Hopatok 3
Jo IlopsinKy ripoBesieHHs eKCIIepTHU3U
peecTpaLiHUX MaTepiasiB Ha JIiKapChKi
3aco0u, 1110 TIOJAI0ThCS Ha JlePyKaBHY
peecTpaLio (mepepeecTpariito), a TaKOX
eKCIIepTU3U MaTepiajiiB [P0 BHeCEHHS 3MiH

3AfBA Jl0 peecTpaLiiHUX MaTepiasiB MPOTAroM Ail
peecTpaLjiiiHoro NocBiAueHHs

Tpo ZiepkaBHY peecTtpariito (mepepeectpaiiito) API abo girouoi peyoBUHU

[ata HaaXOo)KeHHs 3as1BU
n " 20— p OKy

Ha3zpa A®I abo jirouoi peuoBuHH

3agBHUK

ITpepcTaBHUK 3asiBHHKA (YIIOBHOBa)keHa 0c00a, 1110
BHCTYIAE Bifi iMeHi 3asiBHHKA)

Has3Ba moBuHHa OyTM HaBe/eHa B TaKOMYy TIOPSAKY: MDKHapo/Ha HelaTeHTOBaHa Ha3Ba*, /lepkaBHa
(dapmakories Ykpainu (gani — J®PY), €Bponeiicbka (apMakories, 3araJbHONPUMHSTa Ha3Ba, HayKOBa
(ximiuHa) Ha3Ba.

* HasBy A®I abo pgirouoi peuoBHMHM HeOOXiJHO BKa3yBaTH 3a HOro PeKOMEH/IOBAaHOK MiXHapOIHOMO
HeTlaTeHTOBAaHOI0 Ha3BOIO 3 yKa3aHHsM ii cosielt abo rigpatHoi dhopmHu, SIKIII0 HeoOXiJHO.
$1 rapaHTyt0 JOCTOBIpHICTb Ta BifnoBifato 3a iHpopmaLiito, 1110 MiCTUTBCA Y HaJJaHUX Marepianax
peeCTpaL|iiHOTO JJOChE.
3rozieH, 110 y pa3i HeHaJaHHs MaTepiajliB PeeCcTpaLliiHOrO J0ChE€ MPOTSATOM TPbOX MICSALIB Yy
po3ryIsifi i€l 3asBuU Oyie BiAMOB/IEHO.

TakoX LIUM MTiATBEPKYEThCS, 1110 BCi Tiepeg0aueHi 360pu criaueHo/6y/ie criylaueHo BiAITIOBiIHO /10
BUMOT 3aKOHO/IaBCTBa.

O JopjanTe [OpPY4YeHHs [Jis1 BeeHHs MeperoBOpiB/MiANMCAaHHS [OKYMEHTIB BiJ iMeHi 3asgBHUKa
(myHKT 3.2 OO JO/aTKa).

Big imeHi 3assBHMKaA

(nionuc)

(im'ss ma npizeuwje)

M. IL. (nocaoa)

1. OCOBJ/IMBI ITYHKTU 3AfIBA
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(0 Meguunuii imyHoOio/1oriunmii npemnapar
(ab3a1 COpOK M’SITHM Ta COPOK IIOCTUH O Inmmii TikapcbKuii 3acio

po3ziny II [Topsaky)

1.1. TexHosoriuna ¢popma (popma BUIIyCKY)
(piguHa, TOPOILIOK, TPaHyJ/IH, MeieTU TOIIIO)

1.2. YnakoBKa, YK/IIOUalOuud ONMC Marepiaay, 3 SKOrO BOHM BWUIOTOB/IEHI (BUKODHUCTOBYWTEe IepeiK
craHzapTHUX TepMiHiB [IDY abo EBpornelicbkoi hapmakorier)

JI/1s1 KOXKHOT0 BU/ly YIAKOBKH YKaXKITh:

1.2.1. Po3Mip(u) yrakoBKH.

1.2.2. IIporioHOBaHWY TepMiH NIPUJATHOCTI.

1.2.3. TIporioHOBaHU# TIepio/] IpoBeieHHs TePEKOHTPOJIIO.

1.2.4. TIporioHOBaHi yM0oBHM 36epiraHHsi.
1.3. 3asgBHUK (B/IACHHK PeeCcTPaniiifHOro MOCBiiYeHHs)/KOHTAaKTHa 0co0a

1.3.1. 3asaBHUMK (B/IaCHMK PeECTPAL|iiHOr0 MOCBifYeHHs) (AN BITUM3HAHUX 3aABHHUKIB —
YKPaiHCBKOR, /1 3apy0KHHUX — YKPaAiHCHKOI0 Ta aHIJIIHCHKOI0 MOBaMH):

HallMeHyBaHHsI I0PUIUYHOI 0cobu abo mpi3Bwille,
iM’s1, Mo 6aThKOBI (hizuuHOT 0COOM - T ATIPHUEMLIST

MiCIIe3HaXO0/PKeHHST FOpPUAMYHOI 0cobu abo Micrie
TIPO’KUBaHHS (Pi3UUHOI 0COOU - MiIPUEMLIS

KpaiHa
TenedoH/dakc

e-mail
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1.3.2. IlpeacTaBHUK 3asiBHUKA (YNOBHOBa)keHa 0C00a, 1110 BUCTYIAE Bijf iMeHi 3asiBHUKA):

TIpi3BHILe, iM's1, IO 6ATHKOBi YIIOBHOBa)KE€HOI
ocobu mpe/icTaBHUKA 3asiBHUKA

HalMeHyBaHHsI I0PUIUUHOI 0coOM abo mpi3BHIIe,
iM’s1, 10 6aTHKOBI (hi3UUHOT 0COOM - TiATIPUEMIIS

MicIie3HaX0/PKEeHHS FOPUAUUHOI 0cobu abo Miclie
TIPO>KUBaHHS (Pi3UUHOT 0COOM - MiTPUEMLIS

KpaiHa

TenedoH/dakc

e-mail

Y pasi 3aMoBHEeHHSI L[bOT0 MYHKTY [0/laliTe AOpYy4YeHHs (MyHKT 3.2 LbOro A0AaTKa)
1.4. BupoOHMKH

1.4.1. Bupo0HuK, mo BignoBigae 3a Bumyck cepii ADI abo pfirouoi peuoBuMHH (/7151 BiTUM3HSHUX
3asBHUKIB — YKPAiHCHKOIO, [/Is1 3apyOi>KHUX — YKPAiHCHKOKO Ta aHT/TIHCHKOI0 MOBaMH):

HaliMeHyBaHHSI FOPUAUYHOI 0ocobu abo mipi3BuIIe,
iM’s1, mo 6aTbKOBi (hi3UUHOT 0COOU - MiATIPUEMLIS

ajpeca MiCLsl TIPOBAa/)KeHHS [isS/TbHOCTI
KpaiHa
TenedoH/dakc

e-mail

1.4.2. BupoOHuK(M) Ta BUPOOHMYI AUIBHMIN ([J/11 BiTUM3HSHUX 3asBHUKIB — YKpalHCBKOIO, ISt
3apybiKHMX — YKpPaiHCHKOIO Ta aHT/TiICHKOI0 MOBaMH).

IMoBuHHI OyTH 3a3HaueHi BCi AiMBHUII BUPOOHUIITBA, 3a/lisiHi Y BUPOOHUUYOMY TIpOI[eci KOXKHOTO pKepera
A®I abo girouoi peuoBWHM, BK/IFOUAIOUM [iIbHULI, HAa SKUX TMPOBOAMUTHCS KOHTPOJb SKOCTI/KOHTPOJb Yy
nporieci BUpoOHULITBA. [IJisi BUCOKOTEXHO/OTIUHMX (6i0TeXHO/OriUHMX) iKapChKUX 3acobiB MaroTh OyTu
BKJIIOUEHi ycCi JinbHUI 30epiraHHs TO/JIOBHOTO Ta po00Yoro OGaHKIB KJIITWH i [AiBHUIL[I TIPUTOTYBaHHS
po6oyoro 6aHKy KITiTHH.

