CETMEHT PETMOHANbBHbBIX TbIFOTHbIX MPOTPAMM m

eIMEHT PErMOHATbHbIX

TbLOTHBIX IPOrPaMM

CormacHo 6aze gaHHBIX IQVIA, 00beM 3aKyNOK' IO PErHOHAIBHBIM IPO-
IPaMMaM JBIOTHOTO JEKAPCTBEHHOI'0 oOecnedeHus (0e3 CMemaHHbIX TOp-
roB) B 2017 1. cocraBui 66,5 MJIH YIIAKOBOK Ha cymMMy 55,7 MiIpy pyo., Win
1,2 mupp gosun. 1o cpaBHEHHIO € MPEABIAYIIHM I'OJOM 3AKYIIKH B HATYPaJIb-
HOM BBIPAKEHUH YBEIHYHIHCh HA 31%, B HAIMOHAIbHON BaIrOTe — HA 28%

(B gomn. — Ha 47%) (puc. 1).

3aMETHOE YBEIUYEHHE 3AKYIOK, OCO-
OCHHO B HATYPaJbHOM BBIPAKEHMHY,
ObLI0 32(PUKCHPOBAHO €IIE I'Of Ha3a]l.
B 2017 r. TEHAEHUIMA YCUIHIACH,
MIOCKOJIBbKY B MOCKBE, HATIPHMED, ObUIA
BBEJCHA IPAKTUKA 3aKYIIOK JIEKAPCTB
Ha ABa roja (puc. 1).

B 2017 1. pedTHHI KOPIOPALHUIL, OCY-
MECTBIABIIUX [OCTaBKH 110 PEru-
OHAJbHBIM HPOrPAMMAM JBIOTHOI'O
JIEKAPCTBEHHOTO OOECIEYEHHUs, TIpe-
TEpIen ONpPEJENIeHHbIE H3MEHE-
Hus (mabn. 1). llpu CcpegHUX TeEM-
nax pocra 3akynok Novartis (incl.
Sandoz) ocrancs Ha IEPBOM MeCTe
B perrunre ¢ goner 9,3%. Kommanua

IPE/CTABICHA NIMPOKUM IEPEUYHEM
JIEKAPCTBEHHBIX CPEJCTB, U3 KOTO-
peix mugaepom (16% Bcex TPOAAK)
ABJIIETCS. OHKOJIOTMYECKUI IIpenapar
Tacurna (Nilotinib) (BTopuuHas yma-
KoBka «@apmcrangapr-YpaBurar).
[Tpy HU3KOY JUHAMHUKE 3aKYIIOK (+8%)
B DEHTHHIE TOPIOBBIX HAMMEHOBA-
Huil TacurHa nepeMecrunach ¢ 7-ro
Ha 9-€ MecTo (maon. 2).

[Ipn 6osee BHICOKUX TEMIAX POCTa
npoaax Alexion Pharma (+33%) nepe-
MECTHJIACh C 3-TO Ha 2-€ MecCTo, 000-
raaB Sanofi-Aventis (+26%) (maon. 1).
Komnanus Alexion Pharma npepcras-
JIEHA MCKIIOYUTENbHO IIPENapaToM
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Conupuc (MHH Eculizumab), ucrosns-
3yEMBIM I JIEYEHUS OP(PaHHOIO
32007€BaHUA - TNAPOKCU3MATBHOH
HOYHOI remornobunypuu. Conupuc
3aHMMA€T BEPXHIOID CTPOYKY pEH-
THHTA TOPrOBHIX HAUMEHOBAHUH,
4 €T0 074 B CTPYKTYPE BCEX 3AKYIOK
BBIPOCJIA 32 TOfl € 8,4 10 8,7%.
JIbBUHAg uacTh Tpojax Sanofi-
Aventis nmpuxoputcs Ha MHH Insulin
Glargine, mpuuem ero Joas 32 rof
BBIPOC/IA € 53 10 59% (BCE MHCYIUHBI
cocTapuny 6onee 70% BCeX MPOmAXK
KOMIAHUU B CEIMEHTE PEruOHasb-
Ho# 1broThl). Ecmum B 2016 1. mpo-
gaxu ganHoro MHH nHa 94% O6buin
npeacrasiaeHs Jantycom ConoCrap,
TO B 2017 I. B IMAEPHI BbILIET HOBBIH
6a3a7TbHBI HHCYINH JJTUTEIBHOTO
nevictsud Tymxeo ConoCrap, KOTOpPBIi
cocraBun 62% Bcex 3akynok Insulin
Glargine. Ilpenapar 3aperucTpupo-
BaH B ceHtiabpe 2016 r., ero mpous-
BOZICTBO, COIJIACHO JaHHBIM rocpee-
CTpPA, TAKKE JIOKATM30BAHO HA IIpE-
npuatun «Canodu-AsenTuc Bocrok»
B Opnosckoit o6mnactu. B 2017 r.
Tymxeo ConoCrap 3aHAn 2-€ MECTO
B PETHHIC TOPI'OBBIX HAUMEHOBAHHH,
a Jlanryc ConoCrap (-44%) cycTuics
€O 2-11 Ha 6-10 TO3ULMIO.

