBHBIX [IPENAPATOB).

[Io BceMy cermMeHry «7 HO30JIOIMIl>
ungexc nen (ML) cocrasun 0,87, T.e.
I[EHBI KAaK TAKOBBIE CHU3MIUCH MO CPAB-
HEHHUIO C TPEIbAYIIMM rofoM Ha 13%.
[Ipn 3TOM HATypaJIbHBIE OGBEMBI 3AKY-
IOK BBIPOCIH HA 29% (puc. 2), 910 ABIA-
ercsi OeCTpereIEHTHBIM I JTAHHOH
IpOrpaMmbl. 3HAYUTEILHOE YBEIH-
4yeHHe OOBEMOB 3aKYIIOK B YIAKOBKAX
OBUIO XaPAKTEPHO I BCEX HO30JIOTH-
YECKHX CEIMEHTOB, OCOOEHHO /I OHKO-
Ie€MaTOJIOTUN.

B ormmune OT NpembyIiux JIeT, KOIma
BBIIUIM M3-TIOJ, HATEHTHOHU 3aIUTHI
quziepsl npopiaxk  MHH  Bortezomib,
Rituximab (8 2015 r.) u Glatiramer
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Acetate (B 2016 1.), B 2017 T. HUKAKUX
CTOJIb K€ 3HAYUMBIX COOBITUH HE IIPO-
n3ouu1o. ITONBITKM BBIATH HA PBHIHOK
Pesmumuza (Lenalidomide) u ompore-
CTOBATb [IATEHT HA JTOT IIPENAPAT MOKA
YCIIEXOM HE YBEHYAINCh, ONHAKO LIECHBI
Ha CBOU IIPENapaT KOMIIaHUA-OPUTHHA-
TOP BBIHYKAEHA ObLIA IIEPEPETHCTPU-
POBATH CO 3HAYUTEIBHBIM CHIDKEHUEM.
B pesyibrare, HeCMOTpA Ha 3HAYU-
TEIBHBIA POCT HATYPAIBHBIX OOBEMOB,
B CTOUMOCTHOM BBIPLKCHUM 3aKYIIKH
IIPENapaToB ITOM I'PYIIILI HE BHIPOCIH,
KaK B OOJIBIIMHCTBE JPYTUX CETMEHTOB,
4 COKpaTWINCh. B 1enoMm Crommocrt-
Has CTPYKIypa 3aKyIOK IO IIPOrpamme
«7 HO30JIOTHM> HM3MEHWIACh B IOJIb3Y
IPENAPATOB JYIA IEYEHUS FeMO(PIINNL
Ha peiake mporpammber OHJIC Taxxke
Ha0/II0JA/I0Ch CHIDKEHHE IIEH KaK TaKo-
BBIX, HO MEHEE 3HAYUTEIBHOE — Ha 6%,
(3aKyIIKM OCYHIECTBIIIOTCA Ha PETHO-
HAJIBHOM YPOBHE, KAMIIAHUHU II0 IIEpe-
PETUCTpaLluy IIEH HE IPOBOAUIOCE).
HarypanbHble 00bEMBI 3aKYIIOK HE TONb-
KO HE BBIPOC/IH, HO JAKE€ COKPATHINCH
(puc. 2). Habmopacs yMepeHHbIH CABUT
B CIPYKIype IPOAAX B INOAB3Yy Oosee
JOpOTHX IIpenaparos (T.e. Kak o0mas
TEHIECHLIUA NIPEBAIMPOBAIA IIPOLIECCHI
YBEIMYEHUA 3AKYIIOK MHHOBAIIMOHHBIX
IIPENapaToB, MOHOIOJIBHO IPUCYICTBY-
IOIIUX Ha pBIHKE, 2 HE Ilepepacipesie-
JIEHHE TIPOJAK B IIOIb3y BOCHPOU3BE-
JEHHBIX TIIpenaparos B cermenTax MHH,
I7ie JEHCTBYET JUKEHEPUKOBAs KOHKYPEH-
1ys). CpefHeB3BEIeHHAsA [I€Ha 32 YIIa-
KOBKY B paMKax nporpammsl OHJIC yse-
JIMYMIACh HA 1%, B TO BpeMd KaK B paM-
KaX IPOIpaMMbl «7 HO30JOTHI» OHA
CoKkparmnace Ha 11%. B mocregnem
caydae Ha CHWwxeHue CBL mosmusio
TAKKE TO, YTO IIEPEYEHDb HPENAPATOB,
3aKyIlaeMbIX II0 nporpamme, B 2017 T.
HE [1epeCMaTPUBATICS.

CuTyanys B paMKax JIByX paCCMaTpUBae-
MBIX IIPOIPAMM OTIUYANACH H T10 3aKYII-
KaM POCCUHCKHUX IIPENapaToB.

B paMkax nporpammsl «7 HO30JOTUID»
HPOJOJLKIICA OBICTPBI  POCT HATY-
PAIBHBIX OOBEMOB 3AKYIOK POCCHH-
CKOH TPOAYKINH, KOTOPBIA IIPEB3OLIEN
MMHAMUKY TPEIbIIymero roga (+64%
npotus +38%). oA pOCCHICKHX IIpe-
naparos B 2017 I. B CIPYKIYpE 3aKyIIOK
B YIIAKOBKaxX cocrasuiaa 30%, B pyorix —
36%. Pazmmumsa B JOJNEBBIX ITOKA3aTe-

TASIWILI,Ae Ton-10 kopnopauuii No 06bemMy NocTaBoK B MPOrpamMmmax
OH/C/«7 Ho30n0ornn», 2017
M?CTO Jlons ot 06wmx 3aKynok (py6., onT. LeHbl)
B penTunre Mpoussoautens
2017 2016 2017 2016 Mpupoct k 2016
1 1 Celgene 8,3% 8,3% 6,0%
2 2 Nativa 7,9% 8,0% 4,5%
3 5 Pharmstandart (incl. 6,9% 5,4% 37,9%
Generium)
4 3 Biocad RF 6,8% 6,9% 5,0%
5 7 Baxter Int 6,3% 4,6% 43,8%
6 6 Sanofi-Aventis 53% 52% 8,7%
7 8 Johnson & Johnson 4,2% 4,0% 10,8%
8 1 Novartis (incl. Sandoz) 3,6% 3,3% 19,0%
9 14 Octapharma 3,5% 2,0% 82,2%
10 9 Novo Nordisk 3,5% 3,5% 4,2%
Utoro 56,3% 55,3%

JX CBUJETEILCTBYIOT O TOM, 4TO POC-
CHHCKMMM KOMIIAHMAMHU OCBAHUBAIOTCH,
IpEKAE BCETo, HAMO0Iee KOMMEPUYECKH
IPUBJIEKATEIbHbIE CETMEHTH € Ooee
BBICOKMMH LIEHAMH HA Ipenaparsl Ecim
B 2016 r. B paMKaX POrPaMMBI «7 HO30-
JIOTHI1> HAPAIIMBAHUE JOIH POCCUICKUX
JIEKAPCTB B HATYPAIBHOM BBIPLKCHUU
HPOUCXOAWIO 33 CYET UMIIOPTUPYEMBIX
JIEKapCTB, TO B 2017 T. — 32 cyeT mpemna-
PATOB, Y KOTOPBIX JIOKAJTU30BAHA CTAUA
BTOPUYHOH YIIAKOBKH.

B cermente OHJIC B CTPYKIype 3aKyIIOK
B YIIAKOBKAX JOJI1 MCKIIOYMTEIBHO POC-
CUICKOH TIPOAYKIUH 3aBEOMO OOJb-
e, 4eM APYIUX KATerOpHH JIEKAPCTB.
B 2017 1. ong pOCCUICKUX Ipemapa-
TOB COCTABWIA B HATYPAIBHOM BBIPA-
skenud 68%, B CTOUMOCTHOM — 28%.
B 2016 1. 3aKyTIKI POCCUICKUX JEKAPCTB
B CTOMMOCTHBIX IIOKA34TE/IAX BBIPOCIH
B 1,5 pa3a, 9T0 ONPEAEAIOCh AKTHBHBIM
OCBOCHHUEM OTEYECTBEHHBIMHU IPOU3BO-
JUTEJIAMY BBICOKOZOXO/JHBIX CETMEHTOB,
I7ie TATEHTHAA 3AIUTA YKE HE AeHCTBO-
Bama. B 2017 1. atoT mpouecc mpogos-
JKWICA, HO L€ OTHOCHTEIBHO HU3KHU-
MU TEMIIAMHU, OJHAKO 0/ POCCUICKON
NPOAYKLIMK B CTPYKTYPE 3AKYIIOK IIPO-
JOJDKAIA PACTH.

