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Tar, ni4orraufi opurinanrnufi npeuapar fenorponin (Il(fafisep), uo tuicrrarr cnHre-

sosaH1afi 3a,{orroMororc perovr6inaHTHrrx rexHoJrorifi corvrarpouiH, iAeHru'IHrafi lrcAcsrco-

My ropMoHy pocry. V enpocorosi European Medicines Agency cxB€urllJlo 2 6iociMrimpa

qboro rpenapary - O-t ittope (San doz) i Valtropin (Bio Partners). flpe.qcraBnte inrepec

nrixnapo4ga 3arBKa Ha orpuMaHHr rrareHTy Ns Wo2004004781 rounauii Sandoz <Piara

KoMrro3r{rlis s BucoKoK) KoHrleHrparliero nroAcbKoro ropMoHy pocry, IrIo uicrurr rniuun>'

Clia 3a3Haqr{rtr, rr1o roNrnaHis Sandoz Mae rrareHrr4-aHiulorll Ha 3a3HaqeHy pospo6Ky y 7

rparnax, ulo csiA.rrrrb rrpo ii szcoxufi rorraepUlfiLruirinrepec. Meroro BLIHaxoAy rounanii

Sandoz e ui.qezueHHjr Cra6ilrHocri npeuapury rporrroM rpl{Banoro qacy, a raKox crBo-

peHHr pi4roi lirapcrroi Qop*ru. Cnia 3a3HarrI,ITu, opurinalrsnfi rpenapar - feuorponis

- Br,rrycKarorb y $opnri nioQirisary Ant rprroryBaHHfl po3r{I'IHy Ars niArKipnoro ane-

AeHHr, e rofi qac flK 3arrporroHoeaHr,rfi 6iocirvrir,flp Omnitrope tBnf,e co6oro sxe roros[fi

po3rrr,rH Anfl BKa3aHoro runflxy BBeAeHHr. Hos[gHa, nunaxiAHllubKl{fi pinenr BI4HaxoAy no-

Jr-flrarorb y BrrKopr,rcraHui -flK KoHcepBaHra Senony, s rofi cavruit qac KoMrlogltqis sirsHa

aig 4onorr,riNHrax perroBr,rH - aruisorr{cno! i roroea Ao 3acrocyBaHHt. Ocranne ni4uaulye

spyvHicrb 3acrocyBaHH.f, llpelapaTy ra fi oro KoMrlnaeHrHicrs.

V pocii Ha ocHoBi couarponiny 3apeecrpoBaHo 6iocirr,rinsp Pacran, xrcuit gaxzqeHHfi

rareHroM pocii Ng 2233879. Porpo6ra Saxinqir Incruryry 6iooprlHi'rHoi xirvrii Pocifi-

cr*oi araAenrii HayK Aae 3Mory oAep)KyBurvrperovr6inanrnufi coMarpo[in s sucoKI,IM BH-

xoAoM i sa cupoqeHoro rexnonoriero.
Orpirr,r rrareHTyBaHHrr HoBoro er,rAy rircapcmoi $oprr,ru 6iocirvrinspa, ui4nulrleHHt BH-

xoAy uio"o"o.o rpoAyKTy i o4epxanH.f, fioro 3a crpoueHoro rexHoJlorierc, uoxHa HaBec-

Tr4 rrplrKJraAlr rrareHTyBaHrrfl rrpoqecy oqvueHHt rlpeflapary. Y qrorvly nlani craHoBJlf,Tb

inrepec 6iocivrinspn opuriH€urbHoro 6iorexHonoriqnoro rpenapary - Enperc (Janssen-

Cilag) Ha ocHoBi enoenrny ars$a. European Medicines Agency cxBarlrrJro 3 6iociuirfipa

Ha ocHoBi enoernHy anr6a - Binocrit (Sandoz), Abseamed (Medice), Epoetin alfa Hexal

