CJrsvti{dyubSArRS 1138 sUlH
cubbotc] d3g dzdz" | 3 ssH'™ 0OdzO0
d dzdets© Oy d sdadz’ § I8 jORedgOdgty o dsdf w4 M
ftesdL oatsHMIso Oe
sOY jHEe® SddRdd lseo jteHtsE Isj dz
codiBd™ Ilso jteHSEB Isj dzOé

stsfls 0o dlsj dzd

H. . dz., W, JBdZHrtBCiSO r. 1.
C.hn.de. JedjdeSts ¢.

C.n.dz. [ddze Cts0 J.H

. m. 0z, HBY. [t6JBEMNOS uU. 1.
C.n.dz., HBY. 1 tJBEMNOS 1. ¢.

C.n. dz [TrvL+ w. ¢.

C.R.dz. ) OROLse 4. ¢.

sktef) fsHEGSIsSSodzj dz 8 OB OF toj Ozdq Quddf } tesEtcO
o' f sdzdzj dzd W cEti. SCtdsLOCKO - 14.137.21.1093
E 1 sosmMdedemMSd?2 csmMikzHOkMmise jdzder 2 kzdzdo j tofr



Florroure

" Tony4yeHue HOBbIX hopm
NeKapCcTBEHHbIX BELLECTB
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. Bam HyXHbl BellecTBa
nnu nekapcrtea?
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Innovative Drug Pipeline Solutions



JlekapcTBeHHOe BelecTBO

(cuHTE3, n3BneyeHmne U3 NPUPOOHOIro Chipbs)

l

JlekapcTBeHHasa popma
(cocTtosiHue J1B + BCnomoraTenbHble BelecTBa)

MexaHn4eckune cmecu, (HaHO-, MMKpO)- KOMMNO3UTbI, TBEPAblEe MOSEKYNAPHbIE KOMMNIEKCbl, COMN, CO-KpUcTaniibl,
pacTBOPpUMbIE MONEKYINAPHbIE KOMMNNEKCbl, a3p030J1n, 3SMYINbCUU U P.

 PactBop onga nHbLekuunn
 Masb
* Cnpen
« Cupon

« Tabnetka («npoctaga», «Wwumny4as»,
«KOMMO3NTHasA»)

« )XXeBaTenbHasa pe3nHka




Oonrmm nyTb OT MOJIEKYNbIl K NNEeKapCTBY

N LOYAL STEWARD OF
| A SMALL MOLECULE

CASE STUDY #2: For over 25 years, Regis has
supplied 4-aminopyridine to successive
N H stakeholders for a new multiple sclerosis drug

2 “The most interesting thing about the

program was that it was the smallest of
small molecules”.

4-Aminopyridine

1980e roabl — Ha4ano apmMakonorM4ecknx NccreaoBaHun,
25 neT cnycTta — MeAULNHCKMNE NMPUMEHEHNS
(3 eKTUBHLIN NpenapaTt NPOTUB PacCEAHHOro cKkreposa)

cGMP
Medicinal Biological In Vitro ADMET-PK/

& Process

Chemistry Screening Pharmacology Bioanalytical

Chemistry

3aTpaTbl BPEMEHM:
OOKNMUHUYECKNE N KNUHUYECKNE UCMbITaHUA, OTpaboTka yCTOMYNBOU
TEXHOMNornun, Belbop onTuManbHOM OPMbI, NaTEHTOBaHUE




XUMUA TBEPQOIO COCTOAHUA U
JIEKAPCTBEHHBIE ®OPMbI

* I'IpOBeﬂ,eHme nccneagoBaHUn peanbHbIX JTIEKAapPCTBEHHDbIX

@OQM — 4eM pPa3liM4akoTCA MNMpPOAYKTbl pa3HbIX
nponaao,umeneiﬁ, KOHTPOJ1b Ka4eCTBa