[lepBple TPU KOMIIAHUU-IIPOU3BOAHU-
TENs AKKYMYJIUPYIOT 0ojee ' Bcex
3aKYIOK [I0 PETHOHAIBHBIM IIPOrPaM-
MaM JIbIOTHOTO JIEKAPCTBEHHOTO 006e-
cneyenus (mao6n. 1). Bce ocranbHbie
UM 3HaYUTENIbHO yCTynatoT. Haubonee
BBICOKHE TEMBI POCTA IOKA32J1a KOM-
nanus Johnson & Johnson (+40%),
KOTOPas U B IPEABAYIIEM IOy II0YTH
YABOM/IA CBOM IOKa3aread. OCHOBHOH
BKJI4Jl B POCT NIPOJaX BHECEH OHKO-
reMATOJOTHYECKUM  TIpenapaTroM
Umb6pysuka (Ibrutinib) (BTOpHYHAaZA
ynaxkoBka «®apmcranpapt-YopaBurar),

1Ompa>K€Hbl 06bembl TOCMABOK N0 pesynbmamam
30K/TI0YeHHbIX KOHMpakmoe.
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cocrapuBmuM 46% BCEX MTPOFAK
KoMmanuu. B 2017 1. ero 3akynku
BBIPOC/IH IIOYTH B 2,5 pa3a, 4TO 103BO-
JUIO TPemapatry MmOAHAThCA ¢ 16-T0
HA 5-€ MECTO B PEUTHHTE (maln. 2).
[Io cpaBHEHHIO ¢ OOWIUMHU [ CEr-
MEHTa IOKazateaamMu ¢upma Novo
Nordisk npogemoncTpupoana 6oiee
CKPOMHYIO IUHAMUKY (+16%), m03TO-
My CIIYCTHJIACh HA 5-€ MECTO B peH-
TUHTE (madn. 1). Bepymum 6peHzom
KoMIaHuu (33% BCeX NMPOJAK) ABIA-
€rca Ipenapar WHCyauHa JleBeMup
®nexcllen (Insulin Detemir) (BrO-
pUYHAS YIAKOBKA IIPOU3BOAMTCS
Ha KaJIyXKCKOM 3aBOJ€ KOMIIAHMH),
IPOAAXKHA KOTOPOTO BBIPOCAH HA 28 %,
B PE3Y/IBTATE YETO OH 3aHAN 8-€ MECTO
B pedTHHre (maon. 2).

[Ipy yBeIMYEHUU IOCTABOK HA 34%
B 2017 r. B cocras Ton-10 BomwIa ame-
puKaHCcKasg xoMnanus Shire Human
Genetic Therapies. Opdanubiii npe-
napat dnanpasa (Idursulfase) (+19%),
COCTABHBIIHNI 76% MPOJIAK ITOM KOM-
IAHUH, CIYCTHJICA € 3-T0 Ha 4-€ MECTO
B peurunre (maon. 2). IoOKuHYI
Ton-10 «buoKagy», MIPOJAKUA KOTO-
poOro mocjie MECTUKPATHOIO POCTA
B 2016 T. OCTA/IMCh HA TIPEKHEM YPOB-
He. JInaupyomuM 610aHaIo0roM, Ipo-
U3BOJUMBIM KOMIIaHHENU <«BuoKay,
B CETMEHTE PETHOHAIbHBIX JIBIOT-
HBIX IPOrpaMM ocrasajicsa I'epruxan
(Trastuzumab), OIHAKO 3aKYIIKU 9TOTO
IpEapara 10 CPaBHEHHIO C IIPEAbI-
AYIIIM TOJOM COKPAaTHJIMCh HAIoJo-
BHHY.

CaMble HU3KUE TEMIIBI POCTA MPOJAK
U3 npeicrasurened Tom-10 ImOKa-
3anu Roch (+8%) u Pfizer (+4%):
nepBasg KOMIAHHA OCTAIACh Ha §-M
MECTe, a BTOpasg CIYCTUIACh C 7-TO
Ha 10-e¢ (maon. 1). Hu onuH U3 mpe-
[APATOB 3TUX KOMIIAHWHI HE BOMIEN
B IIEPBYIO JIECATKY TOPIOBBIX HauMe-
HOBAHUM.

B 2016 r. mpogaku KOMIaHuit Amgen
U AstraZeneca COKpaTHJIUCh IIpHU-
mMepHo Ha 10%. B 2017 1. Ha ¢one
HOMOXKUTENbHON JUHAMUKA  (+34
1 +26% COOTBETCTBEHHO) OHU 3AHSIH
6-¢ 1 7-¢ MecTa B peittuare (maon. 1).
62% Bcex mpojax Amgen cocra-
BII Op(aHHBII Ipenapar DHILIEHT
(Romiplostim) (BTOpUYHas yIaKOBKA
000 «lobponek»). 3akynku Ipena-

TABINLA 0 Ton-10 kopnopauuii No 06beMy permoHanbHbIX NbrOTHbIX 3aKynok, 2017
Mecto
& peiiTuHre ponssomuTens Jons ot 06wwux 3aKynok (py6., onT. LeHbl)
2017 2016 2017 2016 Mpupoct k 2016
1 1 Novartis (incl. Sandoz) 9,3% 9,3% 28,3%
2 3 Alexion Pharma SW 8,7% 8,4% 33,0%
3 2 Sanofi-Aventis 8,3% 8,5% 25,7%
4 5 Johnson & Johnson 4,8% 4,4% 40,4%
5 4 Novo Nordisk 4,2% 4,6% 16,4%
6 9 Amgen 41% 3,9% 34,5%
7 6 AstraZeneca 4,0% 4,0% 26,9%
8 8 Roche 3,3% 3,9% 8,2%
9 1 Shire Human Gen.TH 3,2% 31% 34,2%
10 7 Pfizer 3,2% 3,9% 3,8%
Wtoro 53,2% 54,3%

para BeIpociu Ha 1/3, B pesyiabraTe
OH IIEPEMECTHIICA C 4-TO Ha 3-€ MECTO
B PEUTHUHIE€ TOPTOBLIX HAUMEHOBAHUN
(mabn. 2). JTuaupylomud mpemnapar
AstraZeneca Cumobukopt TypOyxanep

