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CrarTst mpucBsiYeHA IUTAHHSIM IIOIIYKY OaIaHCY MK 1HTepecaMu CyCIILIBCTBA Ta MAaNHO-
BUMH IIpaBAMU IIATEHTOBJIACHUKA B YACTHHI IMILIEMEHTAI] JOJATKOBOI IIPABOBOI OXOPOHU
BUHAXO/IIB, III0 CTOCYIOTHCS JIKAPCHKUX 3aC00IB. YIIPOBAKYIOUN ITOJIOMKEHHS IIPO TOJATKOBY
OXOPOHU BUHAXOJIB, YKpaiHa IIOBUHHA BUKOPUCTATH M0CBiA Kpain €C y YacTHHl MOM SIKIIIEH-

Hs 11 JOJATKOBOI IIPABOBOI OXOPOHH.
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OaJiaHC IpaB

3akomomascTteo €C ymposamxye mo-
IAaTKOBY IIPABOBY OXOPOHY BHHAXOIAM y
chepl MeouUIIMHY 1 BeTepuHAapii 3 METOH
IOTPUMAaHHA 0aJlaHCy MaWHOBHX 1HTE-
peciB IIaTEeHTOBJIACHUKA Ta CYCILJILCTBA,
sIKe 3 OJTHOIr0 OOKY X0ue OTPUMATH edek-
TUBHUH Ta 0€3IMeYHMNH JIKapChbKUMA 3acld
1 BIPOBAJIKYyE HOTATKOBI aaMiHicTpa-
TUBHI HPOIEAYPH OTPUMAHHS JO3BOJLY
BUBEIEHHS Ipelrapary Ha PUHOK, 3 1H-
IIOT0 — SAKHAWIIBUAIIE II030yTHCA MO-
HOITOJIII Ta JUKTATY I[IHU Ha JIKH.

ITorogumocs, mo obuaBa OamaHHS
CYCIILIILCTBA € IJIKOM CJIYIIHWME, OTHAK
CIIPOOYEMO POSIJIAHYTH 1€ 3 ITO3MIIlI ma-
TEHTOBJIACHUKA. BIH moYMHAEe OCTAHHIO
cTamlio KJIIHIYHAX BUIPOOYyBaHb, K IIpa-
BHJIO, KOJIA IIATEHT HA JIKAPCHLKUM 3acid
yaxe orpuMano. Ilpore ckopucraTucs auc-
KaMH’ IIATeHTHOI MOHOIIOJMII IIOKHW IO He
Ma€ MOKJIMBOCTI: KJIIHIYHI BUIIPOOyBaH-
HsI, TOBEIeHHs Oe3neky Ta epeKTUBHOCTI
JIIKAPCBKOTro 3aco0y, IPOXOIKEeHHST BIIIIO-
BIOHUX aAMIHICTPATUBHUX IIPOLIEAYD OJIS

BUBEJEHHS IIperapary Ha PUHOK TPHUBA-
TUMYTh He onuH pik. Tax mocrymoBo
crtree 20-plyHUE TepMiH il IIaTeHTy, a
NPUOYTKU 3AJIUINATHMYTBCSI y BlOgaJie-
HIA HepPCIIeKTHUBI.

Jlokmaguuii aHa i3 OPUPOTH IpaBa
sui generis €C cTOCOBHO J0JATKOBOI 0X0-
POHM JIKAPChKMUX 3aCO0IB 1 JOTPHMAaH-
HaM OaJIaHCy 1HTEpeClB CYCILILBCTBA Ta
MaTEeHTOBJACHUKIB BUKJIAIEHO y po0oTi
I0. M. Kaminu, axa Ha CLOrOAHI € Hali-
O1/IBIIT IPYHTOBAHUM JOCTIKeHHAM [1].

