YTBEPXIEH
IIPUKA30M

MunskonoMpazsutus Poccun
oT 3 HosiOpst 2015 roma N 809

Iopsiaok BbIIAYM U AeHCTBHSA JONOJHUTEIBHOT0 MATEHTA HA N300peTeHne, MPOAJIeHNs
CPOKA JeiicTBUSA MAaTEHTA HA U300peTeHue
1. Hacrosimii [Topsimok BbIauu U NEHCTBUS TOTIOTHUTEIHLHOTO ATCHTA HA N300pETeHHE,
MPOJUICHUS CpPOKa JIEHCTBUS MaTeHTa Ha u3o0peTeHue (nanee - Ilopsaok) ompenenser mpaBuiia
NPOJUICHUST CpOKa JIEHCTBUS TaTeHTa Ha u300peTeHHe (manee - MATeHT) ©W  BBIOAYH
JIOTIOJIHUTEIbHOTO IATEHTA.

2. IlponneHue cpoka JEHCTBHMS MaTE€HTa OCYLIECTBISETCS B OTHOILIEHMM IAaTEHTOB Ha
I/I306peTCHI/I$I, OTHOCAIIMUXCA K TAKOMY HNPOAYKTY, KaK JICKAPCTBCHHOC CPCACTBO, MECTULIUI WA
arpoXMMMKaT, JUIsI TNPUMEHEHHMS KOTOpbIX TpeOyeTcs TOJdydYeHHe B  YCTAHOBICHHOM
3akoHoAarenbcTBOM  Poccuiickoit  denepanuy  NOpPSAKE  pPaspelleHHs, 10  3asBICHUIO
aTeHTo00a1aTelNsl O MPOJUIEHUH CPOKa JICHCTBUS MCKIIIOUUTEIBHOIO IIPaBa Ha U300peTeHue U
YJIOCTOBEPSIIOLIET0 3TO IPAaBO IAaTEHTa (Aajgee COOTBETCTBEHHO - 3asBUTEIb, 3asBJICHUE,
HpPOJJICHUE CPOKa JICHCTBUS AaTEHTA).

3. 3asBieHue NpeaACTaBIIACTCA:

1) B nepuon AeiicTBHS MaTeHTa J0 UCTEUCHHS [IECTU MECSIIEB CO JHS IMOJIyYCHHS [IEPBOTO
paspelieHrs Ha MpUMEHEHUe NMPOAYKTa WM C JaThl BbIJAUM MATEHTA B 3aBUCUMOCTU OT TOTO,
KaKOW M3 3TUX CPOKOB MCTEKAET MO3IHEE, €CIM C JaThl II0JJa4M 3asBKM Ha BbIJayy MATEHTa J10
JTHS TIOJTyYEeHUSI IEPBOT0 pa3pelleHtsl Ha IPUMEHEHNE IPOoIuIo 0oJiee MATH JIET;

2) OJIHOBPEMEHHO C XOJaTaiiCTBOM, TMpPEIyCMOTPEHHbIM TyHKTOM 1| crathu 1400
I'paxxnanckoro kozekca Poccuiickoit denepannu (Cobpanue 3akoHonarenbcTBa Poccuiickoit
Oenepanun, 2006, N 52, ¢1.5496; 2007, N 49, c1.6079; 2008, N 27, c1.3122; N 45, c1.5147,;
2010, N 8, c1.777; N 9, ¢1.899; N 41, c1.5188; 2011, N 50, c1.7364; 2013, N 27, c1.3477, 3479,
N 30, c¢1.4055; 2014, N 11, ¢1.1100; 2015, N 1, ¢1.83; N 27, ¢1.3996; N 29, c1.4342) (nanee -
Kopnekc), 0 BoccTaHOBIIEHUH JAEUCTBHSI MATE€HTA, JEHCTBUE KOTOPOro OBLIO MPEKPAILEHO B CBSI3U
C TeM, YTO NATEHTHas MOIUIMHA 3a MOJJepXKaHHe MaTeHTa B CHJIe HE ObUla yIjadyeHa B
YCTAHOBJICHHBIN 3aKkoHOAaTesnbcTBOM Poccuiickoit dexepannu cpok (manee - XoJaTaicTBO),
IIPEACTABICHHBIM B yCTaHOBJICHHbIM NyHKTOM 1 crtatem 1400 Koxekca cpok wim B IepuoOX
pPacCMOTpPEHMS XO4aTaluCTBa.