(Hexal). Korr,rnanis Sandoz orplrMan a7 rnrettris-aHarorir napospo6ry <Xpouarorpa0iune

oquueHHr peHoru6inanrnoro nrcAcbKoro eplrrporloerllHy>. BunaxiA rounanii Sandoz

BV3HaHo rrareHTo3AarHr{M, ocrimxu B HboMy 4ocrruyrufi Hecno,{isanuit pe3ynbrar:

onruN,risaqir npoqecy oquueHHr rrpelapary, Br{coKa rrucrora aKTIrBHoro QapuaqeBTplrlHo-

ro inrpe4ienra (AOI), uo Aae 3Mory 3arrponoHyBuru6ilrury 6e:uercy lirapcrrcoro saco6y'

e rarox 4ani upo peecrparliro 6iocivriupa Ha ocHoBi enoernny alr$a - Euorpin, lrufi
3axuuleHufi uareHrou pocii }lb 2513689. Oaxieqi ,{epxannoro HII oco6rueo qncrlD(

6ionpeuaparis crso pvnv noKpaqeni anrnriJra Ao epl,Irporoerl,tHy Arq fi oro oqutrleHHt.

4m 
-6iocinriufin 

raKolc Mo)KHa po3rnflHyrr,r rrareHTyBaHHfl cnoco6y lircynann-a-

Korr,rnani-f, O. XoSSuasn-JIs Pour 3axuuae csifi 6iorexnonori'rHufi rperapirr Pexop-

uon (euoerlrH 6era, rrareHr Pocii l\b 2305554) rr cnoci6 liKynaHm. Tar, 3asBJreHo rlpo

. MoNsrlrBicrs suropvcranHs, epr4rporoerr{Hy i fioro ananoris gnr niryBaHH-tt [opyrreHb

porno4iny salisa rrpu gia6eri. TaruM qlrHoM, rrpoAeMoHcrpoBaHo HoBe IroKa3aHHfl I'nfl

MeAltqHoro 3 acro cyBaHH.fl rlpen apiily epl4Tp oIIo erl{Hy'

[o 6iorexnoloriqnnx gaco6is nignocrrr opnrinansrrvtit rperaprrr Hefinoren

(O. Xo$Quann-Jlg poul) Ha ocHoBi QimpacrlrMy. European Medicines Agency cxBilrrLIJIo

6 6iocir,risspin na ocHosi QinrpacrvMy - Tevagtastim (Teva), Ratiograstim (Ratiopharm),

Biograstim (CT Arznellmittle), Zarzio (Sandoz), FilgrastimHexal (Hexal), Nivestim

(Hospira). y pocii cniA gags aqr4Tvr 3apeecrp orlanuit sir.InsHsnufi 6iocirr,rinxp na ocuosi

Qinrpacr :[[My - lpauoreu (TOB <@apuauapo). Bulueuo, uo 3iBHarIeHa roMnaHi-f,

nolo,uie BlrKJrroqHuuu :vrairHoBr,rMr,r ilpaBaMLI Ha rlareHr Pocii Ns 2440417 <Cnoci6 o'rr-

rrIeHHr percor'r6iHaHTHoro rpaHynoqr,rrapHoro rcononiecrl{Mynrorcqoro Sarcropa JrroAlIHI'I)-

BanaxiA Aa€ Mo)Knusicrr 3HarrHo cKoporl,Irlr BrparI,I6ima niA qac oquIIIeHHt, niAsuulyrcqu

3aruurbHlrfi srxil (fimpacudMy Ag g5%Ha ocraHnifi craAiis siAHocHoro tll/Icrororo -98,1yo.
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Taxzna qLrHoM, rrpr4 rrareurynauui 6iocinzcnoJIyKLI n ocnosi oiuup."o-o npe[apary 
IlJItplB' ro6ro y pa3i HatBuocri sxe siAoraoi

ua QapvraIIeBTI'IqHy KoMno3Ltqiro, a6o Ha c uarepian u sassrcu a6o

*"03i',li",n![iE;Ti 1"r:ffi:H';i,l"o." npes,tw,norr 6inru
nirynanuroi 4ii ralnx i, ,iro i nasirr in vivo ftoro
MOXyrb A

IJ,IL6 xAocniAN, tot"

3oBy 6a=y AHo [peAcraBJrrrr4 nepeKoHrrzBy AoKa-rconorivui, {vHore'*nn.ni T^ r. 
in vitro ra in vivo, ttopi""rorui rorcz-

naparoM, Qapuarooi".r""3HffiT*# rT;:ilAx(ye fioro e$exrznHicr
ueo6xiAnocri nason rr rr(