B nenom B 2017 1. poccuiickue mpous-
BOJMTEIN IPOJO/DKIIN aKTUBHOE OCBO-
€HHE PBIHKA (DEIEPATbHBIX JIBIOTHBIX

IIPOIpaMM, I7ie IPUHIUIIHAIbHBIE H3Me-
HEHUM B MIX II0JIb3Y BIIEPBBIE IIPOU30ILIN
B 2015 1. Ha BceM poIHKE (PefiepaIbHON
JIBIOTHL JI0NA POCCUMCKUX KOMITAHUM
B 2017 1. BBIpOCa ¢ 62 10 66% B HaTYy-
PaTbHOM BBIPAKEHUH U € 31 10 32,5% —
B CTOUMOCTHOM.

Tpu pOCCHICKHE KOMIIAHUH,
KaK U paHee, BOIUIM B COCTaB TOH-10
KOPIIOpaLUH 110 COBOKYIHOMY OObe-
My 3aKYIIOK B PaMKaX «7 HO30JOIHH»
u OHJIC (mabn. 8). ByicOKue TeMIIBI
pocra TPOfaK IIPOLEMOHCTPUPOBAIL
TONBKO «DPAPMCTAHAAPT> (BMECTE C KOM-
nanuert EHEPUYM») (+38%), onHako
BCE TPH POCCUIICKHE KOMIIAHHUHM OCTa-
JIUCb HA BEPXHMX IO3UIMAX PEUTHH-
ra ¥ BMECTe COCTaBuIn 6omee 1/5 Bcex
HOCTABOK 110 Hporpammam ¢eepanp-
HOM JIBIOTBL.

[IpumeyaTeneH 3HAYUTEABHBIA POCT
IPOJLK pAia 3aPYOEKHBIX KOMIIAHUI,
BXOfImuUX B TOon-10 (maon. 8), a Taxxke
MHOTHUX JPyruX. NHOCTPaHHbIE TPOH3-
BOJMTE/H, YaCTO B IIAPTHEPCTBE C POC-
CUACKUMH UI'POKAMH, IIPOJOJLKAIOT
HApalmuBaTh NPOAAKA HHHOBAIMOH-
HBIX NPOAYKTOB. B mepeuens KHBJIII,
IPUHATHI Ha 2018 T., BOILIO OTIOIHHU-
TeIbHO 60 HOBBIX IPENAPATOB, YTO CO3-
JIAeT TIPEATIOCBUIKU ISl IPOJIODKEHUA
3TUX MPOIIECCOB. ?

a
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ONLS/7 Nozologies Segment

According to IQVIA, the volume of total supplies under ONLS' and
7 Nosology programs in contract prices amounted to RUB 114.51 bil.
(USD 1.97 bil.) in 2017 (Figure 1). Compared to the previous year, the
segment grew by 6.5% in the national currency and 26%. in dollar terms.
In physical terms, the shipments decreased by 1% and amounted to 79.77

bil. packs.

The comparative international price
study conducted by the Federal
Antimonopoly Service (FAS) on the
nomenclature of state purchases of
the federal level (the first stage) had
a significant impact on procurement
under the 7 Nosologies program
in 2017. According to the results of
this research, many manufacturing
companies in late 2016 - early 2017
were forced to re-register prices for
drugs included in the 7 Nosologies
program, to the side of decline
(both for originators and generic
companies).

As a consequence, with a significant
increase in the volume of purchases
under the 7 Nosologies program (by

29%), the growth in value terms was
only 16% (Figure 2). For the whole
program as a whole, prices as such
fell by 13% (price index was 0.87).
At the same time, small positive
structural shifts were observed,
as a result of which the weighted
average price (WAP) per package
decreased by approximately 11%
(Figure 3). The nomenclatures of
the ONLS re-registration of prices in
2017 hardly touched. In this regard,
the overall decline in prices as such
within the framework of this program
was only 6%. With positive structural
shifts, the WAP almost did not change
(Figure 3). A small drop in supplies
by ONLS was typical both for natural

and value-added ruble purchases
(Figure 2). This trend is also due to
the fact that the number of drugs in
the ONLS program does not increase.
In dollar terms, shipments under
ONNC Program increased by 14%,
and by 40% under the 7 Nosologies
program.

7 NOZOLOGIES

In 2017, within all nosological
segments, there was an increase in
purchases in packages, with growth
in most segments being about 30% or
higher. The most significant increase
in sales in physical terms was typical
for oncohematological drugs (+44%),
although in rubles the purchase of
this group decreased by about 3%.
The negative dynamics of sales in
value terms was also characteristic
for the group of immunosuppressants
(-6%). In the remaining segments,
shipments in rubles increased, with
the most significant growth occurring
in the haemophilia treatment
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segment (+41%) (Table 1). This is the
only nosological segment, where the
RTCs have grown, but not shrunk.

HEMOPHILIA

With an increase in the supply of
drugs for the treatment of hemo-
philia in packs by 29%, the cost vol-
umes increased by 41%, which was
determined by a 9% increase in ARV.
In 2017, the share of this group of
drugs in the procurement structure
under the 7 Nosologies program in
value terms increased by 5% relative
to the previous year, from 27% to 32%
(Table 1).

Relatively low sales dynamics (+7%
in physical terms and +9% in value
terms) were typical for the prepa-
rations of coagulation factor YIII,
obtained from blood plasma. As a
result, the share of INN Factor VIII
in the overall purchasing structure
of the segment decreased by 10 pp
compared to the previous year and
amounted to 48% in packs and 28%
in rubles, while the RTC was almost
unchanged. The INN group is repre-
sented by a wide range of products,
however, preparations Octapharma
and Baxter Int. still occupy the lion’s
share of the market, while in com-

parison with the previous year it
increased from 67 to 76%.

The growth in the supply of blood
coagulation factor IX, obtained from
blood plasma (+29% in rubles, + 33%
in packs, - 3% of DEC) was accom-
panied by a threefold increase in
purchases of Octanine F (filtered)
Octafarma the share of which in the
total volume of purchases in natural
expression was 71%, and in value
terms - 64%. Octanine F signifi-
cantly squeezed out the Immunine
(Baxter Int), and especially Aimafix
(Kedrion), which in the previous year
accounted for 42 and 23% of all pur-
chases, respectively, and in 2017 -
only 20 and 3%. Characteristically,
the final stages of production of both
Aimafix, and Octanine F, and another
preparation of the coagulation factor
IX-Mononine (CSL Behring GmbH)
have the localization of the final
stages of production at Skopinsky
Pharmaceutical Plant.

Procurement of the recombinant
coagulation factor VIIa - Eptacog alfa
(activated) has significantly increased
(+41% per pack and + 36% in rubles).
The dominant position in this seg-
ment is Coagil-VII produced by
Generium. Particularly high topics

of sales growth in 2017 (+65% in
packaging, + 78% in rubles) were
characteristic for the Baxter Int,
the recombinant factor VIII (INN
Octocog alfa, the package is local-
ized on the Biocad capacities), which
accounted for 15% of the segment.
The growth of purchases of three
more INNs: the recombinant coagula-
tion factor VIII-INN Moroctocog alfa
(Octofactor, GENERIUM), the anti-
inhibitory coagulant complex (Feiba,
Baxter Int), and the factor VIII in
combination with von Willebrand
factor (due to the preparation of
Vilate, Octapharma). As a result, the
total share of these drugs in the
nosological segment increased from
26 to 32% (in 2016 it was 4.06%). The
leader of the hemophilia drug seg-
ment remains Baxter Int, whose sales
increased by 42% in value in com-
parison with the previous year, and
it retained a 38% share. In the second
place, the Generium strengthened,
whose share increased from 25% to
28%

Currently, the company’s portfolio
includes three recombinant coagu-
lation factors, including Factor IX-
Innofactor (INN Nonacog alfa), which
was included in the list of drugs pur-
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TABLE o Structure of supplies under the «7 Nosologies» program, 2017/2016