Jiroua peyoBUHA
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HaliMeHyBaHHSI FOPUAUYHOI 0coOu abo Tipi3BuIIe,

iM’s1, Mo 6aThKOBi (i3nuHOi 0COOH - TATPHEMIIT
(BupoOHMKA)

aZpeca MiCLis TIpOBaJyKeHHs Jis/IbHOCTI
KpaiHa
TenedoH/dakc

e-mail

KopoTkwuii onuc eTariiB BUpOOHUI[TBA, BUKOHYBAaHUX Ha BUPOOHUUIH iTbHMULL

HopaiiTe TEXHOMOTiIUHY cXeMy BUPOOHHUIITBA (TTYHKT 3.4 IbOTO /[0/]aTKa).

® Yy eudano cepmucpikam eidnoeidnocmi €eponeiicbkiii papmakonei 915 ditouoi pevoeunu (dani —

AP)?
Hi Tak
Akio Tak:

Jiirouya peyoBUHA

HaliMeHYBaHHSI FOPUAUYHOI 0coOu abo Tpi3BwHIIE,
iM’s1, 0 6aThKOBi (i3nuHOi 0COOH - TANPHEMIIT
(BUpoOHMKA)

HoMep cepTudikaTa

AdTa OCTAHHLOI'O Ieperjiany

[oparite Kormito cepTUdikara BioBifHOCTI (IMyHKT 3.5 LIbOT0 0/aTKa).

® Yu e mamepianu peecmpauiiinozo docbe (macmep-gaiin) na JIP opuzinanbHumu?

Hi Tak

Akio Tak:



Jiiroua pe4yoBUHA

HalMeHYBaHHSI FOPUIUYHOI 0coOu abo Tpi3BHILE,
iM’s1, 0 GaThKOBi (hi3nuHOi 0COOH - TATPHUEMIIT
(BpoOHMKA)

inenTudikariiinnii Homep abo peecTparLiiiHUI
HOMep 00/TiIKOBOi KapTKH TIJIaTHUKA TOZATKIB, abo
cepist Ta HOMep TacriopTa (A1 hi3uuHUxX 0cib, sKi
yepe3 CBOI peJiiriliHi rmepeKoHaHHS BiZIMOB/ISIFOTHCS
Bi/l IPUIHATTS peecTparjiiHoro Homepa 006/1iKoBO1
KapTKU TJIaTHUKa MOJATKIB Ta MOBIJOMUIIH TIPO Lie
Bi/IMOBiIHAM  OpraH [iep>KaBHOI  MOJATKOBOI
CJTy>KOM i MarOTh BiJ]MIiTKY y 1acriopri)

JlaTa To/laHHsI Ha PO3TJIsi]]

AaTa OCTAaHHLOI'O Ieperiany

Ona A®I abo fiouuMxX pEUYOBHMH TBAPWHHOTO TIOXO/PKEHHS, SKINO € cepTUdiKaT BiAmoBigHOCTI
€Bporeiicbkit (apmakorei 100 TyOuaroi eHiedanomnatii (gani — I'E) abo [gokymeHT, BUAAHUI
YIIOBHOB&XEHUMM OpraHaM{ BeTepHHApHOI0 Harysaly KpaiHu MOXO/JpKeHHsT CUPOBUHM LOJO0 peecTpauii B
KpaiHi (3a pe3y/jbTaTaMM KIiHIYHOTO Ta jabopaTopHOro KoHTposito) BumazkiB I'E, BiH moBuHeH OyTu

[IOAHUM Y TIyHKTI 3.6 LbOro Jo/aTka.