(Budesonide + Formoterol) (BTO-
puyHas ymakoska «3u0O-310pOBbE»),
HAIIPOTHUB, IIOKA3a]1 OTPHUIIATEIbHYIO
IVUHAMUKY (-22%) W TOKHHYI TOIN-
10 mo npUYMHE AKTMBHOH KOHKYPEH-

pucvuoxe [MHaMM1Ka 10NN 0TeUeCTBEHHbIX /3apy6exHbIX MpenapaTos B
CTPYKTYpEe pernoHasbHbIX MbrOTHbIX 3aKynok, 2015-2017
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TAB/INLA o Ton-10 TOProBbIX HAMMEHOBAHUIA MO 06bEMY PErMOHANbHbIX TbFOTHBIX
3akynok, 2017

MecTo

B peiiTuHre ToproBoe HameosaMe Jons ot 06wwux 3aKynok (py6., onT. LeHbl)
2017 2016 2017 2016 Mpupoct k 2016

1 1 Conunpuc 8,7% 8,4% 33,0%

2 84 Tyaweo ConoCrap 31% 0,3% +++%*

3 4 JHNNenT 2,5% 2,5% 321%

4 3 Jnanpasa 2,4% 2,6% 19,4%

5 16 mbpyBuKa 2,3% 1,2% 137,5%

6 2 Nantyc ConoCrap 1,8% 4,2% -44,3%

7 5 Tpaknup 1,7% 2,0% 9,4%

8 9 Nesemunp ®nekclex 1,6% 1,6% 28,2%

9 7 TacurHa 1,5% 1,7% 8,3%

10 15 Harnasum 1,2% 1,2% 272%

Utoro 26,8% 28,2%

*30ecb u dasnee: 6onee 4em 10-KpamHbili pocm nNpu HU3Kol 6a3e cpasHeHus.

TABNIULA e Ton-10 ATC2-rpynn no o6bemy permoHanbHbIX TbrOTHbIX 3aKynok, 2017

Mecto Jons ot 06wux 3aKkynok (pyé.,
B peiiTuHre ONT. LeHbI)
ATC2
Mpupoct Kk
2017 | 2016 2017 | 2016 2016
1 1 LO1 — MpoTnBoonyxonesble npenapaTbl 24,0% | 23,0% 33,6%
2 2 | A0 — Mpenapartbl 4na neyeHns caxapHoro | 18,6% | 18,9% 26,3%
nnabeta
3 3 LO4 — UmmyHOAEenpeccaHTbl 14,9% | 16,5% 15,5%
4 4 A16 — Npenapartbl ANs neyeHus 6,0% 5,9% 31,5%
3a60M1eBaHNN XKT U HapyLleHns obmMeHa
BELLeCTB Apyrue
5 5 RO3 — Mpenapartbl Ans neyeHus 5,4% 5,6% 24,8%
06CTPYKTUBHbIX 3a60M1€BaHNN
AbIXaTeNbHbIX MyTen
6 6 B02 — l'emocTaTuku 4,6% 3,9% 50,2%
7 7 L02 — FopmoHanbHble npenapaTtbl 3,5% 2,9% 56,6%
8 8 C02 — TunoTeH3MBHbIe Npenaparbl 3,0% 2,8% 37,3%
9 9 | )05 —MpoTnBOBUPYCHbIE Npenapatbl Ang 2,8% 2,7% 30,0%
CUCTEMHOTO NPUMEHEeHNA
10 10 | NO3 — MpoTuBo3NunenTUYeCcKne 1,6% 1,6% 31,4%
npenapatbl
Urtoro 84,4% | 83,8%

MU CO CTOPOHBI POCCHUICKOTO aHA-
aora QPOpMHCOHUJ-HATHB, KOTOPBIN
B 2017 r. B cermente MHH umen pomio
32%. AstraZeneca B Hos6pe 2017 .
1mojana uckK K «<Hatuse» B CBSI3U C BBe-
JeHHEM B 3a0iyxIcHHE HOTpebure-
JIed B OTHOLIEHUH Ka4eCTBA U CBOVCTB
npenapara  QOPMUCOHUJ-HATHB.
B xonne ¢espans 2018 r. AstraZeneca
IPOUTIPAIA CYA U IUTAHUPOBAIA MOAA-
BATh Ha ANEJUIAIUIO.