Share in total purchases (RUB,

Nosologies INN Trade name Manufacturer contractual prices)
2017 2016 Growth vs.
2016
Imiglucerase Cerezyme Sanofi-Aventis 2,3% 21% 26,7%
. Imiglucerase, total 2,3% 21% 26,7%
Gaucher disease -
Velaglucerase alfa | VPRIV Shire Human GenTh 0,4% 0,3% 75,7%
Velaglucerase alfa, utor 0,4% 0,3% 75,7%
Gaucher disease, total 2,7% 2,4% 32,0%
. Coagil VI Generium ZAO RF 4,8% 41% 32,4%
Eptacog alfa (activated) ;
NovoSeven Novo Nordisk 0,5% 0,3% 82,0%
Eptacog alfa (activated), total 53% 4,5% 36,0%
Immunin Baxter Int 0,6% 1,0% -38,5%
Factor IX Aimafix Kedrion 0,1% 0,6% -80,7%
Octanine F (filtered) Octapharma 1,8% 0,6% 239,2%
Mononine CSL Behring Gmbh 0,3% 0,2% 61,8%
Factor IX, total 2,7% 2,4% 29,8%
Octanate Octapharma 3,5% 3,0% 34,5%
Haemoctin sdt Biotest Pharma 0,1% 0,1% 39,2%
Hemofil M Baxter Int 21% 2,0% 19,8%
Coate-DWI Talecris Biotherap 1,0% 1,2% -0,2%
Factor VIII P -
Beriate CSL Behring Gmbh 1% 1,6% -21,5%
Hemophilia Immunate Baxter Int 1,4% 1,5% 9,8%
Fanhdi Grifols S.A. 0,0% 0,2% -100,0%
Emoclot D.I. Kedrion 0,0% 0,2% -97,4%
Factor VIII, total 9,1% 9,6% 9,2%
Recombinact Baxter Int 0,0% 0,1% -100,0%
Octocog alfa
Advate Baxter Int 4,9% 31% 84,9%
Octocog alfa, total 4,9% 3,2% 78,0%
Factor VIll inhibitor Feiba Baxter Int 33% | 22% 70,5%
bypassing fraction
Factor VIl inhibitor bypassing fraction, total 2,2% 3,3% 2,2%
Moroctocog alfa | Octofactor Generium ZAO RF 52% 2,5% 88,6%
Moroctocog alfa, total 4,2% 2,5% 88,6%
factor von Willebrand + Wilate Octapharma 1,6% 0,7% 164,2%
factor VIII Haemate P CSL Behring Gmbh 1,3% 1,4% 5,8%
factor von Willebrand* factor ViI, total 21% 2,9% 21%
Hemophilia, total 32,4% 26,7% 40,6%
Somatronin Rastan Pharmstandart* 0,3% 0,3% 16,1%
Pituitary dwarfism P Norditropin NordilLet Novo Nordisk 0,0% 0,0% -100,0%
Somatropin, total 0,3% 0,3% 16,0%
Pituitary dwarfism, total 0,3% 0,3% 0,3%
. . Dornase alfa Pulmozyme Roche* 2,8% 2,8% 15,2%
Cystic fibrosis
Dornase alfa, total 2,8% 2,8% 15,2%
Cystic fibrosis, total 2,8% 2,8% 15,2%
Copaxone-Teva Teva* 0,0% 2,5% -99,9%
Glatiramer acetate Aksoglatiran FS Nativa* 51% 53% 10,6%
Glatirat R-Pharm ZAO RF* 0,9% 0,0% +HH%*
Glatiramer acetate, total 6,0% 7,8% -11,3%
Multiple sclerosis Ciynnovex Cinnagen CO 21% 1,7% 41,0%
Genfaxon Laboratorio Tuteur 4,4% 3,8% 35,0%
Interferon beta-1a -
Rebif 22 Serono 0,3% 0,1% 190,8%
Rebif 44 Serono 31% 3,5% 3,5%
Interferon beta-1a, total 9,9% 9,1% 26,5%
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TABLE 0 (ending) Structure of supplies under the 7 Nosologies Program, 2017/2016
Share in total purchases (RUB,
Nosologies INN Trade name Manufacturer contractual prices)
2017 2016 Growth vs.
2016
Interferon beta-b Infibeta Gfenerium ZAO RF 3,2% 2,7% 38,4%
Interferon beta-1b Biocad RF 12% 0,8% 80,0%
Multiple scrlerosis | Interferon beta-1b, total 4,4% 3,4% 477%
Natalizumab | Tyzabri | Johnson & Johnson* 2,2% 0,7% 257,0%
Natalizumab, total 2,2% 0,7% 257,0%
Multiple scrlerosis, total 21,0% 22,4% 21,0%
Panimun Bioral Panacea Biotec 0,2% 0,2% -10,6%
Ciclosporin Sandimmun Neoral Novartis* 0,0% 0,1% -81,8%
Equoral Teva* 0,1% 0,0% +++%
Ciclosporin, total 0,3% 0,4% 2,0%
Q"Ly“’phe”c’late mofetil- | ¢ pharm za0 RF* 01% | 0% 441%
Mycophenolate mofetil Mycophenolate-Teva Teva* 0,0% 0,0% 83,5%
Mysept Panacea Biotec 0,0% 0,0% +++%
Mycophenolate Sandoz Sandoz* 0,0% 0,0% -95,6%
Mycophenolate mofetil, total 0,2% 0,2% 25,8%
Transplantology Mycophenolic acid | Myfortic | Novartis* 1,3% 1,5% -0,6%
Mycophenolic acid, total 1,3% 1,5% -0,6%
Tacrolimus-Teva Teva* 0,0% 0,3% -98,8%
Prograf Astellas Pharma* 01% 0,5% -771%
Takrosel Sandoz* 0,2% 0,5% -55,5%
. Advagraf Astellas Pharma* 0,9% 0,8% 39,8%
Tacrolimus -
Redinesp Dr Reddys Lab 0,0% 0,0% +++%
Tacrolimus Unidentified Manuf 0,3% 0,0% +++%
Tacrolimus Stada STADA* 0,0% 0,0% 25,4%
Grastiva Veropharm* 0,0% 0,0%
Tacrolimus, total 1,6% 2% -14,4%
Transplantology, total 4,2% 3,4% 4,2%
Velcade Johnson & Johnson* 1,4% 31% -49,3%
BORTEZOMIB Bora.milan FS Nativa* 3,7% 6,3% -31,5%
Bartizar Sotex* 0,7% 11% -24,0%
Bortezol Pharmasyntez Nord 0,6% 0,0%
Bortezomib, total 6,4% 10,5% -29,3%
Flutotera Laboratorio Tuteur 0,1% 0,3% -58,1%
Fludarabine Fludara Sanofi-Aventis 0,0% 0,1% -93,4%
Flidarin Nativa* 0,3% 0,0% +++%
Fludarabine, total 0,4% 0,4% 18,4%
Filachromin FS Nativa* 1,9% 1,5% 47,0%
Oncohematology Neopax KRKA 0,0% 0,0% +++%
Imatinib Genfatinib Laboratorio Tuteur 0,2% 0,0% +++%
Imagliv Sandoz* 0,0% 0,0% -99,6%
Imatinib Rcisyntez ZAO RF 0,7% 0,7% 30,5%
Imatinib, total 2,9% 2,2% 52,8%
Mabthera Roche* 01% 2,2% -94,2%
Rituximab Acellbia Biocad RF 8,5% 9,8% 0,6%
Reddytux Dr Reddys Lab 1,5% 0,0%
Rituximab, total 10,1% 12,0% -2,8%
Lenalidomide | Revlimid | Celgene 16,0% 17,5% 5,9%
Lenalidomide, total 16,0% 175% 5,9%
Oncohematology, total 35,9% 42,7% -2,7%
GRAND TOTAL 100,0% | 100,0% 15,6%

* Hereinafter: more than 10-fold growth at a low comparison base
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chased under the 7 Nosologies pro-
gram from 2018.

Octapharma currently occupies
only third place. However, in 2017
it showed an increase in purchases
by 84%, and its share in the struc-
ture of purchases increased from 16
to 21%. Secondary packaging and
release control of Octapharma prepa-
rations are localized at Skopinsky
Pharmaceutical Plant, owned by
Pharmimex. The companies entered
into an agreement to organize a full
cycle of production of blood products
with a processing volume of 600 tons
of plasma per year.

In the period 2016-2017 years. the
only supplier, both for the Ministry
of Health and its subordinate institu-
tions, and for other ministries and
departments, a number of blood
products, including coagulation fac-
tors VIII and IX, VIII + Willebrand,
anti-inhibitory coagulant complex,
a government order was appoint-
ed by the company Nacimbio (part
of the state corporation Rostekh).
The condition for determining the
company as the sole supplier is the
requirement to complete the con-
struction of the Rosplazma plant in
Kirov to produce blood products
from its own funds, Nacimbio (with-
out additional financing from the
federal budget). The unfinished com-
plex of this plant was transferred
by the government to the state cor-
poration Rostek in April 2016. In
March 2017 it was announced that
Nacimbio, Pharmstandard and the
Italian company Kedrion Biopharma
were creating a joint venture Kirov
Plazma, which will be occupied by
the management of the constructed
plasma processing plant in Kirov. The
enterprise is supposed to localize
the production of albumin, immu-
noglobulin and coagulation factors
VIII and IX.