1.5. Yu micTuth abo ckiagaerbesa ADPI abo pgiroua peyoBHHA 3 reHeTHYHO MOAH(IKOBaHNX OpraHi3MiB

(TMO)?

Hi Tak

[IpomoByKeHHd fojaTka 3

sIkiio Tak, To uu BiAnosizae API abo Airoua peuoBUHA BCTAHOB/IEHUM BUMOTaM?

3po0iTh HeoOXiiHe MOCU/TAHHSA

Hi Tak

[HopaliTe KOmil0 MHCHBMOBOTO [03BOJy, BHAQHOTO YIIOBHOBa)KEHWM OpraHOM KpaiHM BHPOOHMKA, Ha
HaBMHCHe BHBiUIbHeHHS I'MO y HaBKOJIMIIIHE cepe/lOBMILe NPU BUKOPWUCTaHHI 3 JOC/iIHULIBKOIO MeTOH)

(myHKT 3.7 1jbOTO [JO/IaTKA).

2. IHIII BITOMOCTI

2.1. Yu zaxumenuidi A®@I abo jgiroua pedyoBHHA NaTeHTAaMH HAa BHHAaXxiJ, KOPHCHY MOJe/lb ado
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NMPOMMC/IOBHH 3Pa30kK, Jiisl AKUX PO3MOBCIO)KY€EThCA HAa YKpaiHy?
Hi Tak

SIKI1[0 TaK, TO HaBe/liTh Taky iHpOpMaLlito:

Homep naTeHTy Jata Bugaui Hie no BiiacHMK maTeHTy

Hopaiite Korii maTeHTIB 3rifjHO 3 MyHKTOM 3.8 11bOr0 A0/aTKa.

Insa pep>xkaBHOi peectpatlii ADI abo [itounx peyoBuH, 1110 6a3yr0ThCs 00 MarOTh BiIHOIIIEHHS [0 00'EKTIB
IHTeJIeKTya/lbHOI BJIACHOCTI, Ha $fKI BIJINOBIZHO [0 3aKOHIB YKpaiHU BHJAHO IIaTeHT, 3asBHUK I10/a€
3aCBiJJueHy Bi/ITIOBiJHO KOTMit0 MaTeHTy abo jilleH3ii, IKOI 03BOJISIETbCS BUPOOHUIITBO Ta rpoaak ADI abo
JiKapchKoro 3acofy, a TakoXK JOKYMEHT, 1110 MiTBep/)Ky€ YUNHHICTb TIaTeHTy B YKpaiHi. 3assBHUKH M10Jjal0Th
JIVCT, B IKOMY BKa3Y€EThCS, 110 TIpaBa TPeThOi CTOPOHM, 3aXHIleHi maTeHToM abo Tiepe/jaHi 3a JiilleH3i€r0, He
MOPYIIYIOTHCS ¥ 3B's13KY 3 peectparieto ADI abo ziroyoi peuoBUHH.

2.2. Yu 3axuiljeHa TOProBe/ibHA MapKa B YKpaiHi?
Hi Tak

Sk Tak, TO HaBeZiTh TaKky iHhopMallito:

Howmep gokymeHTa Jata Bugaui Hie no BriacHuK Jo0KyMeHTa

HopatiTe Kortii JOKYMeHTIB, 1110 Tiepe0aueHi B TTyHKTi 3.9 1[bOT0 foAaTKa.

3. IOKYMEHTMH, 1110 JOAJAKTBCHI (rmo3HauTe HeobOXimHe)
3.1. ITigTBepA)KeHHs OT/IaTH (3a HasIBHOCTI).

3.2. [lopyueHHsl [/l Be[eHHs I[1eperOBOpIB/MIAINMCAHHA [JOKYMEHTIB BiJj iMeHi 3asBHHKa
(BMacHUWKA peecTpaLiiiHOro MOCBiIUeHHs).

