Hopmartok 2

Jo IlopsanKy rpoBefieHHs eKCIIepTU3U

peecTpaLiiHuX MaTepiasiB Ha JiKapChKi

3aco0w, 1110 OJA0TLCS Ha JlepKaBHY

peecTpallito (TepepeecTpaiiito), a TAaKOX

eKCIIepTH3U MaTepiasliB [P0 BHECEHHS 3MiH
3ASIBA Jl0 peecTpaljifHuX MaTepia/liB MPOTATOM

PO iep)KaBHY PeecTpariiio Jlii peecTpaLiiitHOTO MOCBiAUeHHs
(nmepepeecTpariir) JiKapcbKoro 3acody

[ara HaaXoyKeHHd 3asBU
n

" 20 POKY

1. Ha3Ba j1ikapcbKoro 3acofy

2. JlikapcbKa (opma, cuna(u) aii (703yBaHH:A)

3. YnakoBka:
repBUHHA
BTOPUHHA

4. 3anBHUK (B/IaCHHK peeCcTpaniiiHOro NMoCBigueHHs) (115 BITUM3HSHUX 3asiBHUKIB - YKPaTHCHKOO, [I/IsT
3apy0i’KHUX - YKPAiHCHKOIO Ta aHT/TiICbKOI0 MOBaMH).
HaiimeHyBaHHS FOpUUUHOI 0cOOM abo mpi3Builie, iM’s, 110 6aTEKOBI (hi3UHOT 0COOU - T ATTPUEMIIS

Miclie3Haxo/pKeHHsT FOpUAUYHOI 0cobu abo Miciie poXKMBaHHS (Gi3UUHOT 0COOH - TiATPUEMIIS

Tenedon/dakc
e-mail
KepiBHuK

4.1. TIpeacTaBHUK 3asiBHUKA (YIIOBHOBa)KeHa 0c00a, 1110 BUCTYIIAE Bij] iMeHi 3assBHUKA) (YKPaiHCHKOIO
MOBOIO):

[pi3Bwiie, iM's1, O 6aTHKOBi YIIOBHOBa)KeHOI 0COOU TIpeiICTaBHUKA 3asiBHUKA

HaliMeHyBaHHS FOpUAUYHOI 0cOOM abo mpi3BwuiLe, iM’s1, M0 6aThKOBI (hiznuHOi 0COOU - TiTIPUEMLST

Miclie3HaxopKeHHsT FOpUANYHOI 0cobu abo Mictie TpoXkuBaHHS (i3UYHOT 0COOH - TTATTPUEMIIS
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Tenedon/dakc
e-mail

4.2. YnioBHOBa)XkeHa KBasTi(hikoBaHa 0co0a 3asiBHHKA /1A 3/jiiCHeHHs (hapMaKoHar/asaAy B YKpaiHi
(YKpalHCBKOIO MOBOIO):
[Tpi3Buie, iM's, TT0 6aTHKOBI KBasTihikoBaHOI 0C0OM 3asiBHHMKA, BiMOBijabHOI 3a (hapMaKOHar s

HalimeHyBaHHS FOpUIUYHOI 0cOOM abo mpi3Bwile, iM’s1, Mo 6aThKOBI (hiznyHOi 0COOU - TiIpUEMLsS
(3asiBHUKA)

MicriesHaXxopKeHHsT IOpUANUHOI 0cobu abo micrie MpokuBaHHS (Hi3MUHOT 0COOH - i IITPHEMIIS
(3asiBHUKA)

Llinogo6oewuii TenedoH/dakc
e-mail

5. Bupo0Huk(u) (#7158 BiTUM3HSHMX BUPOOHMKIB - YKPAiHCBKOIO, [/ 3apyODKHUX - YKPaiHCBKOIO Ta
aHTJIiCbKOK MOBaMH)

5.1. Bupo6HuK (1) JTiKapCcbKOro 3acody
HalimeHyBaHHS FOpUIUUHOI 0coOM abo mpi3Bwile, iM’s1, Mo 6aThKOBI (hiznyHOi 0COOU - TiIpUEMIIsS