Omke, AKMMH MeXaHI3M MeXaHi3Mma-
mu ckopucraBcess €C? Jlasa ycyumeHHs
TAKOl «HeclIpaBeIJIuBOCT» Peryiamen-
ToM (€C) Ne 469/2009 Bixg 6 TpaBas 2009
pory «IIpo sampoBagskeHHA CBigOITBA
JOJATKOBOTO 3aXHUCTY IJIA JIIKAPChKUX
3acobiB» (mami — Permamentr (€C)
No 469/2009) [2] OyJ0 3ampoBaIMeHO
MOKJIMBICTh ITOJOBMKUTH il0 IIATEHTY
(morazx 20 poKiB) Ile B cepegHbBOMY Ha b-
10 pokiB 3 MeTOI KOMIIEHCAIlll BTpade-
HUX POKIB MATEHTHOI OXOPOHU.
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Baxko yrpumarumcs Bim mopasiisa-
TOpCTBA 1 HE HATOJOCUTH, IO I JOLAT-
KoBl 5-10 poOKIB € J0JaTKOBOI MOHOIIO-
Jie0 Ha I[IHy, 00 y Ie# meplon Mae
MicIle ImepeBakaHHsa MAaWHOBHUX 1HTepe-
CIB HAJ IIPABOM HA "KUTTH 1 300POB s, III0
O1JIBIIICTh TEPCIEeKTUBHUX MOJIEKYJT
CTBOPIOIOTHCSA B JIA0OPATOPISAX Jep:KaB-
HHUX YHIBEPCUTETIB HA KOIITH IIJIATHHU-
K1B IOJATKIB, TOOTO TOIO 3K CYCIILJILCTBA,
1[I0 3PeITon y (isocodii HAYKHU € KaTe-
ropis «KOJEKTHBHOIO 3HAHHA» AK 3a-
raJILHOJIIOICLKOTO Osara...

Haromicts mo3BosimMoO €001 BiCTyII
nparmatudHni. MaeMo MIsKHAPOIHI 30-
OoB’a3anug Yipaiuu (Yroma mpo Acoria-
miro Misk Yrpainomwo ta €C, cr. 220), Bigmo-
BIHO 0 IKUX HAIlla JepikaBa IIOBHHHA
IMILJIEMEHTYBATH HOPMY IIPO HOLATKOBY
IPaBOBY OXOPOHY BHUHAXOMIB y cdepl Me-
OUIIMHNA Ta BeTepHUHApIi 0 HAIllOHAJILHO-
ro IIaTEHTHOro 3akKoHomascTBa. IIpore
HIXTO HE MOKe YTPUMATH BITUMSHAHUX
Ccy0’eKTIB 3aKOHOQABYOI 1HIIIATUBU 3PO-
OMTH IIe 3 MO3UIIA JepPKaBHUIIBKUX (BIT-
ynsHAHA QapManeBTUYHa IIPOMUCIIO-
BICTh € T€HEepPUYHOI0) 1 IIPOCYCHIIBHUX
(YKpalHCBKHUMA HAIleHT Mae OTPHUMATH JI0-
CTYII 10 e)eKTUBHUX MEIIeBIINX JIKaPCh-
KHX 3aC001B IKHANIIBUIIIE).

Bigrak morpiOHO BHBUMTH HOCBIL
IHITX Kpainu, 30kpeMa €C, 9u KoJIUIITHIX
tioro wieniB (Bemukoi Bpuranii), Takosx
CIIIA 1 Kamagu: sax BOHU JOTPUMAJIHCS 0a-
JIAHCY M HEOOXIIHICTIO J0JAaTKOBOI IIpa-
BOBOI OXOPOHH 1 3aXMCTOM IIPaBa HA KATTI
Ta 3JI0POB’SA CBOIX I'POMAISH.

B Vxpaini Ha croromHi € gBa 3aKoHO-
IPOEKTH, AKUMH IMILJIEMEHTYEThbCS J0-
JATKOBA IPaBOBa OXOPOHA BHHAXOIIB.
Ile mpoexr 3akouy Ne 9088 «IIpo BHe-
CeHHS 3MiH [0 JeIKHX 3aKOHOTABUMX
aKTiB YEKpalHu 11010 MigBUIIEHHS PIBHSA
OXOPOHH 1 3aXMCTy IIPAB 1HTEJIEKTYaJlb-
HOI (IIPOMICI0BOI) BJIACHOCTI Ta YIOCKO-
HAaJIEHHS [IepyKaBHOTO YIIPABJIIHHS cde-
poOI0 1IHTEJIEKTyaJIbHOI BJIACHOCTI» 1 BHUK-
JajgeHu Ha rpoMajchKe 0OroBOpeHHS
sakononpoektr MEPT Vikpaimm «IIpo
BHECEHHS 3MiH [0 OeAKNX 3aKOHOIAaB-
YMX AKTIB YKpalHU I0J0 IIlJBUINEHHS

