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Erelzi®, bnoaHanor aTaHepuenTta KOMNaHUu
«CaHpo03», 0006peH B EBpone ons neyeHus psipa
BOCMaJMTeNbHbIX 3aboneBaHNM

WoH. 27, 2017

e EBponevickas komuccus ogobpuna npenapar Erelz® (MHH — staHepuenT) nponssoncTsa KoMrnaHum
«CaHnos» [ns nevyeHns psaa MMMyHOOrn4eckmnx 3aboneBaHnii, Takux Kak peBMarongHbIN apTpuT,
ricopmas v ncopuaTndeckuii apTpur.

e Peructpauns Erelz® pacLmpsieT BO3MOXHOCTY Bblbopa Tepanuu 415 CreumannctoB 340aBOOXPAHEHNS
M NauneHTOB M OTKPbIBAET HOBYIO I71aBy B UCTOPUN UMMYHOJIOrMYECKOro rnopTghesisi KOMnaHum
«CaHpno3».

® B HacToswmii MOMEHT rpo4dyKTOBbIV MopTehenb buoaHanoroB KkomnaHnm «CaHmgo3» COCTOUT U3 M1
3aperncTpupoBaHHbIx B EBpone buoaHanoros, Bkao4Yas 6MoaHanorv HeKOTopbIX MUPOBbIX

6nok6acrepos’.

XonbukupxeH, 27 vioHsa 2017 ropaa — komnaHns «CaHaos», AMBU3NOH rpynnbl «HoBapTUC», MMOHEP U
MUPOBOW nnaep B obnactn 6bnoaHanoros*, 06bsBMNA 0 NonyyeHun onobpeHus EBponeiickoi kommncemm ans

npenapara Erelzi® (buoaHanora aTaHepuenTa) Ans npumeHeHus B EBpone**. Erelzi® 0n06peH ans

NCNonb30BaHMA Mo BCEM rNokasaHnsM pedpepeHTHOro npenapara 3H6pen® (Enbrel®)***2’3.

«/IMMyHONOrns — npuopuTeTHOe HanpaeneHue ans «CaHnos». Erelzi® cran BTOPbIM MpernaparoM B 3TOW
TepaneBTUYECKO obnacTn, 0406PeHHbIM 3a NOCNeAHNE HECKONBbKO HEAENb, YTO OTYET/IMBO LEMOHCTpUpYeT
Haly NPUBEPXEHHOCTb naee yny4ylweHns Kadyectsa nevyeHns nauneHTos, — 3assuna Kapon JinHy,

PYKOBOAMTENb G1OhapMaLIeBTUYECKOrO HanpaBneHust «CaHnos». — Erelzi® nononnut wupokuit
MMMYHOIOrMYecKuii nopTapenb rpynnbl «HoBapTUC» 1 paclumpuT BO3MOXHOCTM Bbibopa Tepanuum ans
CneLnanncToB 30paBoOXPaHEHNS 1 NauneHToB B EBpone. Mbl 0xxuaaem, 4To NosiBNieHe HOBOro npenapara
Ha PbIHKE NO3BONNT MOBBLICUTb LOCTYMHOCTb CTONb HEOOXOAUMBIX BUONOrMYeckMx NpenapaTos Ans
6onblero KoNMYecTBa NALMEHTOB>.

Erelzi® 0406peH Ona NeYyeHns peBMaToMaHOro apTpuTa, akcuanbHON PopMbl CIOHAUNoAPTPUTA
(aHKMNO3UpYyoWMIA CNOHAMN0APTPUT U aKkcuanbHbIA CNoHAMNoapTpuT), BnsieyHoro ncopuasa,
ncopuaTnyeckoro apTpmTa, a TakXe I0BEHUIbHOMO MAMONaTUYeCcKoro apTpuTa U XpoOHMYECKoro ncopuasa y
Jeten n nogpoCcTKOB. Erelzi® DOCTyneH B (popMe NpeaBapuTenbHO 3anoHEHHbIX WAPUL-PYYeEK

SensoReady®, paspaboTaHHbix 4ns 06ecnedeHnsi 6e3onNacHoOCTH, KOMGOpTa 1 yA0BCTBA NALMEHTOB NpU
NPUMEHeHUN npenaparaz.