The start-up period for the plant (end
of 2018), which appears at the dis-
posal of the government, apparently
will not be observed. The status of
the only supplier of blood products
for 2018-2019 was confirmed by
Nacimbio only in early April 2018
after the first bidding for the supply

of drugs for the treatment of hemo-
philia.

In the spring of 2017, another joint
project was launched aimed at deliv-
ering drugs for the treatment of
hemophilia in the framework of the
7 Nosologies program. Generium and
the Irish corporation Shire have cre-
ated a joint venture SG Biotech. The
company’s portfolio will be replen-
ished with Baxalta’s blood produc-
tion factors (registered in Russia),
which in 2016 became part of Shire.

MULTIPLE SCLEROSIS

Purchases of a group of drugs for
the treatment of multiple sclerosis
increased by 35% in physical terms
and by 24% in value terms, com-
pared to the previous year. The RTC
decreased by 8%. The share of the
nosological group in the supply struc-
ture under the 7 Nosologies program,
slightly changed compared to the
previous year, was 22% (Table I).

In the INN segment of Glatiramer
Acetate, the bioanalogs finally
removed the original Copaxon-Teva
preparation (the secondary packag-
ing was localized at the company’s
Yaroslavl plant), which had been
released from patent protection in
2016. The bulk of the sales (85%)
of the INN group was accounted by
Aksoglatiran FS (Nativa) (secondary
packaging and releasing control by
Pharmstandard-UfaVITA). The rest
of the INN market was occupied
by Glatirat (R-Pharm) (localization
of packaging and issuing control).
Both preparations were registered
in April 2016, and bioanalog pro-
duced by Biocad was also registered
in autumn. The Glatiramer Acetate
sales of INN increased by 34% in
packages and decreased by 11% in
rubles. Compared to last year, pur-
chase prices decreased by almost .
The share of the INN group in the
structure of the nosological segment
decreased from 37 to 27%.

At the beginning of 2018, a legal dis-
pute between the companies Teva and
R-Pharma ended with an amicable
settlement. The originator company
considered that when manufacturing
Glatirat, a patent for the produc-

tion method was broken. Within the
framework of the achieved agree-
ment, R-Pharm and Synthon (the
manufacturer of Glatirat’s ready-
made medicinal form) assumed the
obligation not to violate the patent,
and Teva was given the opportunity
to periodically monitor the fulfill-
ment of these obligations.

In 2017, the sales of INN
Interferonebeta-1a increased by 26%
(WAP did not change), as a result,
the group was ranked first among
the INN, where it turned out a year
earlier (44% of the nosological seg-
ment). The original preparation of
Rebif 22 and 44 from Serono (pack-
aging - Pharmstandard-UfaVITA)
accounted for a total of 35% of the
entire segment (5% less than in 2016).
For the fifth consecutive year, the
Genfaxon (Laboratorio Tuteur) drug
has remained at the top of the list
for purchases, which increased by
5, and the share was 44%. The drug
SinnoVex (CinnaGenCo) accounted
for 21% of all purchases. Packaging
and issuing control of all drugs of this
INN group are localized in Russia.
The segment of INN Interferone beta-
1b is divided by the Russia-based
Generium and Biocad for the fourth
year. In 2017, the preparation of the
first company (Infebaet) accounted
for 73% of purchases, the second -
27%, with a slight fluctuation, this
ratio is generally maintained in
recent years. Total sales of the INN
group grew by 48% in rubles. (by
57% - in the package.), and the SEC
decreased by 6%. The share within
the nosological segment increased by
3 pp. and was 13%.

Since 2016, Tyzabri (INN Natalisumab)
of Biogen Idec has been purchased as
a means of treating multiple scle-
rosis. (the packaging is localized to
Pharmstandard-UfaVITA). In 2017,
purchases of the drug relative to the
previous year increased 3.5 times -
almost 10% of the entire segment in
value terms (1% - in packages).
Beginning in 2018, the 7 Nosologies
program includes another drug for
the treatment of multiple sclerosis-
the selective immunosuppressant of
INN Teriflunomide. In the state reg-



ister, this INN is to date not only
the original Aubagio (Genzyme
Europe) (the packaging is localized
at R-Pharm’s capacity), but also the
generic Femoriks (Valenta) (regis-
tered in February 2018).

ONCOHEMATOLOGY

The drugs used for the treatment of
oncohematological diseases remain
the leaders in terms of purchases
under the 7 Nosologies program in
value terms, although their share has
decreased from 43 to 36% (Table 1).
With an increase in purchases in
physical terms by 44%, their value
decreased by about 3% (as a result of
lower prices and shifts in the struc-
ture of sales in favor of bioanalogues).
As in the previous year, the main part
of the funds (44%) was spent on the
purchase of Revalimid (Lenalidomide)
from Celgene (the secondary packag-
ing and the issuing control is carried
out by Pharmstandard-Leksredstva).
The drug is under patent protection
until the middle of 2022, but since
2016 attempts have been made to bring
its bioanalogs to the market. In terms
of supplies under the 7 Nosologies
program, these actions were not suc-
cessful, nor was it possible to test the
patent for Revlimid. However, at the
present time, there is still no court
decision on the suit of Nativa, which
demanded that it obtain a compulsory
license to produce the drug.

In 2017, in comparison with the pre-
vious year, the purchases of Revlimid
in kind increased by 35%, while in
value terms, the growth was small
(+6%), which was determined by the
reduction of the SEC by 22%.

As a result of the international price
comparison studies conducted by the
FAS in 2016 (the first stage), the reg-
istered maximum selling prices for
Revlimid were reduced approximately
1.5 times. Similarly, price adjustments
were also made for a number of other
drugs (including bio-analogs). The
SEC for certain trade names through-
out the nomenclature of the oncohe-
matology segment, with rare excep-
tion, showed a negative dynamics.

In particular, a significant reduction in
prices was characteristic for individual
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drugs, as well as for the entire INN seg-
ment of Bortezomib (-42%). Purchases
of Bortezomib products in packs
increased by 22%, and in value terms
decreased by 29%, while in the struc-
ture of the whole oncohematological
segment the share of INN decreased
from 25 to 18%. The sales structure in
this segment was redistributed in favor
of Bortezol (Pharmasynthez-Nord),
registered in March 2017 and occupy-
ing more than 9% of the segment. A
year ago, 10% of all purchases were
also made for the first time on the
market Bartizar (Sotex). The share of
the original drug, J & J (the packag-
ing was localized to Pharmstandard-
UfaVITA) in 2017 continued to decline
(from 29 to 22%), the maximum share
of all purchases was still Boramilan
(FS Nativa), although it decreased
from 60 to 58%. The most significant
increase in purchases in packs (+78%)
was typical for INN Rituximab, and
in value terms, purchases decreased
by 3%, as the RTC decreased by 45%.
In the structure of the nosological
segment, the share of this group did
not change and was 28%. The bio-
analog of Acellbiya (Biocad) increased
its share from 81 to 84%. The Reddit’s
Laboratories (R-Pharm) packaged on
the market occupied 15% of the seg-
ment. At the same time, purchases of
the original MabThera drug by Roche
(packaging Pharmstandard-UfaVITA)
were minimized.

The positive dynamics of not only
natural (+27%) but also cost values
(+53%) was typical for INN Imatinib,
its share in the structure of the
nosological segment increased from
5 to 8%. The original drug Glivec
(Novartis) was ousted from the seg-
ment a year ago. The structure of
purchases in the competitive market
has changed in favor of the drug
Genfatinib (7%). However, the bulk
of purchases still account for the drug
Filachromin (FS Nativa) (66%). To
a significant extent, Imatinib (ZAO
ArSiAi Synthesis) (26%), which was
launched on the market a year ago,
also retained its positions. The most
modest share in the overall struc-
ture of procurement of drugs for the
treatment of oncohematological dis-

eases was INN Fludarabine (1%). In
this segment, fundamental chang-
es occurred, since the leader was
Fladarin of Nativa, which accounted
for 76% of all purchases (in 2016,
only 8%). Flidarin squeezed not only
the original preparation of Sanofi-
Aventis, but also the bio-analogue of
Flutotera (Laboratorio Tuteur), whose
shares, as compared to the previous
year, declined from 27 to 2 and from
04 to 23%, respectively.