4.Tlo 3asBICHHUIO OCYIIECTBISETCS TMPOBEpKA CpPOKa €ro MPEACTaBICHUS U YIUIATHI
MOUUTUHBI, KOTOpasi BKJIKOYAET MPOBEPKY:

1) dbakra mpezcTaBiieHHs 3asBICHHS B CPOKH, YKa3aHHbIC B myHKTe 3 [lopsika,

2) akra yruiaThl MOUUIMH B pa3Mepe U TOpPSIKEe, YCTaHOBJICHHBIX [looXKeHHeM o
NATEHTHBIX M MHBIX MOIUIMHAX 34 COBEPIICHNE IOPUINYECKH 3HAUMMBbIX AEHCTBUMN, CBSI3aHHBIX C
NaTEHTOM Ha M300peTeHue, MOJIE3HYI0 MOJENb, IPOMBIIIICHHBIH 00pa3el, ¢ rocy1apCcTBEHHON
perucrpanmell ToBapHOIO 3HAaKa M 3HaKa OOCIYy)KWBaHUS, C TOCYIapCTBEHHOW perucTparei u
IIPEIOCTABICHUEM UCKIIOYUTEIBLHOIO IPaBa Ha HAMMEHOBAHUE MECTA IPOUCXOKICHHS TOBapa, a
TaK)K€ C TOCYapCTBEHHON perucTpanueil nepexona UCKIYUTEIbHBIX MIPaB K IPYrUM JULaM U
JIOTOBOPOB O PacCHOPSDKECHUM 3THMH IIpaBaMH, YTBEPKIEHHBIM IocTaHoBIeHUeM [IpaBurenscTBa
Poccuiickoit ®@eneparuu ot 10 nmexabps 2008 roma N 941 (CoOpaHue 3aKOHOAATENHCTBA



Poccuiickoit ®enepauun, 2008, N 51, c¢r.6170; 2011, N 39, c1.5487; 2013, N 47, c1.6106)
(manee - [TomoxxeHHE O MOMITUHAX ).

5. Ecniu B pe3ynbpTaTe NpoBEpKH YIUIAThl MOILIMHBI yIJIaTa MOUUIMHBI B pa3Mepe H
NopsiIKe, yCTaHOBJICHHBIX [lojokeHHeM O TOLLIMHAX, MOATBEPXKIAEHA, IO 3asBICHUIO
OCYIIIECTBIISIETCS MPOBEPKa, MpeaycMoTpeHHast myHkToM 7 [lopsizka.

6. Eciu 3asiBieHne He MpeCTaBlIeHO B CPOKH, yka3zaHHbIe B myHKTE 3 [lopsanka, u (1iun) He
yIladeHa TMOIUIMHA B pa3Mepe M MOPSJKE, YCTaHOBJICHHBIX I[lojokeHHeM O TONUIMHAX,
3agBUTENI0 OTKa3bIBACTCA B MPOJUIGHUHM CpOKA JCHCTBHUS HCKIIOYUTENBHOTO IIpaBa Ha
M300peTEeHNE U yIOCTOBEPSIOLIETO 3TO IIPAaBO NaTEHTA.

7. Ecin 3asBiieHUE TPEACTaBIEHO B CPOKM, yKa3zaHHble B myHkTe 3 Ilopsnaka, u 1o
3asBJICHUIO yIUIau€Ha IOILIMHA B pa3Mepe U TMOpsAJKe, yCTaHOBIECHHbIX IlomoxxeHuem o
NOLUIMHAX, OCYIIECTBISETCS MPOBEPKAa COOJIIOJIEHUS CIENYIOIIMUX YCIOBUM IPOJUIEHUS CpOKa
JIEHCTBUS ATEHTA:

1) cpok [eicTBHUS MaTeHTa MOXET OBITh MPOJJIEH B COOTBETCTBHU C IYHKTOM 2 CTaThH
1363 Kopekca;

2) B TocymapctBenHoM peectpe wu3o0perenuit Poccuiickoit ®denepanuu (manee -
[ocynapcTBeHHBI peecTp) COIepXkKarcsi CBEACHUS O TOCYJapCTBEHHOH pEruCTpaluu
n300peTeHus], B OTHOILICHHH KOTOPOTO MPEICTABIICHO 3asBICHHE;

3) CBCICHHUA O HaTCHTOO6J'IaI[aT€J'Ie, YKa3aHHBIC B 3asABJICHUU, COOTBCTCTBYIOT CBCACHUAM,
COZACpKalIuMCA B FOCy)IapCTBeHHOM peecTpe, OTHOCAIIHUMCA K I/I306peTeHI/IIO, B OTHOIICHUHU
KOTOPOro NpeACTaBJICHO 3asABJICHUC,

4) nu1o, TpPEACTaBHBIICE 3asBIICHHE, 00JaJacT IMOJHOMOYHMSIMUA Ha BEICHUE JIel C
PocmaTenTom;

5) mpaBoBasi OXpaHa M300peTeHHs, B OTHOIIEHHHA KOTOPOTO MPEACTABICHO 3asBICHHE, HE
MpeKpalleHa WIA HE NpU3HaHA HEACHCTBUTEIBHOM B YCTAHOBJIEHHOM 3aKOHOAATEIbCTBOM
Poccuiickoit denepanuu nopsake;

6) coOmonen ycraHoBneHHbIH TyHKTOM 1 ctateum 1400 Kozgekca cpok mpeacTaBieHHs
XOJJaTaliCTBa, €CIIM 3asBJICHUE MPEACTABISIETCS OJHOBPEMEHHO C XOAATAaHCTBOM WM B MEPHOA
paccMOTPEHMSI X0/1aTaliCTBa;

7) opmyna wm300peTeHMsi, coaepKamas COBOKYITHOCTh IPU3HAKOB 3alaTeHTOBAHHOTO
n3o0peTeHus (nanee - hopmysa H300peTeHUs ), XapaKTepru3yeT MPOIYKT, KOTOPBI OTHOCUTCS K
JIEKapCTBEHHOMY CpEACTBY, NECTULMIY WM arpoXUMHKaTy M Ha MPUMEHEHUE KOTOPOro
MIOJIy4eHO B  YCTAaHOBJIIEHHOM 3aKOHOJATenbCcTBOM Poccuiickoii @epepanuu  nopsiake
paspelieHue (Janee - pa3perieHue).

8.Ilpu mpoBepke CcOOMIOIEHUS YCIOBUS TMPOJUICHUS CpOKa JIeHCTBUS TATEHTa,
MPEyCMOTPEHHOT0 MOANYHKTOM 7 myHkTa 7 Ilopsiaka:

1) ycranaBiamBaeTcsi, xapakTepusyer Ju (opMmyia H300pETCHHS MPOAYKT, KOTOPBIi
OTHOCUTCS K JIEKaPCTBEHHOMY CpPEICTBY, HECTULMAY WM arpOXUMHUKATy W Ha IMPUMEHEHHUE
KOTOPOTO MOJIYYEHO pa3pelieHue.



dopmyna n300peTeHHs XapaKTepu3yeT MPOIYKT, KOTOPBI OTHOCUTCS K JICKAPCTBEHHOMY
CPEACTBY, MECTULMIY WIM arpOXUMHKATy U Ha IPUMEHEHHE KOTOPOIo IOIY4YE€HO pa3pelleHHuE,
eclu:

- B (hopmysie M300pETEHUsI MPOIYKT OXapaKTEPH30BaH B BHJIE COCIMHEHMS WM TPYIIIBI
COCIMHEHUH, OIHUCHIBAEMBIX OOIIeH CTPYKTYpHOU (opMynoil, U U3 OMHCAHUS H300PETECHUs
ClIelyeT BO3MOXHOCTb €ro (€€) HCIOJIb30BaHUSI B KAUeCTBE AaKTUBHOIO WHIPEIUEHTA
JIEKapCTBEHHOI'O CPEJICTBA, MECTHUIIN/Ia UM arpOXUMHUKATA, IPU 3TOM COBOKYITHOCTbH IPU3HAKOB,
onpeneNnomux 00beM MPaBOBOM OXpaHbl MPOIYKTA, XAPAKTEPU3YIOMIMX COEAWHEHHE WIH
IpyNIy COENWHEHUH, OMUCHIBAEMBIX OOIIEH CTPYKTYpHOH (HOpMYIOH, MACHTUYHA AKTUBHOMY
MHIPEAUEHTY JIEKAPCTBEHHOIO CpEACTBa, IECTULUAA WM arpoOXMMHUKAaTa, yKa3aHHOIO B
MOJIyYEHHOM pa3pellieHny Ha IPUMEHEHUE 3TOr0 MPOIYKTa, a OMMCAHNE U300PETEHUS COJIEPKUT
MH(pOpMALIMI0O O TOM, YTO COEIMHEHUE WIM TPYINNa COECIUHEHUH, ONUCBIBAEMBIX O0OIIE
CTPYKTYypHOU dopMynoii, oOnamaeT Takoil aKTUBHOCTBbIO, KOTOpas MO3BOJIIET ero (ee)
UCIIOJIb30BaTh B YKa3aHHOM B pPa3pellieHUuU JIEKApCTBEHHOM CpEACTBE, MECTULUAC WU
arpoXMMHUKaTe;

-B  (opmyne wu3o0pereHMs MPOAYKT OXapaKTepPU30BaH B BUJE KOMIIO3MILIUHU
JIEKAPCTBEHHOI'O0 CPEACTBA, IIECTHLMAA WM arpoXMMHKaTa OIPEACIICHHOIO Ha3HAYEHHs,
COBOKYIHOCTb  IPU3HAKOB,  ONpeleNAomuX 00beM  IpaBOBOM  OXpaHbl  MPOAYKTA,
XapaKTepU3YIOIIMX KOMIIO3MIMIO, YKa3aHHYyl0 B Qopmysne H300peTeHHs, UACHTUYHA
XapaKTEpUCTUKE KOMIIO3ULMU JIEKaPCTBEHHOIO CPEICTBA, IECTULMAA WM arpoOXMMHUKara,
yKa3aHHOW B pa3pelIeHnH (Ha3HAueHUEeM, COCTaBOM, (POpMOiA, eciii oHa mpHBEeHA B opMyIie
U300peTeHNs UIIH CIIEeyeT U3 COCTaBa KOMIIO3ULIUH);

2) YCTAaHaBJIMBACTCA, OTHOCUTCA JIN IMOJTYYCHHOC pa3pCHICHUC K IICPBOMY PA3PCIICHUIO, U
ONpeaAcIACTCA ACHD IMOJIYYCHHA IIEPBOr0 pa3spClICHUA:

- JUIsl JIEKQpCTBEHHBIX CPEJICTB - B COOTBETCTBUHU C MosiokeHusiMu denepanbHOro 3akoHa
or 12 ampenst 2010 roga N 61-®@3 "O6 oOpamenuun sekapcTBeHHBIX cpeactB" (CobpaHue
3akoHoarenbeTBa Poccuiickoit @eaepannu, 2010, N 16, c1.1815; N 31, c1.4161; N 42, ¢1.5293;
N 49, ¢1.6409; 2011, N 50, c1.7351; 2012, N 26, c1.3446; N 53, c¢1.7587; 2013, N 27, c1.3477; N
48, c1.6165; 2014, N 11, c1.1098; N 43, c1.5797; N 52, c1.7540; 2015, N 10, cr.1404; N 27,
c1.3951; N 29, c1.4359, 4367) mnepBbIM paspelieHHeM Ha NpPUMEHEHUEe H300peTeHHUs,
OTHOCSIIIETOCSI K JIEKAPCTBEHHOMY CpPEJCTBY, SIBISIETCSl PETUCTPALIMOHHOE YAOCTOBEPEHHE
JIEKapCTBEHHOTO TIperapara, BbIIaBAEMOE CO CPOKOM JEHCTBUS MATH JIET, a JHEM IOJyYeHHS
MIEPBOr0 paspelleHus SBISETCA JlaTa PETUCTpalliy JIEKapCTBEHHOI'O CPEACTBA, YKa3aHHAs B
PETUCTPAIIMOHHOM YAOCTOBEPEHUH JIEKaPCTBEHHOIO IIpenapara;