O6mue npogaxu komnanusa «<Hatusas
B 2017 1. B CEIMEHTE PETHOHAIBHOU
JIBTOTHl BBIPOCIM IIOYTH B 2,5 pasa.
«HaruBa» uMeeT OOBEMHBIH IIOPT-
(enp 6MOaHANOrOB, BBEACHUE B 000-
pPOT KOTOPBIX B IIEJOM pAE CIyda-
€B KBAIU(UIUPYETCHA KOMIIAHUSA-
MH-OPUTHHATOPAMHU KaK HApPYIIEHUE
NAaTEHTHBIX TIpaB. Cyje6HBIE HCKH
K «Hatuse» 1o 3TOMy IIOBOJY IOAAIH
AstraZeneca, Boehringer Ingelheim,
Bristol-Myers Squibb, Novartis, Pfizer,
Orion. PocCUiICKUM IPOU3BOJUTENEM,
B CBOIO OYEPE[b, TAKKE ITOJAHBI UCKH
K UHOCTPAHHBIM KOMIIAHUAM C IIEJIBIO
AHHYIUPOBAHUA HATEHTOB, 4 B PAJE
Cly9ae — IONYYEHUS NPHHYAUTENb-
HOU suuensuu. Cyne6HblE pa3du-
paTenbCTBa, B YACTHOCTH, KACAKOTCA
OHKOJIOTHYECKOTro Inpemnapara CyTeHT
(Sunitinib), koTOpBIH ABIAETCA NTUAU-
pyromuM npogykroM Pfizer B aTom cer-
MeHTe (3aHMMaeT 13- MeCTo B peH-
TUHI€ TOPIOBBIX HAMMEHOBAHMH).
B 2017 r. B HapyII€HUE JEUCTBYIONIETO
[IaTE€HTA BOCIIPOU3BEJIEHHBIN IIpeIna-
par CyHUTUHUO-HATUB OBUI BBEJCH
B 000POT U NIPEJCTABICH B CTPYKType
PETHOHATBHBIX JTBTOTHBIX 3aKYTIOK.

ITo uroram 2017 1. B COCTaB IEPBOU
JECATKM HE BOLLIA HHU OJHA POCCHUI-
CKas KOMIIAaHUS, OJHAKO JHOJA OTe-
YECTBEHHBIX KOMIIAHUI B CTPYKType
3aKYIIOK IPOJOJDKaIa OBICTPO PACTH
U cocraBuwia 65,5% B HaTypalbHOM
BoIpaxkeHun u 18,2% - B CTOMMOCT-
HOM (puc. 2). ITO ONPEREIAIOCH TEM,
YTO 3AKYIIKH POCCUHCKUX JIEKAPCTB
0 OTHONIEHHIO K IPEJBAYIIEMY
rojy BBIPOCAH HA 47% B YIIAKOBKAaX
U Ha 42% B pyomax (3apyOexKHBIX —
Ha 9 1 26% COOTBETCTBEHHO).

B cocras TOm-25 W3 poccuit-
CKUX KOMIAHUN Bomuiu <«buoxam»
(-0,0%) u «Harusa» (+139%), 3aHsB-
mue 11-e m 12-e Mecra, a TaKkKe
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«Kanongapma npopgakms> (+47%),
«apmcrangapr>  (+24%), <«Atomm
(+108%), pasmecruBmmeca Ha 19,
22 m 23-M MECTax COOTBETCTBEHHO.
DOJBIIMHCTBO BEAYIIUX POCCUICKUX
KOMIIAHUM TIOKA3a1d B JAHHOM Cer-
MEHTE 3HAYUTETBHYIO IOJOKUTENb-
HYIO TUHAMUKY.

Ton-10 TOProBeIX HAaMMEHOBAaHUM
B 2017 r. OOHOBWICHA, B TOM YHCIE
33 CYeT Op(aHHOrO Ipemnapara
UL JIEYEHHUA MYKOIIOJUCAXAPU/IO-
3a VI tuna Harmasum (Galsulfase)
or Biomarin Europe, 3aKymku KOTO-
poro BelpocIu Ha 27% (mabn. 2).
Ha (oHe 3HAYUTETBHOTO COKpa-
IEHUSA TPOJaX IOKUHYIM TOI-10
Cumbuxopr TypOyxanep (-22%),
Xymupa (Adalimumab) Abbvie (-31%)
u Pemuxkeiin (Infliximab) MSD (-57%).
CeMb IpemnaparToB U3 TOI-10 MOXHO
OTHECTH K KATETOPUH JIOKAIU30BAH-
HBIX, B 5 CJIy4asgXx peYb HJIET O BTO-
PUYHOHN YHAKOBKE M BBIMYCKAIONIEM
KOHTpOIJIE.

CpefHEB3BENICHHBIE IIEHBl OJHOMU
VIAKOBKU IPENAPATOB, 3aKyIaeMBIX
[0 PEruOHAJBHBIM IPOrPAMMAM
JBIOTHOI'O JIEKAPCTBEHHOTO obecIe-
YeHUs, B IO/ABJIAIOIIEM OOIBIIMHCTBE
CJIy42€B UMEJIU OTPUIATENBHYIO THHA-
MUKY.

B cocraB mepBOil [ECATKHA BOIUIH
5 op¢aHHBIX IPENApPaTOB CO Cle-
JyIOIUMHA TNoKa3aHuaMu: Coaupuc

(Eculizumab) - mnapoxcuamanbHas
HOYHasd TIeMOIJIOOMHYpHUA, Dialpasa
(Idursulfase) - mykomonucaxapu-

jgo3 II tuma (cunjgpom Xanrepa),
Oumnent (Romiplostim) - wupuo-
MATHYECKasT  TPOMOOIUTONEHUYE-
CKag mypmypa (CHHAPOM OBaHCA),
Tpaxmp (Bosentan) - mepBUYHAA
J€rouHas (apTepuasbHasi) HUAMOMNA-
TAYECKasd runeprensud, Harmazum
(Galsulfase) — mykononucaxapuo3 VI
tana. Bmecre onu cocraswin 16,5%
BCeX 3aKynoK. COBOKYIHYIO JOJIO
BCEX 3aKyIOK Op(paHHBIX NIPENAPATOB
MOKHO OLICHUTb IPUMEPHO B 20%.