P1BHSA OXOPOHH 1 3aXHCTy IpaB 1HTEJIEK-
TyaJbHOI BJIACHOCTI Ha BHHAXomu (KO-
PHCHI MoOzeJjl), IIPOMHCJIOBI 3pasKu 1
TOPTOBEJIbHI MapKm». 3a3Ha4YUMO, IO
00MIBa MOKYMEHTH MICTATEH 1IeHTHUYHI
TIOJIOKEeHHS 13 3aIIPOBaPKeHHA cepTudi-
KaTIB JOZATKOBOI IIPABOBOI OXOPOHH
(CHO), Tomy BOauaeTbcsa 3a HOILILHE
MOPIBHATH OCHOBHI 3 HUX.

Pernmamenrom €C Ne 469/2009 obme-
skyerbesa npeamer sugadl CO, mo suma-
€ThCA JIMIE HAa «OCHOBHHUM IIATEHT», I
SKUM PO3YMIIOTH 0e3rmocepeaHbo IIpema-
paT, a TaKoM IIPOIleC OdepsKaHHS IIpera-
paty abo 3acToCyBaHHS IIpenapary.

O0uagBa BITUM3HAHI 3aKOHOIPOEKTH
MAaIOTh TaKe 00OMesKeHHI.

Y Crarri 3 Permamenry €C
No 469/2009 Busuauaernesd, mo CIO Ha-
IAI0THCS JIUIE Ha OCHOBHUH IMATEHT 1 3a
YMOBH, II[0 TAKa OXOPOHA He HaJgaBaJa-
cs paminre. et Ha mepiuuii morssm Jio-
MYHAUN aJICOPUTM Mae I coboi0 IIKaBY
CYZ0BY HMPaKTUKY 100 BU3HAYEHHS TO-
TOKHOCT1 IIperapary, Ha SKHA OoTpuMa-
HO IIATEHT 1 Ha AKUN 3alIUTYEThCA 103-
BLJI JJIsI BUXOAY Ha puHOK. Taxuii mocsing
BApTO YyBaMHO BUBYATH. Ha Hamry
OYMKY, I1e OyayTh IepIri COpaBu IJIs
poarisimy HoBocTBOpenoro Cymy 3 iHTe-
JIeKTyaJIbHOI BJIACHOCTI.

Y 3aKOHOIpOEKTax BIJICYTHE II0JIO-
JKeHHsS IIPO Te, II0 B pasl HAsIBHOCTL
KLIBKOX IATEHTIB, K1 OXOPOHSIOTH OIUH
AKTUBHUN QapMalleBTHYHUN 1HTpemi-
€HT, 3aci0 3aXHCTy TBapHWH Ta 3acib 3a-
XUCTY POCJIMH, BOJIOALJIEIlb IaTeHTy 00u-
pae Oymb-sSKUil 13 HUX.