TRANSPLANTOLOGY

Deliveries of immunosuppressants
used in transplantation increased in
real terms by 12%, while in value
terms they decreased by 6%, which
was due to a decrease in average pric-
es (by 16%). The negative dynamics of
the cost parameters was determined,
first of all, by a reduction in the sup-
ply of INC Tacrolimus (-14%) and
INN Mycophenolic acid (-1%), which
accounted for 46 and 39% of all sales,
respectively. The INN Mycophenolic
acid is represented exclusively by the
original Novartis drug, whose sup-
plies in physical terms increased by
22% (registration prices decreased by
40-45%, RVCs - by 19%).

In the INC segment of Tacrolimus
sales are distributed among a wide
range of products. The leading posi-
tion was taken by the preparation
of the Advagraf (Astellas Pharma)
(packaging Ortat/R-Pharm, regis-
tration prices decreased by 25-40%,
RTS - by 35%), which in 2017 largely
replaced its predecessor — the prepa-
ration of Prograf of the same compa-
ny. Together, these funds accounted
for 64% of all sales of the INN group
(in 2016-59%). Significant progress
in 2017 was typical for unbranded
generics: drugs under the trade name
Tacrolimus occupied 21% of the
entire segment, while a year ago they
accounted for only 2%. Tacrolimus-
Teva was not purchased in practice,
which accounted for 16% of all pur-
chases a year earlier. A significant
decrease in sales was also due to the
preparation of Tacrosel (the package
«Rainbow Production»), as a result of
which its share decreased by half to
12% (RVC decreased by 33%).
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Procurement of INC Ciclosporin grew
by 8.5% in packs and by 2% in rubles
(RVC - decreased by 6%) (Table 1).
In 2017, 38% of all sales in value
terms were Ecoral (Teva). The share
of the leading drug Panimuma Biotec
(Panacea Biotec) decreased from 63 to
55%. Compared to the previous year,
the purchases of Sandimmun Neoral
(Novartis) (the package is localized
at Skopinsky Pharmaceutical Plant)
decreased significantly, from 35% to
6%.

Sales of INN Mycophenolic mofetil
increased by 2% in packs and by
26% - in rubles. This is the only
segment of the INN, where the RTC
increased by 22%, solely due to a
change in the structure of purchases
(prices as such did not rise). The
share of the leading drug in the pro-
duction of Drug Technology/CHC
Chemrar grew from 59 to 67%. The
production of Teva took 23% of the
segment, Panacea Biotec - 9%.

GAUCHER DISEASE

Purchases of this group of drugs
increased by 34% in packs and by
32% in rubles (Table I).

The drug Cerezym (INN Imiglucerase)
from  Sanofi  (packaging -
Pharmstandard-UfaVITA) continues
to occupy a dominant position in the
nosological segment (86% of all pur-
chases). However, the share of its ana-
logue, the priv (INN Velaglucerase)
of Shire, included in the program in
2015, increased in the structure of
purchases from 11 to 14%.

Starting in 2018, wunder the
7 Nosologies program, the deliveries
of INN Eliglustat, another innovative
drug for the treatment of Gauchers
disease, should also be carried out.
In Russia, Eliglustat is registered
with Genzyme Europe. Secondary
packaging and release control of the
drug are localized at the enterprise
Pharmstandard-UfaVITA.

CYSTIC FIBROSIS

Supplies in the mucos-viascidosis
treatment segment are current-
ly represented by the only drug
Roche (Dornase Alfa) (package -
Pharmstandard-UfaVITA). The regis-

tered prices for the drug at the begin-
ning of the year were reduced by
about %. Sales of the drug increased
by 34% in packs, while in value
terms, the increase was only 15%. SEC
decreased by 14%.

PITUITARY DWARFISM

In the segment of pituitary nanism,
the purchases of Somatropin INN
increased by 24% in physical terms
and by 16% in value terms. Supplies
were fully provided with Rostand
(Pharmstandard). Average prices
decreased by 6%.

MAIN RATINGS

In the first place in sales with a
large gap from other companies is
the company Celgene, whose drug
Revlimid (Lenalidomide) occupies
a similar position in the ranking
of trade names (Tables 2 and 3).
The share of this company in 2017
accounted for 16% of all supplies
under the «7 nosologies» program (by
1.5 pp less than in the previous year).
Pharmstandard, together with the
affiliated company Generium moved
up from rank 5 to 2 in the rating rose
(Table 2). With sales increasing by
almost 1.5 times, their share increased
from 9.7 to 12.4%. Taking into
account the sales of foreign products,
the final stages of production of
which are localized at the facilities
of Pharmstandard, the share of the
latter in the supply structure under
the 7 nosologies program is 30%.
The top 10 trade names included
two preparations of Generium for
haemophilia treatment - Coagil-
VII and Octanat, whose purchases
increased by about %5, and together
they accounted for more than 10% of
all supplies under the program.

Inaddition to blood factors, Generium
also produces Interferone beta-1 for
the treatment of multiple sclerosis
(3.2%). The third place in the rating,
slightly less than Pharmstandard,
was taken by Baxter Int, the leader
of the hemophilia drugs segment,
whose share increased by 42%
from 99 to 12.3%. The top 10 trade
names include two products of this
company - Advate and Feiba, which

accounted for 8.2% of all purchases
under the program (Table 3).

Among the Russian companies,
besides Pharmstandard, the first
ten also includes Nativa and Biocad,
which, with modest indicators of
dynamics, went down two lines and
occupied the 4th and 5th places in
the rating. (Table 2). The problems
of «Native» are associated with a 32%
reduction in purchases of Boralamin
F (Bortezomib), which dropped from
3rd to 8th in the rating. In the top-10
there is another Nativia preparation
called Glutamer Acetate, which
moved up to rank 3.

The position of Biocad depended on
its main drug Acellbia (Rituximab)
(Table 3). Although purchases of
bioanalog in value terms did not
increase, the producer retained the
second place in the rating.

The most significant decline in
the rating against the backdrop
of the dramatic drop in purchases
of Mabthr’s drug (Rituximab) was
typical of Roche (up to 2015, the
company was the leader in deliveries
under the 7 nosologies program)
(Table 2). At present, the company’s
rating is supported only by the
Dornase Alfa product, which is under
patent protection.

In 2017, there was a significant
increase in purchases of Russian
drugs in physical terms (+64%) with
a more modest increase in value
(+17%). Compared to the previous
year, the growth rate of purchases
has almost doubled. In the structure
of purchases in rubles, the share of
domestic medicines slightly increased
(by 0.5 pp) and amounted to about
36%. In natural terms, the increase
in the share was significant - from
24 t0 30%.

Purchases of foreign imported drugs
in 2017 increased by about 26%, as
a result of which their share in the
structure of the market in value terms
increased by 1 percentage point
and amounted to 11%, in natural
terms - decreased by 0.5 percentage
points up to about 20%. The share of
localized products (the final stages of
production) accounted for 49% of all
sales in packs and 53% in rubles.
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TABLE o Top-10 corporations by deliveries under the 7 Nosologies Program 2017
Rank Share in total purd!ases
Manufacturer (RUB, wholesale prices)
2017 2016 2017 2016 2016 growth
1 1 Celgene 16,0% 17,5% 5,9%
2 5 Pharmstandart (incl. 12,4% 9,7% 48,4%
Generium)
3 4 Baxter INT 12,3% 9,9% 42,4%
4 2 Nativa 111% 13,2% -2,8%
5 3 Biocad RF 97% 10,6% 6,3%
6 7 Octapharma 6,8% 4,3% 84,3%
7 8 Laboratorio Tuteur 4,7% 4,0% 34,7%
8 9 Johnson & Johnson 3,5% 3,8% 7,0%
9 10 Serono 3,4% 3,6% 10,7%
10 6 Roche 2,9% 51% -33,6%
Total 82,9% 81,7%