- JUTSl TIECTUIM/IOB WJIM arpOXUMHKATOB - B COOTBETCTBUU C MONIOKeHUsIMU DenepanbHOro
3akoHa oT 19 wmronms 1997 roma N 109-®3 "O Oe3omacHOM OOpameHUH C MECTUIUAAMH WU
arpoxumukaramu" (Cobpanue 3akoHoaarenscTBa Poccuiickoit @enepanuu, 1997, N 29, ¢1.3510;
2003, N 2, ct1.153, 167; 2004, N 27, c1.2711; 2006, N 43, c1.4412; 2008, N 26, ¢1.3022; 2009, N
1, ct.17, 21; 2010, N 41, c1.5189; 2011, N 30, c1.4590, 4596; 2015, N 15, c1.4359) nepBbim
paspelreHueM Ha MPUMEHEHHE H300PETeHHS, OTHOCSIIETOCS K TECTHIHIY WM arpOXHMHKATY,
SBIISIETCS. CBHUJIETEIHCTBO O TOCYJAPCTBEHHOH pPETrMCTpallMd TECTHIHA WM arpoOXHMHKATa,
BBIJIABAEMOT'0 Ha CPOK JIBa TOjJa WM JECATh JIET, a JHEM IOJydYeHHUs IEPBOTO pa3perieHus
SIBIISIETCSL J]JaTa PETUCTPALIMU CBHUJICTEIHCTBA O TOCYJAPCTBEHHON PETUCTPALMU MECTULIUMIA WIH
arpoXMMHUKarTa.

9. B cnyuae ecnu yciaoBHs IPOJJIEHUSI CpOKa ACWCTBUS MAaTE€HTa, yKa3aHHbIE B MyHKTE 7
[Topsinka, He cOOMIONEHBI, 3asABUTEIIO HAIMPABISETCS 3alMpoC C YKa3aHUEM OCHOBAHHMA, IO



KOTOPBIM CPOK I[GﬁCTBHSI IaTeHTa HEe MOXKET OBITh OpOMAJICH, U NPCHAIOKCHHUEM B TCUCHUC TPECX
MCCALCB CO JHA HaIllpaBJICHUA YKa3aHHOI'O 3aIlpoca IMpEACTAaBUTh JOIIOJIHUTEIIBHBIC MaTCPpUaJIbl.

3asBUTENIb MOKET MPEICTaBUTh XOJATAaWCTBO O TMPOAJIECHUH CpOKa MpEeACTaBICHUS
JIOTIOJIHUTEIbHBIX MAaTEPUAIOB C YKa3aHHEM CpPOKa, Ha KOTOPBIA MCIIPAIIMBACTCS MPOJJICHUE, B
TE€YEHHE TPEX MECALIEB CO JHS HaIlpaBJICHUS yKa3aHHOTO B ab3alle MepBOM HACTOAIIETO ITyHKTa
3anpoca. Cpok, YCTAaHOBJICHHBIM Jis MPEACTaBICHUS JIOMOJHUTEIBHBIX MaTepUaIoB, MOXET
ObITh IpoAJieH PocriarenToM He 6osiee YeM Ha JecsTh MECAIIEB.

B cilydyac CCJIIM 3adBUTCIEM HE IMPEACTABICHBI 3allpallMBACMbIC OOINOJIHUTCIIBHBIC
MaTcpHraJibl NN X0JIaTaliCTBO O MNPOMJICHUHN CPOKa HMX MPCACTABIICHUA B TCUHCHHUEC TPCX MCCALICB
CO IHA HaIlpaBJICHUA YKa3aHHOTI'O B a63aue IIEPBOM HACTOAIICTO ITYHKTA 3aIl1ipoca, CpoK HeﬁCTBHH
MaTceHTa HEC IMPOoaAJICBACTCH.