CyTTeBO TaKoXK, 110 B YKpAaiHl BIACYT-
HA OPUB’A3KA 0 BUXOAY JIKAPCBKOIO 3a-
co0y Ha PHUHOK, 3 SAKMM HAac MOB'SA3Y€
Yroma mpo acormiaiio, — purok €C. Mo-
MEHT BIJIIKYy 4Yacy, KOJU JIKapPChbKUH
3aci6 BUXOJWUTH HA PUHOK YKpaiHwm €
OPUHIUIIOBUM [JJIs MIACTABHU BUOAYL
CJ10. Tak, AKIIO IIaTEHTOBJIACHUK Oajkae
CKOPHUCTATHUCS IIPUBLIEAMU, Kl BUILIH-
BAKOTH 13 JI0JATKOBOI IMPAaBOBOI OXOPOHU
JIIKIB, BIH IIOBMHEH BHMBECTH CBlH IIperia-
pat Ha puHOK sxHaMmsuame. He 6ymemo
MOKJIaJaTHCsa HA BJIACTHUBE (apMalles-
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TUYHUM KOMITAHISM IIOYYTTSI CIIPABEIJIN-
BOCTI1, 4 BU3HAYMMO B 3aKOHI, III0 BOJIOII-
Jelb MaTeHTy Ha BHHAaX1J, 00eKToM
SIKOTO € JIIKapchKUi 3aci0, 3aci0d 3axucTy
TBAPUH Ta 3acid 3aXHMCTy POCIHH MAae
IIPaBO HA TIOJOBYKEHHS YHHHOCTI MAaWHO-
BUX TPAaB 1HTEJIEKTYAJILHOI BJIACHOCTL y
pasi, SIKIo 3asiBy HA OTPUMAHHS JT03BOJIY
KOMITETEHTHOI'0 OPTaHy JIJIs BBEJIEHHS Ta-
KOro IIpemapary B IUBLIBHUN 00Ir B
VEkpaini 0yJ0 IIogaHO BIIPOIOBK OIHOTO
POKY BiJ JATH ToJa4i TAKol 3asBU BIEP-
1re B Oyab-AKii KpalHi CBITY.

BayBaskumo, 1110 Y kpaina He Oyme mep-
1100 Y BUHAMJIEHHI TAKOl IPaBOBOI KOH-
crpykiii. 3akoHomasctso €C mpus’asy-
€ThCS [0 BUXOMY Ha PHHOK y €Bpocorosi,
Besmmkoil Bpuramii — BuUX0ay Ha TEpUTO-
pii Kpaiu Cuaiegpysxuocti. [Turanus mep-
IIIOT0 BUIXOJy HA pUHOK y pamrax EFTA
(EBpormeiicbka acorialis BlJIbHOI TOPTIB-
JI1) PO3KPHUBAETHCSA Y HU3II CYIOBHX
CIIpaB, BUCHOBKU 34 SIKUMHU IIJCYMO-
Bytorbcsa y NOVARTIS AND OTHERS
JUDGMENT OF THE COURT (Second
Chamber) 21 April 2005 * mn Joined
Cases C-207/03 and C-252/03.

OxpiMm TOro, MaeMo OyTH CBIIOMIUMU,
mo CIHO BumaBaTUMyThcsa 1 Ha BIKe

ypHHI B YKpalHi narestu. Hackinpku e
CKJIAJHOI CUTyAlIlis 3 HATEHTYBAHHAM 1
3 AKICTIO OXOPOHHUX JOKYMEHTIB MU BiKe
HEOJHOPa30BO 00T0BOPIOBAIH Ha
MIOaJbTaX BaIlOr0 BUIAHHS. BiuHo3e-
JIeH] IIaTEeHTH, Kl BiKe JAaBHO He JMHHI
B IHIIMX KpalHaX O03BOJATH 30upaTu
BepIIKW Ha yKpalHCBKOMY PUHKY ¥ Ha-
maii. I BracHe HA HUX BUOABATHMYTHCS
me 1 CIO.

OTxe, HaCKIIbBKHM MH 0e300J1CHO
OpoIeMo 1o Je3y J0JaTKOBOI IIPaBOBOIL
OXOPOHH 3aJIeKUTh Bl TOTOBHOCTI 3aKO-
HOTABIA IIOYYTH HAI[IOHAJILHUAX eKCIIep-
TIB 3 HNUTAHb 1HTEJEKTyaJbHOI BJIACHO-
CT1, TOTOBHOCT] €KCIEpPTIB OIpallloBaTH
HaWKpan MIKHAPOAHI TPAKTHUKHU 1 BiJ
HASBHICTB IIOJIITUYHOI BOJI1 TA IIOCILI0B-
HOI IIPOCYCHIIBHOI 1 TPOJAePKABHUIIBKOT
mo3uIrii B iHTepecax yKpalHIlIB.