3.3. Komis ninjenHsii Ha BUPOOHHUIITBO (SKIIO 3TifIHO i3 3aKOHOZABCTBOM KpaiHW BUPOOHMKA
fiTieH3iss Ha BUPOOHMLITBO iCHYE€ JiMIlle B efleKTpOHHOMY BurJsifi (Hampukiag, CIIIA), mae OyTu
HajjaHa PpO3JpPYKiBKa i3 TMOCWJaHHSAM Ha BIiAMOBiAHMM  oQiliiHWA  CcallT, 3acBijueHa
MiACcoM/TIeyaTKor0 3assBHUKA (7151 (i3nuHOi ocoOM 3a HasBHOCTI) abo0 iHIIOro MO3BiTBHOTO
JOKyMeHTa Ha BMPOOHHIITBO 3asBJIeHOI JIiKapCchbKoi (hopMu y KpaiHi BMpoOHMKa. Kormis moBuUHHA
OyTu 3acBifueHa meuaTKorO 3asiBHUKA (47151 (i3ruHOi 0c0OUM 3a HasBHOCTI)/TIpe/ICTaBHUKA 3asiBHUKA
B YKpaiHi.

3.4. TIpOeKT TEeXHOJIOTiYHOTO perjaMeHTy abo BiIOMOCTI TPO TEXHOJOTiI0 BUPOOHUIITBA
(TexHoJIOTiUHA CXeMa BHUPOOHHIITBA i3 3a3HAUEHHSM YCiX [AibHUIL BUPOOHWIITBA, 3a/lisTHUX Y
niporieci BupoOHuriTBa A®I abo fitouoi peyoBHHM (YK/IIHOUArOUM ATBHMII A1 Bigbopy 3paskiB i



7 [IpomoByKeHHd fojaTka 3

KOHTpO/TO sTKOCTi). Koriist moBrHHa OyTH 3acBifueHa meuaTKOO 3assBHUKA (171 ¢isruHOi ocobu - 3a
HasIBHOCTI)/Mpe/CTaBHYKA 3asiBHUKA B YKpaiHi.

3.5. Komis ceprudikara BignoigHocTi €Bponeichkiii hapmakornei (3a HasIBHOCTI).

3.6. Ceprudikat BiAmoBigHOCTI €BpomeicbKiii dapmakoriei 1070 rybuartoi eHiedanonarii abo
JIOKyMEHT, BU/IAHUM YTIOBHOBa)XEHUMHM OpraHaMM BeTepHWHAPHOr0 Harsifly KpaiHU MOXO/ KeHHs
CUPOBUHH, IIOZI0 peecTpaliii B KpaiHi (3a pe3y/bTaTaMH K/IiHIYHOrO Ta 1ab0paTOPHOTO0 KOHTPOJIIO)
BUTI/IKiB rybuaToi eHrjedasonarii.

3.7. Komisi mMcbMOBOTO [103BOJTY, BH/IQHOTO YTIOBHOB&)KEHMM OPraHOM KpaiHW BMPOOHMKA, Ha
HaBMHCHe BUBiUIbHEHHA ['MO y HaBKOJMIIHE CepefoBHILEe TPU BUKOPUCTAHHI 3 AOC/iJHULIBKOIO

METOI0.

3.8. Kormii maTeHTiB Ha BWHaxi/, KOPHUCHYy Mofenb ab0 TPOMHC/IOBUIN 3pa3oK, [ SKHX
PO3IOBCIOKYETHCS HA YKpaiHy.

3.9. Komil I0OKyMeHTiB 111010 3aXUCTy TOProBe/IbHOI MapKu B YKpaiHi.

3.10. Komii peecTpatjiiiHoro(ux) rnocpijueHHs(Hb) Ta BKJIaJKK 40 HUX (y pa3i nepepeecTpatiii).
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