Ha ppHOK mpemapara Tpaxaup
(Bosentan) (YmaxkoBKa M BBIITYCKAIO-
MUA KOHTPOAb «M3BapuHO Papmar)

B 2017 T. BBIIENT JKEHEPUK KOMIIA-
Huu «Cortexcr. Bee ocranpHble opdan-
HbI€ TIPENapaThl, BXOAdmue B Tom-10,
COXPAHATIN MOHOIIONHUIO Ha PHIHKE.

CerMeHT pETHOHANbHBIX JIBIOTHBIX
IPOrpaMM JOCTATOUHO KOHIIEHTPHUPO-
BaHHBIA. Bcero Ha pomo tom-10 xop-
NOPALUN IPUXOJUTCA 53% BCEX 3aKy-
IOK II0 PETMOHANbHBIM IPOTPAMMAaM,
HA J010 TOn-10 TOProBbIX HAUMEHO-
BaHUM - 27% (mabn. 1 u 2), Ha JOMIO
TOM-25-77 1 40% COOTBETCTBEHHO.

[lepBbie aecaTh (papMaKOTEPATIEBTH-
YECKHX Ipynn BTOporo yposua ATC-
KIaCCU(PUKAUUA  COCTABIAIOT 84 %
BCEX 3aKyIOK (mabn. 3). Ha pomo
onkosnornyeckux (LO1), mpotusopna-
6ernueckux (A10) mpenaparos, UMMY-
Hojenpeccantos (L04) mpuxopurcs
58%. Cocras Ton-10 ¢papmMakoTepanes-
THUYECKUX I'PYIII II0 CPABHEHUIO C IIpe-
ABIYIIMM TOJOM He U3MEHMICA. Bce
IPYHIbl IOKA3aIH HONOXKUTEIbHYIO
AUHAMUKY, HAHOOJI€e 3HAUUTEIBHYIO
(poct B 1,5 pa3a) - remocratuxu (B02)
U TOPMOHAIBbHBIE ITpenapatsl (LO2).

3AK/MIOYEHUE

Taxum 00pa3oM, aHAIU3 3aKYIOK
0 PEruOHAJTBHBIM IIPOrpaMMaM
JIBTOTHOTO JIEKAPCTBEHHOIO obecre-
yeHusa B 2017 T. MOKa3aa 3HAYUTEND-
HBIM pOCT UX 0OBEMOB, YTO OOYCIOB-
JIEHO BBICOKOH HArpy3kod B cdepe
JIEKAPCTBEHHOT'O 06eCHedeH s], KOTo-
pas Jerna Ha PETrHOHBl B YCJIOBHUAX
CTarHAIJUA  POCCHUHUCKON 3HKOHOMH-
KA ¥ KOHCOMWJAIMU (pefepanrbHOro
oromkera. TpaHchepTsl peruoHaMm
u3 (pesiepasbHOro OIO/KETa Ha Peau-
3aL[UI0 IIPOTPAMM JIBIOTHOTO JIEKap-
CTBEHHOro ob6ecneuenus B 2017 .
ObUIM  3aITAHHPOBAHBL B  pa3Me-
pe 11,6 mapa py6., 9TO COCTABHIO
94% OT CKOPPEKTHPOBAHHOIO OIOf-
xkera 2016 r. 3akynku opdaHHBIX
JIEKapCTB, KOTOPBIE COCTABIAIOT NPU-
MepHO 1/5 BCEX PACXO/0B PETHOHOB
HA JIbTOTHOE JIEKAaPCTBEHHOE obecIie-
YEHHUS, TaK U HE ObUIM IIEPEBEJEHBI
HA (pefepanbHbI YPOBEHDb (XOTA Pas3-
TOBOPHl 00 3TOM BEAYTCA B TEYEHHE
MHOTHX JIeT).

