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KomuteT no ctanaaptam BOUC (KCB)

LLlecTtana ceccus
XeHeBa, 15-19 okTaA6psa 2018 r.

OTYET O XOAE BbIMONHEHUSA 3AOAYM Ne 50 LIENEBOW PYNMOW MO YACTU 7

LokymeHm nodzomosneH Lleneesol epynnod rno Yyacmu 7

BBEAEHWE

1. Ha cBoen BO30OHOBMNEHHOM YEeTBEPTOM ceccun, coctosisliencsa B mapte 2016 r., Komutet
no craHgaptam BOUC (KCB) noctaHoBun cpopmynmnposath 3agady Ne 50: «Ob6ecneunTsb no
Mepe HeobXoaMMOCTU NOAAEPKaHME B aKTyarlbHOM COCTOAHMM U 0BHOBReHne obcrnenoBaHum,
ny6nukyemblx B Yactn 7 CnpaBoyHnka BONC no nHgpopmaumm n gokymeHTauum B obnactum
NPOMBbILLSIEHHON COBCTBEHHOCTU» U ydpeauTb cooTBeTCTBYIOWYIO Llenesyto rpynny (Llenesyto
rpynny no 4Yactu 7). Pykosogutenem Lleneson rpynnbl 661510 HasHayeHo MexayHapogHoe
6ropo. (Cm. nyHKTbl 73 1 122(e) nokymeHta CWS/4BIS/16.)

2. Ha cBoen Bo306HOBMNEHHOM YeTBepTON ceccumn KCB Takke NpUHAM peLleHne pacluinmputb
oxBat yacTtu 7.7 CnpaBoyHunka BONC no nHpopmaumm n gokymeHTauum B obnactum
npoMbiwneHHon cobecTBeHHocTH (CnpaBoyHuk BOWC), BkntoumB B HEro Hapsay ¢
NONOXEHMAMU O CBUAETENbCTBAX JOMNONMHUTENLHON oxpaHbl (SPC) nonoxeHnsa 06 nameHeHun
cpoka gencteusa nateHToB (PTA) 1 0 NnpoaneHumn cpoka aencteusa nateHToB (PTE). B uensax
pacwmnpeHus oxeata 4actn 7.7 KCB nopyuunn LieneBor rpynne no 4actu 7 npoaHanuMavpoBaTb
nmeroLncst BonpocHuk no SPC 1 npeactaBuTb NpeanoxeHne o ero 06HOBNEHWUN Ha NATON
ceccun KomuteTta (cM. nyHKT 74 nokymeHta CWS/4BIS/16).
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3. Ha nston ceccum KCB, coctosiBlwenca 29 mass — 2 uioHsa 2017 r., Lleneeas rpynna no
YyacTu 7 npegcraBuna Ha pacCMoTpeHMe NPOEKT BONPOCHNKA, NOCBALLEHHOrO Bblaaye un
ny6nukauny AOKYMEHTOB O NPOANEHUN OXpaHbl NpoMbILLNeHHon cobeTBeHHoCcTH (IPPE). KCB
obcyamn npennoXeHHbIM NPOEKT BonpocHuka no IPPE v Bbigenun psag cyGcTaHTUBHbIX
BOMPOCOB, TpebyroLmx BHeCEeHN nameHeHun. B aton ceasm KCB nopyynn Lieneson rpynne
nepecMoTpeTb NPOEKT BOMPOCHMKA C Y4ETOM BbISBIIEHHbIX BOMPOCOB U NPeACTaBUTb Ha
paccMOTpeHne HOBOE NpeanoXeHMe Ha ero LeCcTon CeCcumn.

(CM. nyHkTbI 79-81 gokymeHTa CWS/5/22.)

4, Ha ceoen nsaton ceccum KCB Takke nopy4ynn Lleneson rpynne no yactu 7 noaArotToBUTb
npeanoXxeHne B OTHOLLEHUN BOMPOCHUKA, KacatoLLeroca Hymepaumm nybrnmkyembiX JOKYMEHTOB
N permcTpmpyembixX npae, U NpeacTaBmTb 3TO NpeafiokKeHne Ha PacCMOTPEHNE Ha ero LLEeCTon
ceccun. KomuteT OTMETUIT, YTO BOMPOCHMK JOSPKEH OXBATbIBATb TEKYLLYIO M NPOLUIYIO NPaKTUKY
HymMepauun nybnmkyemblix JOKYMEHTOB U pernctpmpyemMbix npas. (CM. NyHKT 71 QOKyMeHTa
CWS/5/22.)