OnobpeHne EBpokommnccum 6bino 0CHOBAHO Ha AaHHbLIX KOMMIEKCHO NpOorpamMMbl CCNenoBaHui,
BKJIOYAKOWEN aHANUTUYECKNE, AOKNHNYECKNE N KNMHNYECKME (B TOM Yncne dhapMakoKMHETUYECKME)
nccnenosaHus. lNporpamMma NpoaeMoHCTpMpoBana cCooTBeTCTBUE Erelzi® pedpepeHTHOMY rnpenaparty ¢ TOYKU

3peHust Npodorns 6e30nacHoCTH, aPPEKTUBHOCTY 1 kavecTBa. 46
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cpeacTteam, ynyyuwarowmnm Ka4eCcTBo XN3HN NauneHTOB. KomnaHns ssnsetcs NMMOHEPOM N MMPOBBIM NNOEPOM

B obnacTun 6uoaHanoros, B nopTdoene KoTopol B HACTOSALWMA MOMEHT, Nocne onobpeHus Erelzi®, nmeetcs
yXe nATb 0406peHHbIX B EBpone 6roaHanoroebix npenapartos. «CaHao3» BNageeT nepenoBbiM noptdenem
6uoaHanoros, HaxXoASIMNXCS Ha pasHbIX cTaamsax paspaboTku. B nnaHax komnaHum — nonyunTb ogobpeHne un
k 2020 roay BbIBECTW Ha PbIHOK elwe Tpu BroaHanora BaxHenwmnx buonpenapaToB ANs Ne4YeHns
OHKOJIOTMYECKMX U MMMYHONOrnyeckux 3abonesaHuii. «CaHno3» 3aHMMaeT YCTOMYMBYIO NO3MLMIO Nnaepa

OoTpacnn , OCHOBaHHYIO Ha OMbITE U BO3MOXHOCTSIX B pa3paboTke, NPOM3BOACTBE W BbiIBEAEHUM BoaHanoros
Ha PbIHOK.

O npenapare Erelzi®

OLnobpeHne EBpokomuccumn 6b110 OCHOBAHO Ha KOMMNEKCHO NPOrpaMme KInHUYeKkon paspaboTku,
BKNtOYatOWEN AaHHbIE aHANMMTUYECKUX, OOKIMHUYECKUX N KTMHUYECKMX UCCNEeL0BaHNIA,

NPOLEMOHCTPUPOBABLINX BUONOrMYECKOe COOTBETCTBME Erelzi® pedoepeHTHOMY npenapary 3H6pen®

(Enbrel®). KnuHuyeckne nccnenosaHust BKoYanu:

L4 cDa.pMaKOKl/IHeTI/I‘-IeCKOG nccnegoBsaHme, pe3dynbTatbl KOTOPOro noaresepannn aKkBMBaneHTHOCTb

(pamakoKMHeTMYeckux npoounet npenapata Erelzi® pedpepeHtHoMy npenapaty, 6e3 kakux-nu6o

N

KNIMHMYECKMN 3HAYUMbIX PA3NMymnii B OTHOWEHUN 6€30MacHOCTU, NEPEHOCHMOCTU Y UMMYHOT€HHOCTH™.
e liccneposaHne EGALITY dpasbl lll, nonteepavsliee a0 pekTMBHOCTb, 6€30MacHOCTb M AaHHbIE MO
MMMYHOreHHOCTM npenapara. lccnenosaHue Bknoyano Tpy nepekiioveHns mexay pedpepeHTHbIM

npenapatoM 1 Erelzi®. Ot Hayana n 0o 52-i Hegenu B 06enx rpynnax cpaBHeHUs uccnenoBaHve

EGALITY He nokasano CyweCTBEHHbIX OTNNYUIA MeX Oy Erelzi®n pedoepeHTHbIM NpenaparTomM (Ha
OCHOBE MHAEeKCa pacnpocTpaHeHHOCTU 1 TaxecTn ncopuasa, PASI (Psoriasis Area and Severity Index)).
[NepBMYyHas koHeYHas To4ka, a UMEHHO OAVHAKOBbIE NoKasaTenun NoNoXNTENbHOro KIMHUYECKOro
adbpekTa B OTHOWEHUN foctuxeHust PASI 75, 6bina gocTurHyTa Ha 12-it Hegene uccnenoBaHus.
Nccnepnosanne EGALITY Takxe noATBEPAMNO CONOCTaBUMbIA Npodomib 6e30nacHOCTH ABYX
npenapaTos nocne 52-x Hepenb. Kak 1 0Xxunaanocb, UMMyHOreHHOCTb aTaHepLenTa 6bina HU3KOWA.