Hecmorps Ha peduuur OHOMKETOB
OOJIBITMHCTBA POCCUNCKUX PETUOHOB,
BBIIIOJIHEHUE COLIMANBHBIX 00s32-
TENbCTB SB/ATIOCH BAKHBIM TpeOOBa-
HHUEM, HpPEABABIIEMBIM PEIHOHAND-
HBIM IIPaBUTENbCTBAM Kak (eaepasb-
HBIM IIEHTPOM, TaK M HACEJIEHHUEM,
KOTOpO€ BCE Yallle OTCTAUBAET CBOU
IpaBa B CyJax IOPU aAKTUBHOHM MOJ-
JEpXKKe MalUEHTCKUX OPraHU3aluil.
3HAUUTEIbHBIE CPEACTBA HA JIEKAP-
CTBEHHOE O00OecreueHue ObLIU BBIE-
JIEHBI B KPYIIHBIX PETHOHAX C BBICO-
kuMu jgoxofamu. B 2017 1. Ha oHe
CTaOMIM3AIMY 3KOHOMHYECKON CUTY-
aIlUU B 3THX PETHOHAX JOXO/BI OI07-
JKETA TIPEBBICHIHN 3aIUIAHUPOBAHHBIC
nokaszarenu. Tax, B Mockse B 2017 T.
JIOXOJIBI OIOJKETA BIIEPBbIE COCTABUIN
6osee 2 TpIH Pyod., IPU 3TOM BMECTO
nedunura 61o0/xera B 200 Mapy pyo.
ObUI IIOJIy4€H NPOMULINT B 2 MIPJ PYO.
B cTpyKType pBIHKA DPErHOHATBHBIX
JABTOTHBIX TIPOIpAMMaM Ha [IOJIO
Mockssl B 2017 1. mpumiocs 22%
BCEX 0OBEMOB NOTPEOIEHUS JTIEKAPCTB
B CTOUMOCTHOM BBIP2)KEHUU.
Kak moxazan aHanm3, poCT 3aKyINOK
B CTOMMOCTHOM BBIPKECHHH OIIpeE-
JEJSUICS TIPEKAE BCEIO YBEIUUEHUEM
HATypPaJIbHBIX OOBEMOB, HPU ITOM
3aKYIIOUHBIE IIEHBl II0 BCEMY Cer-
MEHTY CHHU3WINCh IIPUMEPHO Ha 5%.
Hab6umonaincs taxke HeGOIBIION C/IBUT
CTPYKTYPBI 3aKYIIOK B CTOPOHY 6onee
JTOPOTOCTOAIIMX MpenapatoB. 26%
BCETO IIPUPOCTA 3AKYIOK B CTOMMOC-
THOM BBIPDAKEHUH OBUIO 0OECIIEUEHO
32 CYET OHKOJOTHYECKUX IPENapaTos,
17% - 3a cueT MPOTUBOAUAOGETHYECKIX
CpPencTB, MoYTH 9% HpUpocTa Janu
HMMYHOJENPECCAHTHI, 7% — IeMOCTa-
THKH, 6% - mpemaparsl s JeUeHHUs
6oe3Hel 0OMEHA BEMECTB, 5% — rop-
MOHAJIbHbIE IPEIAPATHL U T.[I.
2017 1. 03HAMEHOBAJICA POJOJLKEHHU-
€M AKTHUBHOI'O OCBOEHHMS PBIHKA PEru-
OHAJIBHOH JIBIOTBl OTE€YECTBEHHBIMU
KOMIIAHWAMH. B 4YacTHOCTH, mpuMe-
YaTeJbHBIM SABJAETCS BBIXOJ POCCUH-
CKUX TIPOU3BOAUTENEH B CETMEHTHI
Op(aHHBIX NIPENAPATOB. 2)
A'



Particularly noticeable was the
substantial increase in purchases
especially in physical terms a year
ago. In 2017, the trend intensified, as
two-year drug procurement was put
into practice, for example, in Moscow
(Figure 1).

In 2017, the ratings of corporations
that supplied drugs under the
regional reimbursement programs
underwent some major changes
(Table 1). Due to the average pace
of purchase growth, Novartis (incl.
Sandoz) held its previous rank number
one in the ranking with a 9.3%
share. The company is represented
by a wide range of drugs, headed

SEGMENT OF REGIONAL REIMBURSEMENT PROGRAMS m

Segment of regional
reimbursement programs

According to the IQVIA database, the volume of purchases' under the
regional reimbursement programs (without mixed trades) amounted to
66.5 mil. packs totaling to RUB 55.7 bil., or USD 1.2 bil in 2017. As compared
to the previous year, purchases increased by 31% in physical terms and by
28% in terms of national currency (by 47% in terms of dollars) (Figure 1).

by the oncological drug Tasigna
(Nilotinib) (16% of all sales) (the
secondary packaging performed by
Pharmstandard-UfaVita). Due to low
purchasing dynamics (+8%), Tasigna
moved from rank 7 to 9 in the trade
names rating (Table 2).

Due to higher sales growth, Alexion
Pharma (+33%) moved from rank
3 to 2, surpassing Sanofi-Aventis
(+26%) (Table 1). Alexion Pharma is
represented solely by the preparation
Soliris (INN Eculizumab), used to
treat the orphan disease — paroxysmal
nocturnal hemoglobinuria. Soliris
was placed at the top rank of trade
names rating, and its share in total

FIGURE o Dynamics of the regional reimbursement purchases, 2015-2017
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purchases has grown from 8.4 to 8.7%
over the year.

The lion’s share of Sanofi-Aventis
sales is accounted for by INN Insulin
Glargine, and its share has grown from
53% to 59% over the year (all insulins
accounted for more than 70% of all
sales of the company in the segment
of regional reimbursement programs).
In 2016, Lantus SoloStar accounted
for 94% of this INN sales, and in
2017 a new long-acting basal insulin
Toujeo SoloStar headed the rating,
accounting for 62% of all purchases
of Insulin Glargine. The drug was
authorized in September 2016, and
its production was also localized at
the Sanofi-Aventis Vostok facilities
in the Orel region, according to the
state register. In 2017, Toujeo SoloStar
moved to rank two in the trade names
rating, and Lantus SoloStar ( - 44%)
went down from rank 2 to 6.

The top three manufacturers
accumulate more than % of total
purchases under the regional

reimbursement programs (Table I).
All the rest are way below. Johnson &
Johnson (+40%) showed the highest
growth rates, which almost doubled
its performance in the previous year.
The main contribution to the sales
growth was made by the oncological
hematological drug  Imbruvik
(Ibrutinib) (the secondary packaging
performed by Pharmstandard-
UfaVita), which accounted for 46% of
all sales of the company.

In 2017, its purchases increased
almost 2.5 times, which allowed the
drug to move up from rank 16 to 5 in
the rating (Table 2).

As compared with the general
indicators for the segment, Novo
Nordisk demonstrated a more modest

'The volume of supplies is shown based on the
results of concluded contracts.
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dynamics (+16%), therefore it moved
down to 5 in the rating (Table I).
Insulin preparation Insulin Detemir
(the second packing is performed at
the Kaluga plant of the company),
is the leading brand of the company
(33% of all sales), which sales grew by
28%, as a result of which it moved up
to rank 8 in the rating (Table 2).