TABLE e Top-10 trade names by deliveries under the 7 Nosologies Program 2017
Rank Share in total purchases
(RUB, wholesale prices)
Trade name INN
2017 | 2016 2017 2016 2016
growth
1 1 Revlimid Lenalidomide 16,0% | 17,5% 5,9%
2 2 | Acellbia Rituximab 8,5% 9,8% 0,6%
3 4 | Aksoglatiran FS Glatiramer acetate 51% 53% 10,6%
4 9 | Advate Octocog alfa 4,9% 31% 84,9%
5 5 Coagil-VII Eptacog alfa (activated) 4,8% 41% 32,4%
6 6 Genfaxon Interferon beta-1a 4,4% 3,8% 35,0%
7 13 | Octofactor Moroctocog alfa 42% 2,5% 88,6%
8 3 Boramilan FS Bortezomib 3,7% 6,3% -31,5%
9 10 | Octanat Factor Viii 3,5% 3,0% 34,5%
10 16 | Feiba Factor VIII inhibitor 33% 2,2% 70,5%
bypassing fraction
Total 58,4% | 59,5%

ESSENTIAL DRUG MANAGEMENT
(ONLS) PROGRAM

In 2017, the composition of the top
10 manufacturing companies within
the framework of the ONLS program
changed significantly less than in

the previous year (in 2015 there were
almost no changes) (Table 4). Sanofi-
Aventis (+6%) retained the first place
in the ranking, which it entered in
2016. Sanofi-Aventis has its own plant
in the Orel region, where the full

cycle of production of ready-made
forms of insulin preparations has
been localized. In sales leaders in
2017, a new basal insulin of long-
acting Toujeo SoloStar (Table 5)
was released. Basically, it replaced
Lantus SoloStar, but the total share
of INN Insulin Glargine in the supply
structure also increased (from 5.2 to
5.8%) (Table 6).

Against the backdrop of a significant
decrease in sales (-42%), the Roche
rating continued to fall, which
in 2015 ranked first in the ONLS
rating. Despite the withdrawal from
patent protection, the three leading
blockbuster Roche until 2018 have
not yet experienced significant
competition from bioanalogues in
the markets of Western countries
(due to the complexity of their
development and registration). At
the same time in Russia, the Biocad
company bioanalogue Rituximab
was registered in 2014, and the
bioanalogues Trastuzumab and
Bevacizumab - in 2015.

In 2017, within the framework of the
ONLS program, the share of Roche
preparations in the Trastuzumab and
Bevacizumab segments (packaging
localized at the production facilities
of R-Pharm) decreased from 61 to 25
and from 75 to 5%, respectively, from
the previous year. Herceptin in 2017,
dropped out of the top 10, where he
took third place ayear ago. Avastin left
the leaders in 2016. To some extent,
Roche’s losses in the Trastuzumab
market were offset by an increase in
purchases of the new drug Kadcyla
(Trasuzumab Emtansine) (packaged
by R-Pharm) (+88%, 6.5% of total
sales). Currently, Roche’s leading
product in the ONNS is the drug for
the treatment of rheumatoid arthritis
Actemra  (Tocilizumab) (+92%,
15% of all sales of the company).
Other innovative drugs demonstrate
significant dynamics, in particular
Zelboraf (Vemurafenib) (+90%) for
the treatment of myeloma. A total
of 6 new preparations of Roche are
included in the new list of VED.

As a result of the fall in the Roche
rating, the following Novo Nordisk
and AstraZeneca - with the
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stagnation of value sales - climbed
to the top and took the 2nd and 3rd
places respectively (Table 4). Both
companies have built their factories
in the Kaluga region and are in the
process of localizing the production
of their products on these sites.
Leading drug Novo Nordisk Levemir
FlexPen (+4%) remained on the
4th place in the rating of trade
names (Table 5). From 11th to 7th
place in the rating rose Novorapid
Flexpend (9%). INN Insulin
Detemir and Insulin Aspart groups,
corresponding to the brands of Novo
Nordisk (Leveemir and Novrapid),
moved to ranks 4 and 6 in the INN
rating (Table 6).

Only one AstraZeneca Zoladex (ZiO-
Zdorovie and the Russian plant of
the company) remained in the top
10 trade names, which continues to
occupy a monopoly position in the
INN segment of Goserelin (rank 10
in the INN rating, 26% of all sales
of the company). Earlier in the top-
10 was also Symbicort Turbuhaler,
which, with a decrease in sales,
almost doubled from rank 5 to 19
in the rating (according to the state
expert, the packaging of both drugs
is carried out by ZiO-Zdorovie, and
the Russian plant of the company).
Symbicort Turbuhaler in the INN
segment Budesonide + Formoterol
reduced its share from 77% to 43%,
while the share of the Formamonid
Nativ drug from Nativa increased
from 4% to 34%.

The second most sold drug
AstraZeneca is Iressa (Gefitinib)
(+13%), a drug for the treatment of
non-small cell lung cancer, which
accounted for 22% of all sales of
the company and took 8th place in
the ranking of the trade (Table 5).
The third place in the sales struc-
ture of AstraZeneca (18%) is current-
ly occupied by the oncological drug
Fulvestrant, which purchases doubled
compared to the previous year.

In mid-2017, Nativa registered the bio-
fiologue Gefitinib, and AstraZeneca
filed a lawsuit against the Ministry
of Health and Nativia, attempting to
protest the registration of this drug
due to the effect of patent protec-

TABLE ° Top-10 corporations by deliveries under the ONLS Program, 2017
Rank Share in total purcI!ases (RUB, wholesale
Manufacturer prices)
2017 2016 2017 2016 2016 growth
1 1 Sanofi-Aventis 8,4% 7.8% 5,8%
2 3 Novo Nordisk 6,5% 6,3% 0,6%
3 4 AstraZeneca 6,2% 6,2% -1,9%
4 6 Novartis (incl. Sandoz) 5,8% 41% 375%
5 5 Johnson & Johnson 4,9% 42% 13,8%
6 10 | Nativa 4,5% 3,5% 28,8%
7 2 Roch 4,0% 6,8% -422%
8 8 Biocad RF 3,8% 3,7% 1,8%
9 1 Amgen 3,0% 2,6% 16,3%
10 9 AbbVie 2,9% 3,5% -19,9%
Total 49,9% 50,0%

TABLE e Top-10 trade names by deliveries under the ONLS Program, 2017
Rank Share in total purchases
(RUB, wholesale prices)
Trade names INN
2017 | 2016 2017 2016 2016
growth
1 246 | Toujeo SoloStar Insulin glargine 3,4% 01% | 5188,4%
2 1 Lantus SoloStar Insulin glargine 2,4% 52% -53,9%
Insulin glargine
3 6 | Humira Adalimumab 2,3% 2,0% 18,0%
4 4 | Levemir FlexPen Insulin detemir 2,2% 2% 3,7%
5 8 | Zoladex Goserelin 1,6% 1,7% -51%
6 9 Herticad Trastuzumab 1,6% 1,5% 3,7%
7 11 | Novorapid Insulin aspart 1,5% 1,4% 9,4%
FlexPen
8 14 | Iressa Gefitinib 1,4% 12% 12,7%
9 10 | Eralfon Epoetin alfa 1,3% 1,4% -7,0%
10 31 | Afinitor Everolimus 1,3% 0,6% 98,8%
Total 191% | 22,9%

tion on the original drug. The court
has not yet made a decision on this
claim, but the court against Nativa, in
connection with the misleading con-
sumers about the quality and prop-
erties of the product, received the
AstraZeneca in February 2018 (filed
an appeal).

In February 2018, the FAS, having
conducted a special comparative
price study on AstraZeneca prepara-
tions, concluded that for five trade
names (17 SKUs), prices in Russia
were overstated and demanded them
to be re-registered. Among the drugs
for which this requirement was raised
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TABLE 0 Top-10 INNs and grouping names by deliveries under the ONLS Program,
2017
Rank Share in total purch_ases (RUB, wholesale
INN prices)
2017 2016 2017 2016 2016 growth

1 1 Insulin glargine 5,8% 52% 9,6%

2 4 Budesonide + formoterol 2,5% 2,6% -5,9%

3 5 Octreotide 2,4% 2,4% -1,5%

4 8 Insulin aspart 2,4% 21% 11,2%

5 10 Adalimumab 2,3% 2,0% 18,0%

6 7 Insulin detemir 2,3% 2,2% 2,2%

7 2 Trastuzumab 21% 3,9% -45,7%

8 6 Insulin human isophane 1,9% 2,3% -18,8%

9 9 Epoetin alfa 1,9% 2% -10,3%

10 12 Goserelin 1,6% 1,7% -51%
Total 25,3% 279%

are the oncological drugs Zoladex
and Faslodex under patent protec-
tion.