5. Ha cBoewn nsaton ceccumn KCB Takke nopyunn MexxayHapogHomy 6ropo:

(@) npeanoxutb BMNC 06HOBUTL CBOM AaHHbIE B YacTn 7.2.4 «ObcnegoBaHue,
Kacatolleecs npeacTaBneHns HOMepPOB NPUOPUTETHLIX 3asiBOK», U 3aTeM
noaroToBuTb 1 onybriMkoBaTb OOHOBIEHHYO Bepcuto YacTu 7.2.4 CnpaBoYHUKA
BOWUC; n

(b) nepeHecTu yacTb 7.2.1 B apxuB, 3aMeHUTb CCbINKy B cTaHaapTe ST.10/C
yacTblo 7.2.6 (pedakunoHHasa npaeka) 1 BKITUUTD B YacTb 7.2.6 CCbIfKy Ha
nepeHeceHHy B apxmB 4YacTtb 7.2.1.

(Cm. nyHKT 72 pokymeHTa CWS/5/22.)

OTYET O XO[E BbIMONHEHUA M OBHOBJEHHbLIV MPOEKT BOMPOCHMKA

6. B pamkax nocnegytouen paboTbl no nopyveHmsim KCB, koTopble Obinu gaHbl Ha ero
naTon ceccun, MexxayHapogHoe Gtopo Hanpasuno BINC uyupkynsipHoe nucemo C.CWS 88,
npeanoXxus UM nNpeactaBuTb MHopmaumio anga yactu 7.2.4 CnpasovHuka BOVC
«ObcnepoBaHune, Kacaroweecs NpeacTaBneHns HOMepoB NPUOPUTETHBIX 3adBOK». OTBET
Hanpasunu 12 BINC n3 cneaytowmx ctpaH: Asctpanus, Yexnsa, Nepmanuns, CoegnHeHHoe
KoponescTtBo, XopeaTus, KeipreidctaH, Mongosa, MNonblwa, Monbwa, Moptyranus, LWWeeuus,
CnoBakusa n YkpavHa. CnegyeT OTMETUTb, YTO 3TN OTBETbI HE ObINN OTPaXKeHbl B YacTn 7.2.4 un
yTo CekpeTapumart nnaHmpyeT onybnmkoBaTb OOHOBMEHHYIO YacTb 7.2.4, cooepallyto HOBYHO
nHpopmaumio, B 2018 r.

7. Mo nopy4veHuio KCB CekpeTapuaT Takxke:
(a) nepeHec 4acTb 7.2.1 B apxuB;
(b) 3ameHun ccbinky B ctanaapte ST.10/C vacTblo 7.2.6 (peaakumoHHasa npaska); u
(c) BKMOYMA B YacTb 7.2.6 CCbISIKY HAa MEPEHECEHHYIO B apXxmB YacTb 7.2.1.

8.  UYTo0 KacaeTcsi NopyyYeHust NoAroToBUTL NpeasioXkeHne no BONPOCHUKY, KacatoLlemycst
HyMepaLuumn ny6rnvkyembiX JOKYMEHTOB U permcTpupyeMblx npas, To Lienesas rpynna no
yacTu 7 elue He Hayana 3Ty paboTy; OHa NnaHUpPyeT HayaTb ee Nocrne LWeCTOn CEeCCUn 1
NpPeAcTaBUTb Ha PACCMOTPEHME COOTBETCTBYHIOLLEE NPEANOXKEHME HA CeAbMOIN CECCUN.

9. LleneBas rpynna no Yyactu 7 npoBerna YeTbipe payHaa obcyxaeHuii n noarotoBuna natb
MPOEKTOB BOMPOCHUKA C y4ETOM BOMPOCOB, BbISIBIIEHHbIX HA NATOM ceccumn KCB, o koTopbix
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nget pedb B nyHkTe 80 gokymeHTa CWS/5/22. LleneBas rpynna npegcraBuna OKOHYaTEeNbHbIN
NPOEKT BONPOCHMKa Ha paccmoTpeHme KCB B npunoXeHnn K HacTosALLEeMY AOKYMEHTY.