Due to 34%increase in supplies in
2017, USA-based Shire Human Genetic
Therapies broke into the ranks of the
top 10 rating. The orphan product
Idursulfase (+19%), which accounted
for 76% of the company’s sales, went
down from rank 3 to 4 in the rating
(Table 2). Biocad, which sales held its
own in the rating after six-fold growth
in 2016, dropped out of the top 10.
Herticad (Trastuzumab, Biocad)
remained the leading biosimilar in the
segment of regional reimbursement
programs, however, the purchase
of this drug decreased by half as
compared with the previous year.
Roche (+8%) and Pfizer (+4%) showed
the lowest growth rates of sales in top-
10: the former held its previous rank
8, and the latter went down from rank
7 to 10 (Table 1). None of the drugs of
these companies was included in the
top ten trading names.

In 2016, sales of Amgen and
AstraZeneca fell by about 10%. In
2017, they were placed at ranks
6 and 7 in the rating against the
background of positive dynamics (+34
and + 26%, respectively) (Table 1). The
orphan drug Nplate (Romiplostim)
(secondary packaging is performed by
Dobrolek LLC) accounted for 62% of
all Amgen sales.

The purchases of the drug increased by
1 /3, as a result it moved up from rank
4 10 3 in the trade names rating (Table
2). On the other hand, the leading
drug of AstraZeneca Symbicort +
Turbuhaler (Budesonide Formoterol)
(the secondary packagingis performed
by Z10-Zdorovie) showed a negative
dynamics (- 22%) and dropped out of
the top 10, due to active competition
of the Russian analogue Formisonid-
native, which accounted for 32% in
the INN segment in 2017. AstraZeneca
filed a lawsuit against Nativa for
misleading consumers about the

TABLE c Top-10 corporations by regional reimbursement purchases, 2017

Rank Share in total purcI!ases
Manufacturer (RUB, wholesale prices)
2017 2016 2017 2016 2016 growth
1 1 Novartis (incl. Sandoz) 9,3% 9,3% 28,3%
2 3 Alexion Pharma SW 8,7% 8,4% 33,0%
3 2 Sanofi-Aventis 8,3% 8,5% 25,7%
4 5 Johnson & Johnson 4,8% 4,4% 40,4%
5 4 Novo Nordisk 4,2% 4,6% 16,4%
6 9 Amgen 41% 3,9% 34,5%
7 6 AstraZeneca 4,0% 4,0% 26,9%
8 8 Roche 3,3% 3,9% 8,2%
9 1 Shire Human GenTH 3,2% 31% 34,2%
10 7 Pfizer 3,2% 3,9% 3,8%
Total 53,2% 54,3%

FIGURE e Dynamics of the share of domestic * / foreign drugs in the regional pref-
erential purchases, 2015-2017
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TABLE o Top-10 trade names by regional reimbursement purchases, 2017

Rank Share in total purch.ases
Trade name (RUB, wholesale prices)
2017 2016 2017 2016 2016 growth
1 1 Soliris 8,7% 8,4% 33,0%
2 84 Toujeo SoloStar 31% 0,3% ¥
3 4 Npate 2,5% 2,5% 321%
4 3 Elaprase 2,4% 2,6% 19,4%
5 16 Imbruvica 2,3% 1,2% 137,5%
6 2 Lantus SoloStar 1,8% 4,2% -44,3%
7 5 Tracleer 1,7% 2,0% 9,4%
8 9 Levemir FlexPen 1,6% 1,6% 28,2%
9 7 Tasigna 1,5% 1,7% 8,3%
10 15 Naglazim 1,2% 1,2% 272%
Total 26,8% 28,2%

* Hereinafter: more than 10-fold growth at low comparison base

TABLE o Top-10 ATC2-group by regional reimbursement purchases, 2017

Share in total purchases

Rank ATC2 (RUB, wholesale prices)
2017 | 2016 2017 2016 | 2016 growth
1 1 | LO1 - Antineoplastic drugs 24,0% | 23,0% 33,6%
2 2 A10 - Antidiabetics 18,6% | 18,9% 26,3%
3 3 LO4 - Immunosuppressants 14,9% | 16,5% 15,5%
4 4 | A16 - Bile and liver therapy 6,0% | 59% 31,5%
5 5 B03 - Drugs for obstructive airway diseases | 5,4% 5,6% 24,8%
6 6 | BO2 - Antihemorrhagics 46% | 3,9% 50,2%
7 7 L02 - Endocrine therapy 3,5% 2,9% 56,6%
8 8 | C02 - Antihypertensives 3,0% | 2,8% 373%
9 9 | JO5 - Antivirals for systemic use 2,8% 2,7% 30,0%
10 10 | NO3 - Antiepileptics 1,6% 1,6% 31,4%
Total 84,4% | 83,8%

quality and properties of Formisonid-
native in November 2017. At the end
of February 2018, AstraZeneca lost the
action and planned to file an appeal.
Total sales of Nativa increased almost
25 times in the segment of regional
reimbursement programs in 2017.
Nativa has a large portfolio of
biosimilars, which commercialization
is qualified by originating companies
as a violation of patent rights in a
number of cases. The lawsuits against
Nativa were filed by AstraZeneca,
Boehringer Ingelheim, Bristol-Myers
Squibb, Novartis, Pfizer, Orion. In
turn, the Russian manufacturers also
sued foreign companies to cancel
patents, and in some case to obtain
a compulsory license. In particular,
legal proceedings are initiated in
relation to the oncological drug Sutent
(Sunitinib), which is Pfizer’s leading
product in this segment (ranked
13" in the trade names ranking). In
2017, the generic Sunitinib-native was
commercialized and included into the
regional reimbursement purchases in
violation of the current patent.