10. B ciryuae ecnm yciaoBHS HPOJJICHUS CPOKa JNEHCTBUS MAaTEHTA, YKa3aHHbBIC B IIYHKTE 7
[Topsinka, coOnoieHbl, CPOK ACUCTBUS MATEHTa MPOJUICBAECTCS Ha BpeMs, MPOIUIEAIIEe C JaThl
IIO1a4M 3asBKM Ha BbIJAdy MATEHTA 1O AHS IOJIY4YEHUs IEPBOr0O pa3pelieHUs Ha IIPUMEHEHUE
MPOJYKTa, 32 BEIYETOM IISITH JIET, HO HE OoJiee YeM Ha MATH JIeT.

11. B cnyuae ecid CpoK JEHCTBUS TMATEHTAa MPOJJIEBACTCSA, 3asBUTENIO BbIAACTCA
(HampaBisieTcs 1o ajpecy AJis MEPEenucKy, yKa3aHHOMY B 3asBJICHUH) IOIIOJHUTENbHBIN MAaTEHT,

COJIeprKalIHi CIeAYIONINE CBEICHUS:

- HAaMMEHOBaHWe WM (aMuiIus, uMsA, OT4ecTBO (TOCIAeaAHEe - TMPU  HAJIHYHH)
MaTEHTOO0JI1a1aTes;

- PETUCTPALIMOHHBIN HOMEP JONOJHUTEIBHOTO IaTEHTA;

- PETUCTPALIMOHHBIA HOMED TATEHTA,

- HOMEp U JaTa PErucTpanyy epBoro pa3penieHuss Ha IPUMEHEHNE IPOIYKTa;
- JlaTa [I0/1a4u 3asiBJICHUS;

- CpOK I[@ﬁCTBPISI HUCKIIIOYUTECIILHOI'O IIpaBa Ha I/1306peT€HI/Ie M0 AOIOJHHUTCIbHOMY
MaTCHTY,

- 1aTa BHECCHUs 3allMCH O TPOJJICHUM CpPOKa JIeHCTBHs mNaTeHTa B [ OCyJIapCTBEHHBIH
peectp;

- popmyna uzo0pereHus, cojaep)kalas COBOKYIHOCTh IPU3HAKOB 3alaTE€HTOBAHHOTO
MU300peTeHNs, XapaKTePU3YIOIINX MPOIYKT, HA IPUMEHEHHE KOTOPOTro MOIyYeHO pa3pelieHue.

12. Cpok neiicTBHS JONOTHUTEIBHOTO MMaTEHTa UCUUCIISETCS CO JTHS, CIEeIYIOIIEro 3a JHEM
OKOHYAaHMUS CpOKa JIEHWCTBMS IAaTE€HTAa, YCTaHOBJIEHHOro B myHkTe | cratem 1363 Konekca, ¢
y4eToM MosoxeHui nynkra 2 crtarbu 1363 Konekca.

13. I[HSI noAACPIKaHUs NOIMOJIHUTCIIBHOTO IMAaTCHTA B CHJIC YIUIAYHMBAIOTCA ITaTCHTHBIC
IMOLIJIMHBI B pasMEpe U NOPAAKE, YCTAHOBJIICHHBIX IlonosxeHneM O MONIJIMHAX.

B ciayyae ecnu nmaTeHTHbIE TONUIMHBL 33 NOAACPKAHUE AOMOJHUTENBHOIO MTATEHTA B CUJIC
HE YIUIa4eHbl B pasMepe M IOpsAKe, YCTaHOBIECHHBIX [losokeHuem O mouuimHax, AEHCTBUE



JOMOJIHUTCIIBHOI'O IMAaTCHTA JOCPOYHO MPCKpamacTCa C€ HOaTbl HUCTCUCHUA YCTAHOBJICHHOI'O
ITonoxxeHreM O MONUIMHAX CpoKa IJis1 €€ YIIJIaThI.