« OnpegeneHne KpucTanianyeckom CTPYKTYPbl M CKPUHUHT
BCEX BO3MOXHbIX CbOpIVI npun MexgyHapoaHoM nateHToBaHNU
HOBbIX TBEPAbIX JTEKAPCTBEHHbLIX BEWECTB N HOBbIX GDODM Ha
OCHOBE€ U3BECTHbLIX BELWECTB

» [OunsanH qoopM NekapCTBEHHbIX BELLECTB ON4:
conbunnsaunmn, agpecHon 4oCTaBKM, KOHTPONTNPYEMOWN
dopMbl U CKOPOCTU BBeOEHUSA npenapaTa, NoBbILLUEHUS
BMOOOCTYMHOCTHU, YIyYLLUEHUSA TEXHOMOMMYECKNX
XapakTepucTuK N YCTONYUBOCTU NPU XpaHEHUN




[Tpobnema nonumopdunsma

* NIHTennekTtyanbHass COOCTBEHHOCTb
(naTeHTHaga 3awuTa)

« buogocTynHoCcTb U NOTPeBUTENBLCKNE
CBOMUCTBA

 TexHonormn4yeckue XapPaKTepUucCTtmkm



[Mpobnembl 6e3onacHOCTU

«Modern drugs are like nuclear energy: they can be
enormously helpful and enormously harmful»

((COBpeMeHHbIe rfekapcCTtBa I'IOJ:I,OﬁHbI ﬂﬂ,epHOﬁ dHEPIrmn. OHAU
MOTIYT NMPUHOCUTb OTPOMHYHO MOJ1Ib3Y U OrpOMHblﬁ Bpea»

Sir Derrick Dunlop,

the 1st Chairman of the committee on safety of drugs, UK
(1-n MNMpencenatens kKoMMccumn No BesonacHOCTH nekapcTe BennkobputaHnm)

[penmyliiecTBa CTapblX, NPOBEPEHHbLIX NEKAPCTBEHHbIX BELLECTB:
- (hapmakonorn4yeckue TecTbl NPONAEHDI,
- pe3Kko ycKopsieTcs oTaava

HeOocTaTkuy cTapbiX, NPOBEPEHHbIX NEKApPCTBEHHbIX BELLECTB:
- HEPEOKO 3aLUNLLEHBI YY)XXUMU NaTEHTaMu,
- He Bcerga 3 dEKTUBHDI




NMpob6rnemMmbl NaTeHTHOM 3aLUUTLI
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JEOPARDY Patent expirations
will put $138 billion in sales at risk
between 2011 and 2015.

Value of products at risk, $ billions

50[ & Key markets®
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NOTE: Figures for 2011-15 are based on 2010
sales, a Canada, U.S, France, Germany, Italy, Spain, Abbott
U.K.. and Japan. SOURCE: IMS Health

AstraZeneca

Eli Lilly & Co.
[1n51 TOro, 4To6bI KEHEPUK HE W eyl
ycTynan no tepanesTU4ecKomy Merck & Co.
3(pPeKTy naTeHToOBaHHOMY CPeCTRBY, "?ﬁ';:
Hago YMeTb He TOMbKO CUHTE3MpOoBAaTb Roche
UNK 3aKynaTb cybcTaHumm, HO U i

AenaTtb NekapcTeeHHble (hopMbl U
NOHMUMATb, YTO onpeaenseT ux
CBOWCTBaA

2006 07 09 11 13 15 PIECES Major pharma firms dabble to different degrees in
generic and biologic products.
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2010 sales, %

® Biologics ©* Small molecules & other pharma B Generics ® Over-the-counter

[
| SEGMENTS Spending on generic

j drugs will come at the expense of

patented products.

Other®
10%

Brand®
70%

2005 world pharma market = $605 billion

Other®
9%

Brand?
53%

Projected 2015 market = $1.08 trillion

a Proprietary patented products and off-patent
brands. b Includes over-the-counter and noncatego-
rized products.

SOURCE: IMS Market Prognosis