10. B xoge obcyxaeHun BONpoCHMKa YneHbl Lieneson rpynnbl OTMETUNN pasnuuns Mexay
SPC/PTE n PTA kak npaBOBbIMW UHCTPYMEHTaMU, NCNOMb3YOLWUMUCA CTpaHaMn. TepMUHBbI
SPC 1 PTE cBs3aHbl C 3afiepXXKaMu B OCYLLLECTBEHNN KOMMEPYECKON AeATeNbHOCTU NO
NpUYMHE rocy4apCTBEHHbIX akKpeaAnTauMOHHbIX Npouenyp, NPOBOANMbIX, KaK NpaBuno, He
BIC, a gpyrumn BegomctBamu; npu aToM TepMnH SPC ncnonbayeTtcst Ha TEppUTOPUM
EBponenckoro akoHOMMYECKOro NpoCTpaHCTBa, a TepMuH PTE B onpeaeneHHon cTeneHn
NCNonb3yeTcs B OpPYrMx CTpaHax, Takmx kak AnoHus, Pecnybnuka Kopesa n CoeguHeHHble
Wratel Amepukn. TepmuH PTA cBdA3aH ¢ 3agepxkamu B NpoBegeHUN agMUHNCTPATUBHbBIX
npouenyp, BO3HMKaOLWUMM B X04e npoLlecca akecnepTuabl 1 Bolgaym B BI1C.

11. WMsHavanbHo Llenesagq rpynna paccmartpuBana BO3MOXHOCTb pasferieHus BonpocoB Ha
OBe YyacTu: 4YacTb |, BkrovaroLyto sorpockl SPC n PTE, n yacTts |l, BKNOYaloLLyo BOMPOCHI
PTA. C y4eToM TOro, 4YTO rpynnbl pasnuMyarnTcs No CBOEN NpUpoae, a Takke C y4eTOM oxBaTa
rnaebl 7.7 CnpaBoyvHnka BOVIC LleneBasi rpynna npuHsania pelleHns oCTaBUTb TOMbKO
BOMpocsl, cBA3aHHble ¢ SPC n PTE. Ecnn B Oyayuiem BO3HUKHET Takasd HE06X0aMMOCTb, Mo
PTA noTtpebyeTtcsa cocTaBuTb HOBbI BONPOCHMK. Taknm ob6paszom, OKOHYaTENbHbIN NPOEKT
BOMPOCHMKA, BKITHOYEHHbIN B MPUMOXEHNEe K HaCToALLEMY OKYMEHTY, COOEPXMUT TOMbKO
BOMpPOChHI, cBA3aHHble ¢ SPC n PTE.

12. KCB npednazaemcs:.

(@) nApuHaMb K ceedeHUr
codepxkaHUe Hacmosuweao
OOKyMeHma,

(b) paccmompemsb u
ymeepOumb rpoeKm 80rMPOCHUKa,
Komopabll npedcmassieH 8
MpUIoXeHuU; u

(c) nopyyums
Cekpemapuamy Hanpasume Bl1C
UUPKYsipHOE MUCbMO C
rpedroXxeHUeM MpUHIMb y4acmue 8
obcriedosaHuu, NocesiLeHHOM 8bli0aye
u nybnukayuu ceudemesnib.cms
QornonHuUmernbHoOU oxpaHbl U
ripodneHuli cpoka delicmeust
rnameHmos, o0 Yem yrnoMuHaemcs 8
rnyHKkme 6 ebluie;

(d) nopy4ums
MexdyHapodHomy 6t0po
rnodzomosume u onybnukosams
06HO8/1eHHY0 Yacmb 7.2.4, 0 4em
yromMuHaemcsi 8 riyHKkme 6 sbiwe;
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(e) nopyqums Lleneesoli
epynne rno yacmu 7 nod2omosuma
rpedrnoxeHue rno 80rMPOCHUKY,
Kacaroujemycsi Hymepauuu
rny6nukyembix OOKyMeHmMos u
peaucmpupyemsbix npas, u
npedcmasume 3mo rpednoXeHue Ha
paccmompeHue Ha wecmol ceccuu
Komumema, coenacHo ryHkmy 8
eblwe.

[MpunoxeHnune cnepyeT]
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DRAFT QUESTIONNAIRE ON THE GRANT AND PUBLICATION OF SUPPLEMENTARY
PROTECTION CERTIFICATES AND EXTENSIONS OF THE PATENT TERM

CONTACT DETAILS

Name
Please indicate the name of the person who completed the questionnaire in the format "First Name
LAST NAME”"

Title
Please indicate the title of the person who completed the questionnaire

Country/Organization
Please indicate the country name or name of your Organization and the corresponding ST.3 code

E-mail address
Please indicate the e-mail address of the person who completed the questionnaire

Facsimile
Please indicate the facsimile of the person who completed the questionnaire

Telephone
Please indicate the telephone number of the person who completed the questionnaire

This questionnaire relates to mechanisms that enable owners of patents under certain
conditions to obtain, during a limited period, continued protection for certain products that are
subject to pre-market regulatory approval, namely supplementary protection certificates
(SPCs) and patent term extensions (PTES).

Question 1

Does your Office/Organization provide SPCs or PTES?
O Yes

O No

Question 2

If you have answered “NO” to Question 1, will your Office/Organization start providing SPCs
or PTEs in the future?