Baxauo no naBar u n i4orr,r

aTV. 13 3€BHageHrurM cnoco6y, Aosz i

lr<icHzfi cKrraA (iqpeaieu-
ll, crpyrcr)py impe4ieHrin.

uoMu Ta yl!{oBl4 ix peanisaqi . HaBoAtrb rexHoJrorivni npz-
qoBzH' 'sri sacrocoBvlorb riA qac nz4ireHHr is czporz"" ;::t#.1TilT;il:r1-"ir?nz4ineuHa

Taxzu HH.a Ta inuri [apaMerplr.

oco6nzsoc
HHx, ulo 3acHoBaHi Ha Aorasoniii 6a:B Vrcpaini :apeecrpoBaHo rliry 

.Hrr3Ky 6iociuinrpin.6iociuinapin sHa'rHo HriDKqa naprocri op""i"*""", 6ionp ,aapricrrAocryrHI4MI4 3a qinoro ro" iu".*rl^-r.;'i:":_:l"tT ix 6inuu
si'.rz3H,s";;; 

";" 
sapy6ix'".""J,Tffi#n; t l"?;"|i"" cinainapz

opzriHanb*vlMr4 rlperraparauz sri4"o , ou"ir" cafiryMo3 yr BH{Ho 3
2015 p')' Is 3a3HatreHoro BLIrrr nBae'rqo 6ioci rvritr'"p,,irr"r"Horo ra sapy6iNn".j,lrl;jj-ErrrlrBa AerrreBrue, uix opzriHan""i 

"p."uprr"l'"ia.ro"iaHo y 2,5 j 7,6 paza.
rropinHrJrb'a Qapuamoe*o'oMiqHa oqiHma repanil nir.,"sHq, 

t a 6 t u rr fl
ur{Mr{ ra rapy6ix_

errapaTaMr{
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Ipo4onxeHHt ra6l.

Ilpenapar, lixapcrra Qopnaa'
nnpo6nur !osynaunn

3agercnaponana
onlono-nigrrycKHa

qina ynarcoBKn, rpn.

Bapricrr Kypcy
nirynannn,

rpH.

K^'oh

Corvrarpon H2

OuHirpon, p-u p/iY.,

CasAog fvr6X, Ancrpir
5ur

(ls MO)
818,70 6 549,60 r63

3pocr4 nop..u/in.,
Qapvrax, YIcpaiHa cnilrno s LG Life
Sciences, Ltd, Kopex

1,33 rrar

(4 Mo)
195,00 5 850,00 t46

feHorponiu, nop. .4/iu.,
flQafirep, llleeqit

5,3 rm
(16 Mo)

2019,31 16 154,64 402

Cafisen, nop..u/iH.,
Mepr Cepono,Iraniq

8ur
(24 Mo)

r 420,0r 7 100,05 r77

Hop.uirponiu, p-n y'in.,

Hono Hop.uicr,,{ani.a

10 ur
(30 Mo)

3 279,05 13116,20 327

Couarun, nop..u/in.,
EioQaprvr4 Yxpaiua

1,3 ur
(4 Mo)

195,00 5 850,00 t46

lpoyrponiu, p-n 4/in.,
Jlrcrvr' ep @apru4 Yrcpaiua

1,34 vrr
(4 Mo)

276,19 8285,7 207

Euogrr.rn an ;(ba'

Enoerun-@apMeKc, p-n,q/iH., @apvrerc

lpyn (in bulk, Center of Molecular
Immunolory, Ky6a), Yrcpaiua

4000 MO/lrr
(Ns 5)

900,00 7 200,00 179

Einorpur, p-n g/in., CasAog frrl6X,
Aecrpi-a

40000 Mo/
MJI

(Ne 6)

35 296,78 23 531,17 587

Enpexc,p-n diu.,
CinarAIl Illrefiuapii

40000 Mo/
MJI

(N, 6)