At the end of 2017, not a single Russian
company entered the top ten, but
the share of domestic companies in
the purchases pattern continued to
grow rapidly and amounted to 65.5%
in physical terms and 18.2% in value
terms (Figure 2). This was due to the
fact that purchases of the Russian
drugs increased by 47% in packs and
by 42% in terms of rubles as compared
to the previous year (foreign - by
9 and 26% respectively).

The top 25 Russian companies ranking
included Biocad ( - 0.6%) and Nativa
(+139%), which moved up to ranks
11 and 12, as well as Canonfarm
Production (+47%), Pharmstandard
(+24%), Atoll (+108%), placed at ranks
19 and 23 respectively. Most of the
leading Russian companies showed
significant positive dynamics in this
segment.

Top-10 trade names ranking was
updated in 2017, particularly but
not exclusively due to an orphan
preparation for the treatment of type
VI Mucopolysaccharide Naglazim
(Galsulfase, Biomarin Europe), which
purchases increased by 27% (Table 2).
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Against the background of a
significant reduction in sales,
Symbicort Turbuhaler ( - 22%),
Humirae (Adalimumab, Abbvie) ( -
31%) and Remicade (Infliximab,
MSD) (- 57%) dropped out of the top
10. Seven preparations from the top
10 can be classified as localized due
to secondary packaging and release
control in 5 cases.

The weighted average prices per
pack of drugs purchased under the
regional reimbursement programs
had negative dynamics in the
overwhelming majority of cases.

The top ten ranking included
five orphan drugs with the
following  indications:  Soliris
(Eculizumab) - paroxysmal
nocturnal hemoglobinuria,
Elaprase (Idursulfase) - type II
mucopolysaccharidosis  (Hunter

syndrome), Nplate (Romiplostim) -
idiopathic thrombocytopenic
purpura (Evans syndrome), Tracleer
(Bosentan) - primary pulmonary
(arterial) idiopathic hypertension,
Naglazim (Galsulfase) - type VI
mucopolysaccharidosis. In total, they
accounted for 16.5% of all purchases.
The cumulative share of total orphan
drugs purchases can be estimated at
about 20%.

The generic drugof Sotexwaslaunched
to the Tracleer (Bosentan) market in
2017 (packaging and release control
is performed by Izvarino Pharma). All
other orphan drugs included in the
top 10 maintained a monopoly on the
market.

The  segment of  regional
reimbursement programs is quite
concentrated. In total, the top 10

corporations account for 53% of
all purchases under the regional
programs, the top 10 trade names
accounted for 27% (Tables 1 and 2),
the top 25-77 - for 40% respectively.
The 10 ten ATC2-classification
account for 84% of all purchases
(Table 3). The neoplastic agents
(LO1), antidiabetic drugs (A10),
immunosuppressants (L04) account
for 58%. The composition of the
top 10 ATC2 groups ranking did not
change as compared to the previous
year. All groups showed positive
dynamics, of which hemorrhagics
(B02) and endocrine therapy (L02)
demonstrated the most significant
growth rates (1.5-fold growth).

CONCLUSION

Thus, the analysis of purchases under
the regional reimbursement programs
showed a significant increase in their
volumes in 2017, which is caused by a
high burden of drug provision in the
regionsin the context of the stagnating
economy and the federal budget
consolidation in Russia. Transfers to
the regions from the federal budget
to implement the reimbursement
programs were planned to the amount
of RUB 11.6 bil. in 2017, or 94% of the
2016 adjusted budget. The purchases
of orphan drugs that make up about
1 /5 of all expenditures of the regions
on pharmaceutical benefits, have not
been transferred to the federal level
(although the negotiations have been
held for many years).

Despite the budgets deficit in most
Russian regions, the fulfillment of
social obligations was an important
requirement for the regional

governments put forward both by the
federal center and the population,
which increasingly defends its rights
in courts with the active support
of patient organizations. The large
regions with high incomes allocated
significant funds for pharmaceutical
benefits. Due to stabilization of the
economic situation in these regions,
the budget revenues exceeded the
planned indicators in 2017. For
instance, the budget revenues for the
first time amounted to more than
RUB 2 tril. in Moscow in 2017, instead
of RUB 200 bil. deficit that Moscow
government foreseen, it ran a RUB
2 bil. surplus. In the market pattern
of regional government programs,
Moscow’s share in 2017 accounted
for 22% of total drug consumption in
value terms.

As the analysis showed, the increase
in purchases in value terms was
primarily determined by the increase
in physical volumes, while purchasing
prices throughout the segment
declined by about 5%. There was also
a slight shift towards more expensive
drugs in the purchases pattern.
Oncological drugs accounted for 26%
of the total increase in purchases
in value terms, antidiabetics — 17%,
immunosuppressants - almost 9%,
hemorrhagics - 7%, drugs for the
treatment of metabolic diseases — 6%,
endocrine therapy 5%, etc.

2017 was marked by the active
continuing development of the
regional reimbursement market by
domestic companies. In particular,
the launch of Russian drugs to the
orphan drug segments. D
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