Appeca Micus TIpOBaKEHHS Jis/IbHOCTI

Tenedon/dakc
e-mail
KepiBHUK

BUpOOHUIITBO JIiIKapChKOTOo 3aco0y (MOTpiOHe IMO3HAUMTH):

L]
TIOBHICTIO JAHUM BUPOOHUKOM
YaCTKOBO JJAHUM BUPOOHUKOM

TIOBHICTIO iHIIUM BUPOOHUKOM

5.2. Bupoouuk(u) airouoi(unx) peuoBUHM(H)
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[iroua peyoBrHa

HalimeHyBaHHS FOpUAUYHOI 0coOM abo mpi3Bwile, iM’s1, Mo 6aThKOBI (hiznuHOi 0COOU - TiIpUEMLIsS
(BUpOOHMKA)

Agipeca MicLs POBa/i>KeHHs Jis/IbHOCTI

Tenedon/dakc

e-mail

KepiBHuUK

6. SIKicHmMI1 i KUTBKiCHUH CK/1aj TIKapChbKOro 3aco0y (Ziroui Ta ZOTOMi>KHI peuoBHUHM)

Ykaxcimb Oitouy(i) peuosuHy(u) okpemo 8i0 OONOMIiHCHUX

KinekicTe Ha OMHULIO

. N ITocunanasa/moHorpadis
nikapcekoi gpopmMu** pad

Hasga peuoBunu™

* TloguHHa 6Kazyeamucs miAbKu OOHA HA368d 8 MAKOMYy NOPsIOKY: MidCHAPOOHA HenameHmMOBAHd HaA3ed, [lepicasHa
¢apmakoness Yxpainu, €gponelicbka hapmaxonesi, 3a2a1bHONPUlIHIMA HA38d, HAYKO8A (XimiuHa) Hazea. [[iloua peyosuHa
NOBUHHA Oymu 3asieneHd 3a peKOMeHOOBAHOK MiHCHAPOOHOK HeNAMeHMOBAHOK HA38010 i3 3a3HaueHHsM hopmu coni abo
2iopamy, siKujo HeobXioHo.

** B oOuHuysx eaeu uu b6iosnoeiuHux oOuHuysx Ha 1 oduHuywo aikapcbkoi hopmu: Opasice, mabnemku, Cyno3umopii,
amnynu, hpaakoHu; y eidcomkax uu me/ma, me/2: masi, Kpemu, po3yuHu, HenodiabHi NopowKu, 360pu.

7. @apMakoTepaneBTHU4YHaA rpymna
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8. Kog ATX abo nporosuiiii 1110/10 Hb0ro

9. 3axuIeHiCTh NaTeHTaMH Ha BHHAXijl, KOPHCHY Moje/jb a00 NMPOMHCIOBHH 3pa3oK, Aif SAKHX

PO3MOBCIO/PKYETHCA Ha YKPpaiHy (1MOoTpiOHe 3a3HaunTH): "
TaK
SIK1io Tak, To HaBeCTH iH(opMaliito:
Howmep naTeHTy Jata Bujaui Hie no BiacHMK naTeHTy

10. 3axuIeHicTh TOProBe/IbHOI MapKH B YKpaiHi (MoTpibHe 3a3Hauppa:
TakK Hi

SAKI10 Tak, TO HaBeCTU iH(pOpMaLlito:

Howmep gokymeHnTa JaTa Bujgaui Hie no BiacHMK fOKyMeHTa

11. ITponoHoBaHHU TepMiH NMPUAATHOCTI

12. IIponioHOBaHi yMOBH 30epiraHHs

13. IlponioHOBaHa KaTeropis BifAlycKy:
3a peLienTom
6e3 perjenTa
TiZIbKM B yMOBax CTallioHapy

Jnsa nikapcbKuxX 3aco0iB, MPONMOHOBAHUX /JIsAA PelienTypPHOro BifANyCKy, 3asBHUK HaJae CBOI
MPOTIO3uLii I0/I0 KaTeropii BiAMycKy JiKapchKoro 3aco0y, O/IHaK TpaBO BH3HAUaTH KaTeropito
BiAnycky 3amuviuaetecsl 3a MO3 YkpalHu 3 ypaxyBaHHSAM BHUMOI Haka3y MiHicTepcTBa 0XOpOHU
3po0poB’ss YKpainu Bif 17 TpaBHs 2001 poky Ne 185 «IIpo 3aTBepykeHHs KpUTEpilB BHU3HAUEHHS
KaTeropiii BifmycKy siKapcbKux 3aco0iB», 3apeectpoBaHoro y MiHicTepcTBi roctuiii Ykpainu 31
TpaBHA 2001 poky 3a Ne 464/5655.
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3asiBHUK € BiJINIOBi/Ja/IbLHUM 3a fIKiCTb, 0Oe3reKky Ta e(heKTHBHICTb JIIKAapCbKOTO 3aco0y B TOPSKY,
BHM3HAUEHOMY UMHHHUM 3aKOHO/|JaBCTBOM, TapaHTy€ [OCTOBIDHICTb iH(oOpMalii, 110 MiCTUTbCS B
Marepiasax peeCcTpaliiHOrO [JOChE, a TaKOX MiJTBEPPKYE, 1[0 B MaTepiajax pPeeCcTpaLliiHOrO J0ChE
HasiBHI ZlaHi 11[0/I0 IKOCTi, Oe3reKy Ta e)eKTUBHOCTI JIIKapChbKOTO 3aco0y.

Yci fgaHi ozlep)KaHO 3afBHMKOM B YCTaHOBJIEHOMY IMOPSILKY i MpaBa TPeTbOl CTOPOHM, 3axXWILeHi
naTeHTOM abo repe/jaHi 3a JiiljeH3i€r0, He MOPYIIYIOTHCS Y 3B'SA3KY 3 peecTpaLji€to JIikapcbKoro 3aco0y.

JOKYMEHTH, IO JOJAKTBHCS (no3HauTe HeobOXigHe):

1. JopyueHHs /151 BeJleHHsI IIeperoBOpiB/MiANMCaHHs JOKYMEHTIB BiJ| iMeHi 3asBHHMKa (B/1IaCHUKA
peeCTpaLiitHoro MoCBiAueHHs).

2. Komis nitjeH3ii Ha BUpOOHULITBO (SIKIL[O 3TiZIHO i3 3aKOHO/JaBCTBOM KpaiHW BUPOOHMKa JIilleH3is Ha
BUPOOHUIITBO iCHY€E JvIlle B eleKTpoHHOMY Bursafi (Hanpuknag, CIIIA), mae Oytu HazaHa
PO3JpPYKiBKa i3 TIOCW/IaHHSIM Ha BiJNoBigHWN OQILiiHUM CallT, 3acBifueHa IIiJMHMCOM/TIeYaTKO
3asiBHUKA (77151 pi3ruHOi 0CcOOM - 3a HasBHOCTI ), ab0 iHIIIOTO 03BITBHOTO IOKyMeHTa Ha BUPOOHHUI[TBO
3asiB/ieHol stikapchKoi ¢dopmu y KpaiHi BupobHuka. Komisi moBuHHa OyTH 3acBifueHa IeyaTKorO
3asiBHUKA (1715 (hi3nuHOI 0cOOM - 3a HAsTBHOCTI )/TIpe/ICTaBHUKA 3assBHUKA B YKpaAiHi.