O komnaHuu «CaHpo3»

«CaHpo3», AMBU3WOH rpynnbl «HoBapTUc», — MMPOBOI nuaep B 061acTu BOCNPOU3BELEHHbIX
NeKapCTBEHHbIX CPeACTB U BuoaHanoros. Muccus KOMNaHUM 3aKnl04YaeTCs B MOUCKE HOBbIX NyTEN
yNyylWeHUst Ka4yecTBa 1 NPOLONXUTENbHOCTU XU3HU Moaeit. Mbl BHOCUM BKNag B obecrneyeHne pacTyLmx
noTpebHOCTEl 30paBOOXPAHEHMS, OTKPbIBAS HOBblE BO3MOXHOCTM LOCTYNa K BbICOKOKAQYeCTBEHHOW
MeounumnHe ons nogen so sceM mupe. NopTtdpenb komnaHum Bkntoyaet okono 1,000 monekyn ans
NPUMEHEHUS BO BCEX K/OYEBLIX TEpaneBTMYecknx obnactsax, a obbem npogax B 2016 r. coctasmn 10,1
mnpa. nonnapos CLA. B 2016 roay Hawvmm npenapatmy Bocnonb3osanocb 6onee 500 MunnnoHos
NauWeHTOB, N Mbl CTPEMMMCS YBENNYNTL NX YUCIO A0 04HOro munnvapaa. lrab-keaptupa komnaHmm
HaxoguTcs B r. XonbukupxeH, MepmaHms.

*CeogHas ctatuctuka no CesepHoit AMepuke, Espone, AnoHnn n Asctpanuu, pacyetsl IMS 3a 2016 rog.

**European Economic Area (EEA) — EBponelickas akoHoMmyeckas 3oHa (E93), B cocTae KOTOpOW BXOAST 28
rocynapcTB-41eHoB EBponenckoro cowsa u Tpu M3 YeTbipex rocyaapcTB-4neHoB EBponelickon accoumnaumm
csobogHoin Toproenu: Nicnanams, NuxteHwTteinH n Hopeerus. Ha Tepputopun ES3 ocywecTBnsoTcs
cBoboAHas TOPros/si ToBapamu 1 ycnyramm, ceoboHoe nepeasuxeHme rpaxaaH n ceobonHoe OBUXEHME
KanuTtana.
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**Enbrel® — 3apeructpupoBaHHas Toproeas mapka Pfizer B EBpone n Amgen s CLUA.
KoHTakThl AN5 3anNpoCcoB Ha NnoJsy4YyeHue AononHUTEeNbHOW HcpopMaLun:
AnekcaHpgp Anekcees

JrpekTop no KopnopaTuBHbIM KOMMYHUKALNAM

Ten: +7 495 660 7509

Mob. Ten: +7 916 580 3111

alexandr.alekseev@sandoz.com

JaHHbIn mMaTtepuan asnsgetca MHopMaLUnoHHO-CNPaBOYHbIM N MOXET 6bITb UCNONb30BaH B Ka4ecTBe
JOMNONMHUTENBHOIO UCTOYHUKA MHJpOpMaLIN.
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OroBopka 06 orpaHU4YeHMn OTBETCTBEHHOCTH

JlaHHbIR Npecc-penn3 coaepXunT yTBEPXOEHNSA MPOrHO3HOro XxapakTepa, KOTOPbIE MOXHO ONPEeAennTb No
TaKUM CNoBaM, Kak «MPUOPUTETHBIN», «CTPEMNIEHNE», «BO3MOXHbI», «NOPTdenb paspaboTok»,
«0Xnpaemblii», «NnaHNpyemblii», «BbiBOObI HA PbIHOK», «B TEYEHME YeTbipex net», «ao 2020 ropa»,
«3aHNMaIOWNI YCTONYMBOE PLIHOYHOE MONOXEHNE» UN NO aHANOrMYHbIM TEPMUHAM, UK MO
HENoCpPenCTBEHHOMY MK MOAPa3yMEBAEMOMY 00CY X AEHNIO BO3MOXHbBIX LOMOHUTENbHbIX Pa3peLeHnii Ha
npoaaxu unm MapkupoBky broaHanora npenapara aTaHepuenT unm nboro opyroro 6UONOrMYeckoro
npenaparta komnaHum «CaHno3», HaxoAsWerocs B NpoAykTOBOM noptdpene, nnm nobdoro apyroro
6ruonormnyeckoro npenaparta komnaHum «CaHno3», Haxoaswerocs Ha ctagum paspaboTok. He cnepyet
N3NUWHe nonaraTbCcs Ha Takue yTeepXxaeHus. [laHHble yTBEpX AeHUS NPOrHO3HOro xapaktepa OCHOBaHbl Ha
06wWenpU3HaHHOM MHEHUM N OXWUAAHUSIX PYKOBOACTBA B OTHOWEHUM Byaywmx cobbiTuiA 1, B 3HAYMTENbHOM
cTeneHu, NoaBepXeHbl N3BECTHBIM U HEN3BECTHBIM pUCKaM 1 pakTopam HeonpedeneHHocTu. B cnyyae
peannaaumm o4HOro NI HECKObKUX TakMX PUCKOB MW ¢0akTOPOB HEONPEAENEHHOCTI, UK B ClyYae
HEBEPHOCTM OCHOBOMONArawWwmx onyweHun, cpaKng/eLi:Kme pesynbTaTbl MOTYT 3HAYUTENBHO OTNNYATLCS OT
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yKa3aHHbIX B YTBEPXAEHUSIX MPOrHO3HOro XapakTepa.

