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oU Want Drugs?

Bam HyXHbI BeLecTBa
unu nekapcrtea?

Innovative Drug Pipeline Solutions
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JlekapcTBeHHOE BelwecTBO
(cuHTe3, usBnevYeHue U3 NPUPOAHOro Chipbs)

INlekapcTBeHHasn cpopma
(cocTtosiHue JIB + BcnomMoratenbHble BelecTBa)

MexaHuyeckue cmecu, (HaHO-, MUKPO)- KOMNO3UTbI, TBEPAbIE MONEKYNAPHbIE KOMMNMEKChI, CONKU, CO-KpUCTansbl,
pacTBOpUMbIE MOSEKYNAPHbIE KOMNNEKChbl, a3p030/1, 3MynbCun U 4p.

* PacTtBop Anga nHbeKUuMin 144
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TabneTtka («npocTasay, «wuny4yasy,
«KOMMO3UTHasn»)
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Oonrui NnyTb OT MOJEKyJbl K IeKapCcTBY

N LOYAL STEWARD OF
| A SMALL MOLECULE

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

NS

NH, : —
. “The most interesting thing about the

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

4-Aminopyridine

1980e roabl — Ha4yano apmakonorM4ecknx nccneaoBaHuni,
25 net cnycTtsa — MeauUMHCKMe NpuMeHeHus
(athbhekTnBHBIN NpenapaT NPOTUB PaCcCEesHHOro CKeposa)

GMP
Medicinal Biological In Vitro ADMET-PK/ ¢

& Process

Chemistry Screening Pharmacology Bioanalytical

Chemistry

3aTpaTbl BPEMEHMU:
OOKMUHNYECKME U KNMUHUYECKMNE UCTIbITaHWSA, OTPaboTKa YCTONYMBOIA
TEXHOMOorun, BbIOOp onTuManbHo opMbl, NAaTEHTOBaHNE
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NMpo6nembl 6e3o0nacHOCTU

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

«CoBpeMeHHble nekapcTBa NOAOOHLI S AEPHON 3HEPTUM: OHU
MOTYT MPUHOCUTbL OFPOMHYIO MOSb3Y U OrPOMHbIA Bpea»

Sir Derrick Dunlop,
the 15t Chairman of the committee on safety of drugs, UK
(1-i Mpeacenatens kKomuccun no Ges3onacHoCTK NekapcTe BenukobputaHum)

MpeuMyLIECTBA CTapbIX, NPOBEPEHHLIX NEKapCTBEHHLIX BELLECTB!
- (hapmMakonoru4eckme TecTel NPORAEHEI,
- PE3KO YCKOPSIETCA OTAa4a

HepocTatkm ctapbix, NPOBEPEHHbIX NEKAPCTBEHHbIX BELLECTB:
- HEPEAKO 3aLUMLLEHb! YY)KUMW NaTeHTamu,
- He Bceraa 3¢ eKkTUBHEI
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NMpo6nemMmbl NaTEHTHOW 3aWMUTDI

VOLUIE 85, NUMBER S”"’““‘”"""‘“" SEGMENTS Spending on generic
OCTOBER 17, ao drugs will come at the expense of
mm" i e patented products.

CCCCCCCC & ENGINEERING NEWS
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BIOSIMILARS Sandoz
makes generic
biologics at its plant in
8 Schaftenau, Austria

themselves to protect
against big pharma, or
even big generic, firms
copying the products.”
Despite the name,
most supergenerics
aren’t genericatall.
To create a specialized
product using a generic
£ API, developers may al-
ter the formulation, de-
Tervoracion orthey
may combine it with
another active ingredi-
ent. Playing with process
' e
| devise anew synthetic
high and sell it cheap’ approach and look- route or produce a different polymorpr,

ing for something where there is a tech- salt, or enantiomer. Such changes can help
nological barrier to entry, and preferably a them circumvent patents on existing prod-
specialized technology that they can patent uct forms and even create opportunities

for getting new patents.
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Paspabotka ¢popMm HOBbIX UMK
NU3BECTHbIX NIEKAPCTBEHHbIX BELWECTB

« [lpobnema contbunusaumm

+ [lpobnema npoHMUAEMOCTM Bnonornieckmx bapLepos
(TpaHcgepmanbHOro, remMmaToaHuedannmyeckoro)

* [lpobnema agpecHon JOCTABKK

. I'Ip06nema KOHTPOJIMPOBAHWNA CKOPOCTK NOCTYNJIEHNA B
OopraHun3m u BblBedeHUA N3 HETO NPOAYKTOB pacnaga 1
n3bbiTka NNIEKapCTBEHHOIO BeLLEeCTBa

» [Mpobnema cHWXeHWUS TOKCUYHOCTK (Hanpumep, 3a c4eT
CHWXeHNA a(pdeKTUBHON L03bI)

. ﬂpo6nema NOUCKa pa3HbIX cnocoboB aAMWHUCTPUPOBAHMSA

* [Mpobnembl npon3BoacTBa, TPAHCNOPTUPOBKN, XpaHEHNS
(TabneTnpyemocTb, PUNLTPYEMOCTb, TMIPOCKOMUYHOCTDL, Shelf-
life)

+ CospgaHue cBoel / npeoaonieHne YyKO NaTEHTHOM 3aLMThl
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