46 940,70 31293"80 780

flpuuirxn:r-rfinrpacrvM,l4-les:rtuitrypcriryeanns,yxBopl,Ix,miotpurr,ryroruinrescunnynaielo-
cynpecrrBHy rlrrroroKcuvny xirvriorepaniro 3 npI4BoAy gro.f,ricHplx 3axBoprcBanr, 5 ur/rr/Ao6y;2 - coruarponin,

3b-aeHHrafi rypc niryeaHHr ropyueHH.s pocry rIpLI HeAocrarsifi cer<peqii ropMoHy pocry y Airefi, 0,035 rrar/rr;

cepeAHr Bafa Aprrr,rHpr 38 xr (40 rr,rr rperapary/rvricgqr); 3 - epurponoeruH, 40 000 MO uloTl'rNun,4 ruxrti
(nirynann-a anerr,rii y xBopr,rx Ha paK, .nri npoxo4qrr xiN{iorepaniro); K^ - xoeQiqienr aAeKBarHocri ularoclpo-
uoxnocri (ni4noureHHr cepe,(Hboi qinu npenapary sa nesHzfi nepiog (naicrqr, KBapruIJI, pir) ao cepe4nroi

sapo6ituoi trrarusa nenHufi nepio4 (rr,ricrqr (4 000 FPH.), KBaPran, pirc),Yo.

BupoeapKeHHr y Btrpo6HrrrlrBo BI4coKoeQeKrLIBHI{x i 6egneqHl4x 6iocinriupie 4rr

reparii nafi6ilrm aKTyaJrbHLrx 3axBoproBaHb (aia6er, aHeMit, oHKorlaronodi ra iH.) 4ae

Mo)Knr{Bicrb BiTqt43HrHlrM SaprvraqeBTktrrHnMll KoMrIaHiqNa gafiNaarv ili[r4pyloqi [o3LIIIii Ha
.. I

BHyrpirlHboMy pr,rHKy YrcpaiHr,r, e$emurno Bl4KopltcroByBarv r.aflBHvrfr tnrelexryanblrnir

rroreHrli an r a cfipus,e rpe crrr)Ky B irtrl43Hf, H oi Q aprr'raqii.

BncHoBKrr
1. Eiocirr,riwpu siAnosi.{arorb Kpr4repitM rrareHrocrlpoMox(Hocri, tKi rlpeA'tBJtflIortr

.uo Br.rHaxoAis: Hoer,rgHa, Br{HaxiAnuumufi pinens, rpoMtIcJIoBa npuAarHicrb. OcHoBHLI-

Mrr 06'eKTay17- 1^nfl. rrareHTyBaHH-f, 6iocirr,rir.flpie e SaprvraqeBTllrlHa KoMtIo3I4tIis, cnoco6ll

oAep)KaHHfl AOI, HoBt4fi BuA niKapcbKoi QoprvIn, crroco6u lirynaHnt, HoBe rIoKa3aHHt Ao

3acrocyBaHHt siAoMrx JI3 ra in.
2.3as1aHHlrMlr BrlHaxoAiB y pa3i rIareHTyBaHHt 6iocirr,rinqpir e: niAsI'IueHHt BI{xo-

Ay qirmoBoro npoAyKTy, clporueHHr cnoco6y o4epxaHHfl,, cKoporreHHt qacy peanisaqii

c[oco6y, niAer4xleHH-f, cryrreHq oqurleHHr qimoeoro lpoAyKry, po3lnllpeHH.fl cI.'IpoBI4HHoi

6azu, niAsr,rue :n:nfl, cralilrHocri, g6imnenHt QapMaKonodqHoi aKruBHocri a6o posuru-
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I

peHHt cneKrpy 4ii' ni4rzlrleHHt 6io4ocrynnocri, 3HrDKeHH.fl ToKc'qHocri qi*onoro npo-AyKry noniumeHHt ctlo)Kl'Bqzx BJlacrr4Bocrefi (spyvnic* y*pzcraHni) ra iu.3' BzssreHo.cyrTeni 
Sapn'raKoeKoHorrai'rHi nepeBarz 6iocinain.qpin rirvz3H.flHoro Br4-po6Hzqrna (naprirt" 

