S R

=
WIPO

BCEMWPHAR OPrAHWM3IALWMA
MHTENNEKTYANbHOW
COBCTBEHHOCTU

SCP/25/3 ADD.
OPUIMHAN: AHFIIMACKUMA
AATA: 16 HOAIBPS 2016 I

NMOCTOAHHBLIV KOMUTET NO NAaTEHTHOMY NpaBy

[ABapuaTb nATas ceccus
XeHneBa, 12-15 gekabpsa 2016 r.

AOBABJIEHUE K JOKYMEHTY SCP/25/3, KACAIOLWEMYCA NMPAKTUYECKOT O
ONbITA 3PPEKTUBHOIO NPUMEHEHWNA NCKNKOYEHWUA N OTPAHUYEHUA, A
TAKXE BO3SHUKAIKOLLKMX B 3TOWN CBA3U TPYOAHOCTEN

LokymeHnm nodzomoeneH Cekpemapuamom

1. B ceeTe nony4yeHHoro ot generaumn KaHagbl coobuieHnst ot 14 Hosbpsa 2016 1. ¢
N3NOXEHMEM MPAKTUYECKOrO OnbiTa 3P(EKTUBHOIO NPUMEHEHMS OrPAHNUYEHUA N UCKITHOYEHNI
N3 NaTeHTHbIX NPaB, a TaKkKe BO3HMKAIOLLNX B 3TOM CBA3N TPYAHOCTEN HEOOXOAMMO BKIIOYUTL B
nokymeHT SCP/25/3, mexay nyHkTamu 2 u 3, cnegytowme ab3aubl:

«KaHapga

3.  [Hencrteyrowun B KaHage pexum npegocTaBrneHmsa OCcTyna K NekapCTBEHHbIM
npenapatam (CAMR) o6ecneyrBaeT BbINOSTHEHME pelleHns BcemupHon Toprosow
opraHusauumn (BTO) n no3sonsieT KaHage BbigaBaTb NPUHYAUTENbHbIE NTULEH3UM,
AaroLine Npov3BOAMTENO HENaTEHTYEMOro npenapara npaBo 3KCNOpTMPOBaTb CBO
NPOAYKUMIO B CTPaHbIl, KOTOPbIE HE B COCTOSIHUM CAMOCTOSATENbHO M3rOTOBUTbL AaHHOE
neKapCcTBEHHOE CpeAcTBO. [ns 3TOro B COOTBETCTBMM C 3akoHOM «O naTeHTax» co3faHa
WHCTaHUMS No Bblgade NpUHyauTeNbHbIX NULEH3UA Ha U3roTOBEHNE N KCMOPT
3anaTeHTOBaHHbIX NPenapaToB C KOHKPETHbIM yKadaHNeM NPOAYKTOB, UX KONM4yecTsa u
CTpaHbl-MMnopTepa. [aHHbIN pexxum npegycMaTpuBaeT rapaHTUM OT HeHaaexallero
NN HE3AKOHHOTO MCMOSNb30BaHMS!, NPMU3BaHHbIE 06ECneYnTb Y4eT MHTEPECOB
nateHToobnagaTenen 1 3aLnTy 3KCNOPTUPYEMbIX NpenapaTtoB B paMkax JaHHOro
pexuma.

4. B 2008 r. 6narogaps pexumy CAMR komnaHusa Apotex Inc. nonyyuna paspeLueHve
Ha akcnopT B PyaHagy npenapatos ot BUY/CINWO. C momeHTa nony4vexmsa BTO
Heo6xoauMOro yBeaoMSIEHNS 40 NOCTaBKM NepPBON NapTuUKU npenapaToB NpoLLsio

14 mecsaueB. [ns Bblgauv NULEH3MN NpaBUTENbCTBY NoHagobunock 15 gHewn 13
ykasaHHbIx 14 mecsueB. BTtopas naptusa 6bina HanpaeneHa B cTpany B 2009 r.»
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2. B cBA3u ¢ BbILWEN3NOXKEHHbIM B oKyMeHTe SCP/25/3 cneayeT naMeHUTb HyMepaLuuio
MYHKTOB Ha4YnHasi ¢ nyHkTa 3.

[KoHewu aokymeHTa]



