Excnopr sie4yHuX NPOAYKTIB HA pUHOK PLiinmiH

BigmoBigHo g0 indopmarii VYmpaBiaiHHS 3 TWTaHb MPOJOBOJILCTBA Ta
mikapcekux 3aco0iB  (FDA) Jlemapramenty 3mo0poB’s Pecnybmiku ®@iminmiau
CTOCOBHO peecTpallii yKpaiHChKUX IMiMPUEMCTB-BUPOOHHKIB, 3aIliKaBJICHUX B
eKCIOPTI S€YHUX TMPOJMYKTIB Ha puHOK PecryOmiku DiminmiHu, €KCIOPT SEYHUX
OPOAYKTIB Ha pUHOK DiMinmiH MOXKJIMBHUI y pa3l HASBHOTO MICIIEBOTO KOHTPAareHTy
(iMmopTepa), AKHi OTpHMMAaB JIIIEH31I0 Ha MPOBaMKeHHS aisuibHOCTI (License to
Operate LTO) Tta ceprudikar Ha peectpamiro mnpoaykry (Certificate of Product
Registration CPR) BiamoBigHo 10 BUMOr Pecny0IiKaHCHKOIO 3aKOHOJAaBUOIO aKTa
9711 abo akTa «YTpaBJiHHs 3 MUTaHb MIPOJIOBOJILCTBA Ta JIiKapChKuX 3aco0iB (FDA)
Bix 2009», 11e o3Hayae, 10 BUPOOHUKH MarTh OyTH aBTOpu3oBaHi FDA muisxom
HaJ[aHHS J03BOJIY (QUIINIIHCEKOMY IMIIOPTEPY.

IMnoprep mMae BIANOBIAATH JI1F0UOMY 3aKOHOAABCTBY Ta BuMoraM FDA, a came:

Administrative Order 2016-0003;

FDA Circular 2016-004;

FDA Circular 2016-014.

IMmopTep mae HagaTn Oyb-SKH JOKYMEHT 3 TIEpepaxoBaHOTO HIKYE:

a) paxyHOK-(akTypa;

b) iHOo3eMHa areHTChbKa yroja;

C) JINCT PU3HAYCHHS; 200

d) nucTpubyTopchka yroaa.

Kpim mporo, iMmoprep Mae HajgaTH OyAb-sSKHM JIOKYMEHT 3 IMEpPepaxoBaHOTO
HUOKYE, BUJAHUNA KOMIIETEHTHUM OpraHOM KpaiHU eKcropTepa:

a) nirounii ceptudikaT BUPOOHUKA MPO PEECTPAIliI0 CTOCOBHO BiAMOBIIHOCTI
BUMoOram rapHoi Bupoouuuoi nmpaktuku (GMP) abo #oro ekBiBaeHT;

b) niticauii BerepuHapHuil cepTudikat uu cepTudikar 370poB’s;

¢) nivicauii ceptudikar 1ISO 22000:

d) miticauii ceprudixkar HACCP; a6o

e) cepTudikaT BUIbHOI TOPTIBIIL.

Bci ceptudikaru, BUgaHi IpUBaTHUMHU OpraHi3alisiMi, MaloTh OyTH aTECTOBaH1
(miaTBepKEeH1) BUBHAHUMU O13HEC acolialisiMyi abo MPOMUCIIOBOIO MMANIATOO.

Omninka npoxaykrtiB g peecrpamii (CPR) Oyme 0asyBarhch Ha i1CHYHOYHX
perimaMenTax, a came: AnmiHicrparuBHuii Hakaz 2014-0030 (Revised Rules and
Regulation Governing of Prepacked Food Products), Iupkymsp Oropo 2006-016
(Updated List of Food Additives), AnminictpatuBauii Haka3 88-A 1984 (Regulatory
Guidelines Concerning Food Additives). HeBnos3i nepepo0OiieHi nmpoaykTa OyayTh
MiIaBaTUCh TICISPEECTPALIMHOMY HATJISAAy 3 METOK 3a0e3MeYeHHs] MOCTIMHOI
B1IITOBITHOCTI.

Hapazi FDA He mnpoBOAWTH 3aKOPAOHHHUX IHCHEKIIMHUX TEPEeBIPOK
HIJOPUEMCTB, SIKI MarOTh HaMip ekcnopTy Ha puHok DiminmiH. FDA Buznae
cepTudikaty, BUJaH1 KOMIIETEHTHUM OPraHOM KpaiHU MOXOIKEHHS.