""^tL t z,s paza)uopirH,ano: opzriHarrbHkrM u II3.
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aHanvl3

pbrHKa 6uocuptuttspoB BbrAenrror r
rreHy no cpaBHeHuro c opr, rr4Han"##'ilffi;l.f,i:ffiffift
;:." 

t""nrr{eHr.re 3ar4HrepecoBaHHocrLr B Hrrx focynapcrB au Sap_qenEro pa0orrr flBprrcs, ananu3 oco6euHocrefi z ocnrqecKl4x perueHzfi n cQepe .o.our,r" 
-6uocavunp"" 

;;;";ffi;::iff:Xi:,*""rarl nareHr oBaHvrn rexHkr-
poBaHo' '{ro 6rocuMr4rnp6r coorBercrByror Kpr4rep unt\' trareHrocnoco6u""',l.ffJo:;#:"Iili"#Hr.l3]HH''M: H.BLI3Ha' u:o6perarelrcrcuft ypoBeHb' rlpoMbrrxneHHarr [pr{MeHHMocT6. )c'oe.*rr\.{r.r o6rercraua ,la
nareHToBaHns 6uocutvlLrnqpoB ,rr*i"r$apnnaie"tr"a.*u" 

KoMno3rrlt4.a, cnoco6u nonyqeHH, A@r4,HoerrfiBIU neKapcrseHHofi soprrarr' cuoco6rt JIeqeHHt, HoBoe [o*a3aHr4e K [pr,rMeHeHr.rro a3BecrHbrx neKapcrBeHHbrx;::i:;";#:ff1,ffit:X"t"t:;::#,*, nareHroBaH uu 6uocuu#;;;;;;".,.", roBbrrrreHLre BbrxoAa rre_

'-reneHlzoql4crKa.::.,":T"poAy^ra,r;:f,;:X?:i,l::ilHl1?,'ffJJ j:#ffiX?ff 
m-:ff ;";gru;:Qaprvraxonorr4 qecKO

H,eroKcr^,soiru'.:,lffi:ff ##i:;:i::::X:;lixm+fn*f::*fu :#:ilH:.#","#ilo'xaparcreplz3oBaHa cTpaTerl4t t'pu"o"oi oxpaHbr aro"i*^nrpoB r4HocrpaHHbrMr4 3aflBurerrflMrr, B ToM qr4cJrea vxpazne' Poccuu'Enpocorose; 

'u;' 
Brrssrenrr .r*".t"."nrre 

@apnraKo3KoHoMr4qecKr4e nper.rMyulecrBa
fiTl[lffiff""ffT:ffi:i""#npoz3Borcrna (crozuocrb Hr4)Ke n 2,5 paza) ro cpaBHeHr4ro c opurilHiurbHbr-
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E. V Lininova
National University of Pharmacy, Kharkiv
SPECIALASPECTS OF BIOSIMILARS AS AN OBJECT OF INTELLECTUAL PROPERTY

ABSTRACT
Main factors ofthe development of biosimilars market are their high efficiency, the availability of eviden-

tial base, a reasonable price compared to the original products, broad field of application, the social importance

and increasing interest in these states and pharmaceutical companies for their production.

The aim of the work is analysis of special aspects and main trends in development of patenting oftechnical

solutions for the creation of biosimilars and their pharmacoeconomic evaluation.

It has established that biosimilars meet the criteria of patentability are requiremented for inventions: nov-

elty, inventive step, industrial applicability. The main objects of biosimilar patent are pharmaceutical composi-

tion, methods of producing the-API, new dosage form, the methods of treatment, a new indication for known

drugs, and others. Objects of the invention at biosimilar patentingare: increase in the yield of the desired

proluct; simplification of method; reducing the time of the method; increasing purlty of the target product;

ixpanding ,.ro*., base; increase stability, increase or enhancement of pharmacological activity, increased

bioavailability, decreased toxicity of the desired product, improved consumer properties and others. It was

characterized the strategy of legal protection of biosimilars by foreign applicants, including in Ukraine, Russian

Federation, the Europ"- Utriott and United States. It was showed significant pharmacoeconomic benefits of
biosimilars by domestic production (cost below 2.5 times) compared to the original drug.
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