3. Komii maTeHTiB Ha BHWHAaXif, KOpUCHY Mojiefib ab0 TIPOMMCIOBUN 3pa30K, is SKUX
PO3IOBCIO/KYETHCS HA YKpalHy.

4. Komil OKYMEeHTIB 11100 3aXUCTy TOProBe/IbHOI MapKu B YKpaiHi.

5. Komiss peecrparjifiHoro mocBigueHHsi abo iHmIOro [Jo3BisikHOro mokymeHta (Marketing
Authorization, Certificate of a Pharmaceutical Product, Free Sale Certificate ToI10), BHUZaHOTrO
YIIOBHOB&)KEHVM OpraHOM KpaiHM BJIaCHHMKA pEECTPALifHOrO TIOCBiueHHs (3asBHUKA) Ta/abo
BUPOOHKKA, abo iHIIOI KpaiHW, peryjasTOpHUN OpraH sIKOi KepyeTbCs BUCOKMMH CTaHJapTaMH [0
AKOCTI, 110 BIJINOBifAIOTL CTaHjapTaM, pekoMeHzoBaHMM BOO3, Ha pUHKY $KOI pPO3MIilleHO
nmiKapchKWl 3aci0, i3 3a3HaueHHsIM Ha3BU JOKYMeHTa Ta Ha3BU KOMIIETEHTHOT'O OpraHy, L0 MOro
BW/IaB, [IaTH BU/aui i CTOPiHKH, Mi/IMHUCAaHOI YTIOBHOBa)KEHOI0 0C00010 KoMIieTeHTHOTO oprany. Korist
Mae OyTW 3acBifjueHa MeyaTKow 3assBHUKA (/s ¢isuuHoi 0cobu - 3a HAsBHOCTI)/TIpe/iCTaBHUKA
3afBHMKA B  YKpaiHi. 3a3HauuTu  Tiepesiik  KpaiH, [Je  [JaHWW  JIKapChKWM  3acib
3apeeCcTpOBaHO/TIepepeeCcTPOBaHo.

6. Komii peectpariitiHoro(ux) rnocBijueHHsi(Hb) Ta BKJIaZKX 40 HUX (y pa3i nmepepeecTpatiii).

7. 3acBijueHa KOTIisl JIOKyMeHTa, 1[0 MiITBep/PKY€E BiMOBiHICTF BUPOOHUIITBA JTIKAPCHKOTO 3aCO0y
BuMmoram GMP, BuzmaHoro [epskmikcay»k0010 BiJmoBifHO 0 BUMOT Haka3y MiHicTepcTBa OXOPOHH
3n0poB’sa Ykpainu Bif 27 rpygHa 2012 poky Ne 1130 «IIpo 3arBepgkeHHs Ilopszky npoBefeHHs
MiZATBep/yKeHHs: YMOB BUPOOHHULITBA JTIKapChKUX 3aCc00iB BUMOTaM Hasie)KHOI BUPOOHHUOT TIPAaKTHUKK»,
3apeectpoBaHoro y MinicrepceTBi roctunii Ykpainu 21 ciuns 2013 poky 3a Ne 133/22665, abo
rapaHTiiHUM JIUCT 3asBHMKA L[O/I0 HAJlaHHSl TaKOro J[OKyMEHTa IMpOTArOM CTPOKY IIpOBeJEeHHS
Creliasi3oBaHO1 eKCriepTr3y. 3a HeoOXiZIHOCTI — BUCHOBKH II[O/I0 iHIIIMX iHCITEKI[iH, sIKi TIPOBOZVITUCS.
Komii [goKyMeHTiB MaroThb OyTH 3acBifiueHi IeuaTkoro 3asBHMKa (A1 (isuuHoi ocobu - 3a
HasiBHOCTI )/Ipe/iCTaBHUKA 3asiBHUKA B YKpaiHi.

[Tigmic KkepiBHMKa 3assBHUKA a00 YIIOBHOBaXKEeHOT
[arta 3arioBHeHHS: ocobu, 1110 BUCTYTIAE BiJ| iMeHi 3asBHUKA
n " 20 pOKy
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	Заява  про державну реєстрацію (перереєстрацію) лікарського засобу