Of the top-10 representatives,
Novartis (including Sandoz) (+38%)
demonstrated the highest high-
end sales of ONLS, which allowed
it to rise from 6th to 4th place in
the rating (Table 4). Sales of the
drug Everinimus (Everolimus), used
for metastatic renal cell carcinoma,
doubled, and it took the 10th place
in the rating. The high dynamics of
purchases was typical for most other
leading products of the company.
The exception is Tasigna (Nilotinib),
whose sales declined 8%. Despite the
patent, at the end of 2016 Nativa reg-
istered its bioanalog and the prices
for it. In this case, the court rose to
the level of the originator company
and prohibited the introduction of
Nilotinib bioanalogues into the civil-
ian circulation until the end of the
patent protection in 2023.

Of the foreign companies, Johnson &
Johnson (+14%) and Amgen (+16%)
also demonstrated quite good dynam-
ics of sales: the first of them remained
on the 5th place in the rating, and the
second rose from 11th to 9th place
(Table 4). The increase in the Amgen
rating was determined by the growth
in sales of the company’s main prod-

ucts, a drug for the treatment of
chronic idiopathic thrombocytope-
nic purple, Nplate (Romiplostim)
(+ 26%), and the antiparatyroid drug
Mimpar (Cinacalcet) (the secondary
packaging of both drugs is Dobrolek)
+23%), which accounted for 38% and
35%, respectively, of all deliveries of
the company to ONLS.

Sales of the leading drug Johnson
& Johnson Imbruvika (Ibrutinib)
(the packaging of Pharmstandard-
UfaVITA), accounting for 24% of
total OHNS sales, increased by 29%.
However, the drug has not yet entered
the top 10 trade names (it took 16th
place). The positive dynamics was also
characteristic for other innovative
products of the company under pat-
ent protection. Thus, the purchase of
the drug Sovriad (Simeprevir) (pack-
aging - Biocad) increased by 68%,
Intellence (Etravirine) (Packaging -
Pharmstandard-UfaVITA) by 15%,
Stelara (Ustekinumab) - by 74%
etc. At the same time, sales of Ziriga
(Abiraterone Acetate) (packaging -
Biosynthesis) fell by 32%, as in 2017
there were competitors who took
more than half of the market.
Negative dynamics of purchases, in
addition to Roche, was also char-
acteristic for AbbVie (-20%), as a
result of which the company went

down to the 10th place in the rating
(Table 4). Purchases of leading drug
Humira (Adalimumab) increased by
18%. At the same time, the sales of
Kaletra (Lopinavir + Ritonavir) and
Viekira Pak (Dasabuvir + Ombitasvir
+ Paritaprevir + Ritonavir) drugs were
reduced by 55 and 80% respectively
(the secondary packaging of all three
drugs is localized at R-Pharm facili-
ties). As a result, Humira accounted
for 81% of all sales of AbbVie. The
drug Humira and INN Adalimumab
entered the top positions and occu-
pied, respectively, the 3rd and 5th
places in their ratings (Tables 5 and
0).

The sales of MSD, which previously
ranked 7 in the rating, were reduced
by half, and in 2017, it moved down
to rank 15. The problems are relat-
ed to the release of the reproduced
Flammaegis product from Servier
(secondary packaging - Nanolek),
which in 2017 accounted for 46%
of the entire INN market, including
Remicade (Infliximab) (packaging by
R-Pharm), deliveries of which were
reduced by 71% (Table 5).

Of the Russian companies, the top
10 producers included Nativa and
Biocad, placed at ranks 6 and 8 (Table
4).1f the cost volume of sales of Biocad
remained almost unchanged, then
Nativa showed an increase of 29%
(Table 5). Herticad (Trastuzumab) of
Biocad (+4%) rose from ranks 9 to
6 in the rating, accounting for 75%
of all sales of the INN group. In
connection with the switch to the
reproduced drug, the sales of INN
Trastuzumab in value terms declined,
and in the INN ranking the group
went down from rank 2 to 7 (Table 6).
The leading preparation of Nativa
was Octreotide-Long (Octreotide),
the volume of purchases of which
changed little, it took 51% of the
entire group of INN. In 2017, as part of
the purchase of ONLS, Nativa inhaled
preparations were very successful:
Formisonid-native (34% Budesonide
+ Formoterol INN), Ipraterol (85%
Fenoterol + Ipratropium Bromide),
Tiotropium-native (32% Tiotropium
Bromide). At the same time, the pur-
chase of Rezoklastin decreased by
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45% due to the high generic competi-
tion in the INN segment of Zoledronic
Acid.

Among the top 25, in addition to
the above companies, also included
Sotex (-7%), which held its previ-
ous rank 14 in the rating, as well
as  Pharmasynthesis (Moscow)
(+3%), Pharmstandard (- 16%) and
Veropharm (+12%), which occupied
17, 19 and 25 places, respectively.
Geropharm-Bio took 34th place in
the rating, however it showed a 29%
increase in sales. Rinsulin NPH occu-
pied 27% of the INN segment Insulin
Human Isophane, Rinsulin R - 21%
INN Insulin Human Base. Due to
competition and switching to domes-
tic drugs, all purchases of INN data
decreased in value terms - by 19%
and 22%, respectively.

In general, in the structure of supplies
by ONLS without taking into account
localized products, sales of domestic
producers in 2017 as compared to
2016 increased by 3.9% in packs and
by 3.7% in rubles (deliveries of foreign
products taking into account local-
ized products decreased, respectively,
by 13.3 and 3.2%). In comparison
with the previous year, there was
an acceleration of growth in physi-
cal terms and a slowdown in value
terms (in 2016, the growth rates were
+2 and + 47%, respectively).

The share of domestic drugs in the
structure of supplies by ONNS in nat-
ural terms increased from 64 to 68%,
in value terms — from 27 to 28% (in
2015 these figures were 61 and 20%,
in 2014-56 and 16%).

The analysis of ratings of corpora-
tions, trade names and INN allows
us to state that the concentration of
sales in 2017, as in the previous year,
decreased (Table 4-6).

The composition of the top 10 ATC2
groups remained fairly stable (Table
7). A significant reduction in pro-
curement (-32%) was characteristic
of group JO5 [Antiviral drugs for sys-
temic use].

At the same time, a noticeable
increase in sales (by 21%) was typical
for LO2 [Hormonal preparations]. As
a result, these pharmacotherapeu-
tic groups changed places, taking,

TABLE 0 Top-10 ATC2-groups by deliveries under the ONLS Program, 2017
Share in total purchases
Rank .
ATC2 (RUB, wholesale prices)
2017 | 2016 2017 2016 | 2016 growth
1 1 A10 - Antidiabetes 20,7% | 19,5% 4,8%
2 2 LO1 - Antineoplastics 191% | 19,2% -2,0%
3 3 L04 - Immunodepressants 9,0% 8,6% 3,0%
4 4 | RO3 - Drugs for obstructive airway diseases | 6,3% 6,8% -9,2%
5 7 L02 - Endocrine therapy 54% | 44% 20,8%
6 6 | BO3 - Antianemic preparations 44% | 46% -73%
7 5 | )05 - Antivirals for systemic use 3,7% 53% -31,6%
8 8 HO1 - Pituitary and hypothalamic 3,2% 3,3% -4,8%
hormones and analogues
9 9 NO5 - Psychotropic agents 2,5% 2,2% 11,8%
10 11 | A16 - Preparations for the treatment 21% 1,9% 8,3%
of digestive disorders and metabolic
disorders, others
Total 76,3% | 76,0%

respectively, the 7th and 5th places in
the ranking. The group V06 [Means of
supply] dropped out of the top-10 on
the background of negative dynam-
ics (-28%). A16 group (drugs for the
treatment of gastrointestinal diseases
and metabolic disorders other) (+8%)
was among the leaders. The concen-
tration of the top 10 pharmacothera-
peutic groups in comparison with the
previous year did not change.

CONCLUSION

In the segment of federal programs
of preferential drug provision in
2017, under the influence of a num-
ber of factors, significant changes
occurred. First of all, as a result of the
comparative study conducted by the
Federal Antimonopoly Service (FAS)
on the prices of drugs included in
the 7 Nosologies program, for many
drugs, the price level was exceeded
compared to the reference countries.
As a result, in late 2016 - early 2017,
at 39 positions, prices were reduced
to the lowest level in the reference
countries. The study concerned for-

eign drugs that are imported or local-
ized in the production of the sec-
ondary packaging stage. Following
the originators, price re-registration
was also carried out for a number of
reproduced drugs.