HeT rapaHTuii, 4yto 6roaHanor npenapara ataHepuent unv moboi apyroin 6noarHanor «CaHpos»,
Haxo4sWMIACS B NPOAYKTOBOM NopTdpene KomnaHum, byaeTt onobpeH Ans Npoaaxu Ha Kakux-nmbo apyrux
pbIHKax, Uy 4t0 opobpeHne ByneT nony4eHo B KOHKPETHO yKasaHHbI CPOK. HeT rapaHTuii, 4To npenaparbl
KoMnaHum «CaHao3», HaxoaslWmecs Ha cTaamm paspaboTok, B Cryyae Ux Bbixo4a Ha pPbIHOK, By oy T
0f06peHbl MO BCEM NMOKa3aHNAM K MPUMEHEHIO, 3apErncTPYPOBaHHbIM AN pedPEPEHTHOro npenapara.
Takxe HeT rapaHTuii, 4To 6roaHanor npenaparta ataHepuenT unu nboi apyroi GuoaHanor KoMnaHum
«CaHpo3», HaxoOalWWiics B MPOAYKTOBOM MOPTAOENE, CTaHeT KOMMEPYECKH yCrelwHbiM B By ayuiem. B
4aCTHOCTW, Ha 0XUAaHNS PyKOBOACTBA B OTHOLWEHWM BroaHanora npenapara aTaHepuenT, Apyrux
obpalLaloWwmnxcs Ha pbiHKe NpenapaToBs, a TakXxe NoTeHUnanbHbIx pa3paboTok, MOMUMO NPOYEro, MOTYT
BNMSITb HEOXWAHHbIE PEryNATOPHbIE MEPBI K UX 3a4epXKa, a TakXe rocyaapCTBEHHOE PerynMpoBaHme B
LleNIOM; HEONMPeLENEHHOCTb, MPUCYLWAs NCCNeA0BaHMSAM U paspaboTkam, BKIOYas HEOXMAAHHbIE
pesynbTaThl KNMMHUYECKUX UCCNELOBAHUI 1 HEOBXOAUMOCTb AOMNONHUTENBHOMO aHanM3a UMeLWMXCst AaHHbIX
KNMHNYECKMX NCCNeA0BaHWNIA; KOHKYPEHLNS B LEENOM, BK/OYAs BO3MOXHOE 0106peHne anbTepHaTUBHbIX
6roaHanoros npenapara aTaHepLenT; 06WeMMpPoBble TEHAEHUMN B OTHOWEHUM CAEPXUBAHNS 3aTpaT Ha
30paBOOXPaHeHVE, BK/OYAS HEMPEPLIBHOE LIEHOBOE AaBeHne; cyaebHble pas3brpartenbctsa, BKIOYas
pasbvpaTtenbcTBa B OTHOWEHMM 3alMThl NPaB Ha MHTEeNNEeKTyanbHyt0 COBCTBEHHOCTb UM ApPYrve 3aKOHHble
yCUNUS Mo 3anpeTy WK OrpaHNYEHNIO BO3MOXHOCTM KOMNaHnm «CaHao3» OCyIWeCTBASATb Npoaaxy
6ronornyeckmnx npenapaTos; 0COBEHHOCTM B NPakTUKe Ha3HAYeHWsl NpenapaToB MeaNLMHCKMU
paboTHMKamm; obLme 3KOHOMUYECKIME YCNIOBUS 1 YCNOBMS OTPACNM; BONPOCHI, CBAI3aHHbIE ¢ 6€30MacHOCTbIO,
Ka4yeCcTBOM U NPOM3BOACTBOM; a Tak>Xe MPoyYMe PUCKU U pakTopbl, ykasaHHble B popme 20-d «HosapTtuc
Al'» B meiicTBytowen peaakumm, xpaHsuwencs B Kommccun no ueHHbIM 6ymaram n 6upxam CLIA. B paHHOM
npecc-penuse «HoeapTnc» NpeaocTaBnsieT MHOPMaLMIO, aKTyasbHYI0 HA AAHHbIA MOMEHT, U HE HanaraeTt
Ha cebs1 0693aTeNnbCTB MO OOHOBNEHNIO YTBEP X AEHNI MPOrHO3HOr0 XapakTepa B CBSA3U C NMOSIBNIEHNEM HOBOWA
nHgpopMauuu, By nyumx cobbiTuii n ap.
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