VpaxoBymoun, 110 00MABA YPAIOBI 34-
KOHOIIPOEKTH, SKI cTocyBajucsa pedop-
MyBaHHsA cepu IMaTeHTYBaHHS Ta 3a-
nposamxenuaa CJ[O, me Bimobpamanu
3BAKEHOTO MHiJX0ay B JOTPUMAHHI 0a-
JIaHCy Ipas, poboTa Hal HUMHU TPUBATH-
Me 1 Hamaal. @
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MesKIy MHTepecaMu IIAaTeHT000Ia0aTe I U NHTepecaMy O0IIECTBA B TAKON UyBCTBUTEIh-
HOI chepe, KaK 3APABOOXPAHEHNE.

00a yKpamHCKHX 3aKOHOIIPOEKTA COAEPKAT CTAThIO, KOTOpAs PeryJupyeT BhIIAUY
CJ10 u ompepeinser nopsamok. OIHAKO IPOEKTHI He OIIPeNeISoT 0a30BbIM HATEHT, HA KO-
TOpBIHA MoskeT ObITh Hpegocrasied CJO. BoibmMm mpobesiom B IIpoeKTax TaKiKe SBJISET-
¢ OTCYTCTBHE 00BbeMa IMAaTeHTHBIX IIpaB, HA KOTOpble MoxkeT ObITh Ipemocrasyien CI1O.
OcHosriBasich Ha ombiTe EC, cdepa meiicreua CIO momkHa OBITH oIpenesieHa M orpa-
HUYeHA 00JIaCThI0 JeHCTBIS IIATEHTA, JJIS KOTOPOTo Ha PHIHKE ObLIO BBIIAHO IIEPBOE TOP-
roBoe paaperrenne. Mbl He MOTJIM OBl H30esKaTh 3JI0yIIOTPEe0IeHNS ITaTeHTHBIMY IIPABaAMU
0e3 TAKOro OrpaHNYEHUSI.

Kniouesvie cnosa: cepTuUKaTHI JOMOJIHUTEILHON OXPAHBI, JIEKAPCTBEHHEIE CPEICTBA,
0Aa30BBIN IIATEHT, DAJIAHC IIPAB

Kashyntseva O. Looking for legal compromise in implementation the sup-
plementary protection certificate.

The implementation of supplementary protection of inventions on medicines need to
search and to keep balance between the interests of patent holder and interests of society
in such sensitive sphere as health care.

The both Ukrainian drafts of law contains the article which regulates the grant of the
SPC and determines the procedure. However, both drafts do not determine the basic
patent for which the SPC could be granted. The big gap of the drafts is also the absence of
scope of the patent rights for which the SPC could be granted. Basing on the EU experi-
ence the scope of the SPC should be determined and restricted by the scope of the patent
for which the first marketing authorization was granted in a market. We could not avoid
the abuse of patent rights without such restriction. We also should link the right on SPC
with the first appearance of medical product in the world market and its’ registration in
national market in Ukraine. Ukraine should grant SPC on really innovative medical
products which come to the national market not later then 1 year from the date of its’
first appearance in the market.

The Article 220 of Association Agreement between Ukraine and EU determines that
The Parties recognise that medicinal and plant protection products protected by a patent
in their respective territory may be subject to an administrative authorisation procedure
before being put on their market. They recognise that the period that elapses between
the filing of the application for a patent and the first authorisation to place the product
on their respective market, as defined for that purpose by the relevant legislation, may
shorten the period of effective protection under the patent.

The Parties shall provide for a further period of protection for a medicinal or plant
protection product which is protected by a patent and which has been subject to an ad-
ministrative authorisation procedure, that period being equal to the period referred to in
paragraph 1, reduced by a period of five years.

In the case of medicinal products for which paediatric studies have been carried out,
and the results of those studies are reflected in the product information, the Parties shall
provide for a further six-month extension of the period of protection referred to in para-
graph 2 of this Article.

Thus, the article determines only principles of SPC, all internal legal rules could
by determined by the country-party itself. Ukraine should impellent id SPC only bas-
ing on the same legal grounds like in EU.

Keywords: supplementary protection certificate, medicines, inventions, basic patent
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