O Yes. Please use the field below for comments to indicate when.
O No.

Comments:
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Question 3

Please specify for which products an SPC or PTE can be obtained (or are planned to be
introduced):

O medicinal products
O plant protection products
O all products subject to regulatory approval for marketing

O other:

Please describe the requirements for granting SPCs or PTEs.

Examples:

¢ the product has been protected by a patent,

¢ the product has been subject to a regulatory review procedure before its
commercial marketing or use,

e an SPC or PTE has never been granted on the product.

If available, please provide a link to guidelines on filing applications for SPCs or PTEs.

Question 4

Please specify the legal basis for granting SPCs or PTEs. For example, relevant provisions
of the national law (article or rule number), regional regulation, decrees, ordinances etc.

If legal grounds are different for the objects indicated in Question 3, please list all of them,
indicating corresponding products.

Question 5

Please give the name of the SPC or PTE granted by your Office/Organization in English and
the original language.

Example: DE — Supplementary Protection Certificate (in German: “Erganzendes
Schutzzertifikat”).

If names are different for the products indicated in Question 3, please list all of them,
indicating corresponding products.

Question 6

If your Office/Organization assigns (or intends to assign) a specific application and/or
grant/registration number to SPCs or PTEs, please give examples and details of:

o the numbering system for applications:

e the numbering system for registration or grant (if different from the above):

Comments:
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Question 7

Does your Office/Organization or other relevant national authority publish, or intend to
publish, one or more of the following events for an SPC or PTE? Please mark the
corresponding cell in the table below with an “X”.

ALL PRODUCTS

PLANT SUBJECT TO
EVENT I':\’AFI{EODIIDCEJE"?'\; PROTECTION REGULATORY OTHER
PRODUCTS APPROVAL FOR
MARKETING

Request (application)
for an SPC or PTE
filed

SPC or PTE granted

SPC or PTE not
granted

SPC or PTE opposed
by third parties

SPC or PTE came
into force

SPC or PTE ceased
because of a lapse or
expiry

Extension of SPC
term requested

Extension of SPC
term granted

Extension of SPC
term not granted

Comments:
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If you have marked at least one cell in the table in Question 7, please respond to the
following questions 8.1 to 8.4. If the answers vary for different products or events, please
use the “Comments” section below to explain the difference or copy questions 8.1 to 8.4 and
answer them for each of the products or events.

8.1 In what form is the corresponding event published?

O
O

O

O

as part of an Official Gazette

through public online databases (please indicate the name and the URL of the
database)

by opening the document for public inspection
by delivering a copy of the publication on request

other (please specify):

8.2 What are the minimum elements that this publication must contain?

O

OO0OO0O0O0O0ao0gao

application number

filing date

name and address of the applicant
number of the relevant patent

title of the invention

name of the product

authorization details

date of the said authorization

other elements (please specify):

8.3 What is the planned timetable for publishing this information?

8.4 Please attach an example(s) of published events and/or of corresponding
announcements.

Attachments

Comments:
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Question 9

Does your Office/Organization or other relevant national authority publish (or intend to

publish) the announcement of state changes for an SPC or PTE as defined in WIPO
Standard ST.27?

Please mark the corresponding cell in the table below with an “X".

ALL
PRODUCTS
PLANT SUBJECT TO
yggé)%g?é PROTECTION | REGULATORY OTHER
PRODUCTS APPROVAL
FOR
MARKETING

STATE

Changed to “Active”

Changed to “Not
active”

Changed to
“Terminated”

Question 10

If you have marked at least one cell in the above table, please respond to the following
guestions 10.1 to 10.4.

If the answers vary for different products or states, please use the “Comments” section below

to explain the difference or copy questions 10.1 to 10.4 and answer them for each of the
products or states.

10.1 In what form is the announcement related to the state change published?

O as part of an Official Gazette

O through public online databases (please indicate the name and the URL of the
database)

O

by opening the document for public inspection
O by delivering a copy of the publication on request

O

other (please specify):
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10.2 What are the minimum elements that this publication must contain?

O

registration number allotted to the SPC or PTE, which has come into force
date of SPC or PTE registration, which has come into force

name and address of the SPC or PTE holder

number of the relevant patent

title of the invention

name of the product

authorization details

date of said authorization

duration of the SPC or PTE

other elements, e.g. patent classification (please specify):

OO00O0oOoOo0OoOao0oao

10.3 What is the planned timetable for publishing this information?

10.4 Please attach a specimen(s) of corresponding announcements.

Attachments

Comments:

[KoHeL npunoxeHna n ookymMeHTa]
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