The key factor that influenced the
purchases under federal programs
was changes in terms of procure-
ment. Since 2017, the localization
of the production of the secondary
packaging stage has already ceased
to protect foreign preparations from
the «third excess» rule. Despite these
quite expected changes, many origi-
nators in recent years, incl. in 2017,
continued to export their prepara-
tions to the Russian market through
the localization of the final stages of
production at the facilities of domes-
tic companies, mainly those that are
influential players in the public pro-
curement market. Acquisition of the
Russian partner, along with the pres-
ence of its own factory, was an indis-
pensable condition for the presence
of state purchases on the Russian
market.



In particular, the localization (even
the final stages) gives extra points
when passing the procedure for inclu-
sion in the VED list, in addition, the
organization of secondary packaging
is often an application for deepening
localization in the future. The lat-
ter, however, quickly becomes irrel-
evant, since after the end of pat-
ent protection and under the rule of
the «third extra» rule, local bioana-
logues and generics quickly master
the markets opening for them. The
intensity of these processes depends
on the degree of centralization of
purchases, and in the case when pur-
chases are carried out at the federal
level, the replacement of the original
drugs takes place very quickly. In this
regard, a more productive strategy
in terms of protecting the market
in the long term is localization, not
through contract production, but
through the transfer of rights to the
drug (with the limitation of the sales
market to Russia and the CIS) to local
producers. In a situation where the
positions of foreign companies are
becoming more and more vulnerable
in the Russian market, this strategy
is increasingly becoming their con-
scious choice in the case of deducing
innovative drugs.

Russia, as the experience of the past
has shown, has low regulatory bar-
riers to the removal of bioanalogs
that appear on the Russian market
long before the path for them in
the conditions of the end of patent
protection is open in the markets of
Western countries. In recent years,
state registration of reproduced drugs
has been widely practiced in Russia,
even before the end of patent pro-
tection, which does not contradict
Russian legislation. The maximum
selling prices for preparations includ-
ed in the VED list.

When formal barriers are overcome,
the introduction of drugs under
patent protection into circulation
becomes quite simple, especially in
the context of decentralized tender-
ing. Appeal of foreign companies with
claims on the held trades does not
lead to the adoption of protective
measures, and the trials themselves
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are delayed for a long time. In addi-
tion, the registered prices for repro-
duced drugs (obviously lower) can
be used by state customers to calcu-
late the initial price of the contract,
which also contradicts the interests
of the originating companies. In
2016-2017 years. Especially serious
problems were created by Nativa, the
legal disputes with which led and are
conducted by many foreign produc-
ers (including Nativa suits to inter-
national companies for challenging
patents and obtaining compulsory
licenses).

Speaking about the factors that in
recent years have had a significant
impact on the public procurement
market, it is also necessary to identify
ever-increasing competition among
Russian companies. The exacerbation
of the situation is indicated, inter
alia, by the recently initiated judi-
cial proceedings between the leading
Russian players. It should also be
borne in mind that the implementa-
tion of federal programs of preferen-
tial drug provision is taking place in
the context of limited funding, the
continuation of procurement proce-
dures and the increasingly tightened
control of antimonopoly authorities,
which in 2016-2017, in addition to
audit prices in the reference coun-
tries, they also launched a large-scale
campaign to combat cartels in the
pharmaceutical market.

Turning to the evaluation of charac-
teristic tendencies in the market of
federal preferential programs, it is
necessary to note the following.
Within the framework of the
7 Nosologies program, the central-
ized nature of tenders, lower reg-
istration prices and control by the
FAS, as well as increased competition
between reproduced drugs in seg-
ments not protected by patents, led
to a significant decrease in procure-
ment prices in most segments of INN,
as well as to a change in the structure
of purchases in favor of reproduced
drugs (in some cases, the complete
withdrawal from the market of origi-
nal drugs).

Throughout the segment of 7 nosolo-
gies, the price index (IC) was 0.87,

i.e. prices as such decreased by 13%
compared to the previous year. At
the same time, natural purchases
increased by 29% (Figure 2), which
is unprecedented for this program. A
significant increase in the volume of
purchases in packages was typical for
all nosological segments, especially
for oncohematology.

Unlike previous years, when the lead-
ers of sales of the INN Bortezomib,
Rituximab (in 2015) and Glatiramer
Acetate (in 2016) came out of the pat-
ent protection, no equally significant
events occurred in 2017. Attempts
to enter the market of Revlimid
(Lenalidomide) and to protest the
patent for this drug have not yet suc-
ceeded, but the company-originator
had to re-register the prices for its
drug with a significant decrease. As a
result, despite a significant increase
in natural volumes, in terms of value,
purchases of this group’s products
did not increase, as in most other
segments, but declined. In general,
the cost structure of procurement
under the 7 nosologies program has
changed in favor of drugs for the
treatment of hemophilia.

In the market of the ONLS program,
there was also a decrease in prices
as such, but less significant — by 6%,
(purchases are carried out at the
regional level, no price re-registration
campaigns were conducted). Natural
volumes of purchases not only did not
increase, but even decreased (Figure
2). There was a moderate shift in the
structure of sales in favor of more
expensive drugs (i.e., as the gener-
al tendency prevailed the processes
of increasing purchases of innova-
tive drugs that are monopoly on the
market, rather than redistribution
of sales in favor of the reproduced
drugs in INN segments, where generic
competition operates). The average
weighted price for packaging with-
in the ONLS program increased by
1%, while in the framework of the
7 nosology program it decreased by
11%. In the latter case, the decrease
in the SEC was also affected by the
fact that the list of drugs purchased
under the program was not revised
in 2017.
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The situation in the framework of the
two programs under consideration
differed from the purchase of Russian
drugs.

Within the framework of the
7 Nosologies program, the natural
purchases of Russian products con-
tinued to grow rapidly, exceeding the
previous year’s dynamics (+64% vs. +
38%). The share of Russian drugs in
2017 in the structure of purchases in
packages was 30%, in rubles — 36%.
Differences in the share indicators
indicate that Russian companies are
first of all acquainted with the most
commercially attractive segments
with higher prices for drugs. If in
2016 within the 7 nosologies pro-
gram the increase in the share of
Russian medicines in physical terms
was due to imported medicines, then
in 2017 - due to preparations that
localized the stage of secondary pack-
aging.

In the ONLS segment, the share of
exclusively Russian products in the
structure of purchases in packages
is certainly greater than for other
categories of drugs. In 2017, the share
of Russian drugs was 68% in physi-
cal terms, in value terms — 28%. In
2016, purchases of Russian medicines
in value terms increased 1.5 times,
which was determined by the active
development of high-yield segments
by domestic producers, where patent
protection no longer functioned. In
2017, this process continued, but at
a relatively low rate, but the share of
Russian products in the structure of
purchases continued to grow.

TABLE e Top-10 manufacturers by deliveries under the ONLS/
7 Nosologies Program, 2017
Rank Share in total purcI!ases (RUB, wholesale
Manufacturer prices)
2017 2016 2017 2016 2016 growth
1 1 Celgene 8,3% 8,3% 6,0%
2 2 Nativa 7.9% 8,0% 4,5%
3 5 Pharmstandart 6,9% 5,4% 37,9%
(incl. Generium)
4 3 Biocad RF 6,8% 6,9% 5,0%
5 7 Baxter Int 6,3% 4,6% 43,8%
6 6 Sanofi-Aventis 5,3% 5,2% 8,7%
7 8 Johnson & Johnson 4,2% 4,0% 10,8%
8 1 Novartis (incl. Sandoz) 3,6% 3,3% 19,0%
9 14 Octapharma 3,5% 2,0% 82,2%
10 9 Novo Nordisk 3,5% 3,5% 42%
Total 56,3% 55,3%

In general, in 2017, Russian produc-
ers continued to actively develop the
market of federal preferential pro-
grams, where principal changes in
their favor for the first time occurred
in 2015. In the entire federal privilege
market, the share of Russian com-
panies in 2017 increased from 62 to
66% in natural terms and from 31%
to 32.5% - in value terms.

Three Russian companies, as before,
were included in the top 10 corpo-
rations in the aggregate volume of
purchases within the framework of
7 Nosologies and ONLS (Table 8).
The high growth rates of sales were
demonstrated only by Pharmstandard

(together with GENERIUM) (+38%),
but all three Russian companies
remained at the top positions of the
rating and together accounted for
more than 1 /5 of all deliveries under
the programs federal benefits.

Notable growth of sales of a number
of foreign companies, included in
the top-10 (Table 8), as well as many
others. Foreign manufacturers, often
in partnership with Russian players,
continuetoincreasesalesofinnovative
products. The VED list, adopted in
2018, included an additional 60 new
drugs, which creates prerequisites
for the continuation of these 2
processes. N





