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Kavoviotiko MNMAaicio MoCRA, MNMpodlaypa@eg FDA Kat TEAWVELOKEG
Awdikaocisg CBP

Zuvoyn

O napwv O8NyOG MOPAOETEL TIG ETILXELPNOLOKEG KOL KAVOVIOTIKEG OTIOLTACELG ELOAYWYNG, EKTEAWVIOUOU
KO S160€0NC KOAAUVTIKWYV TIPOIOVTIWY OTNV ayopd TwVv Hvwpévwy MoAlteiwyv. Me Tnv Ynelon tou
vopou Modernization of Cosmetics Regulation Act (MoCRA) tou 2022 — tnv eupUTEPN AVOHOPPWON
NG OUEPIKAVIKAG VOHOBECIOG KOAAUVTIKWY oo To 1938 — 0 Opyaviopog Tpo@ipwyv Kot QappdKwy
TwVv HIMA (U.S. FDA) oméKTnoe 8leUpUPEVEC €EOUTIEC ETIOTITEIOG, OE 0,TL OYOPA& TO CUVOALKS TIAGICLO
€L0AYWYNG KAL EUTTOPIOG KAAAUVTIKWV.

H cuppopewon anattel cuvtoviopd Peta&u tou FDA kal tng Yrinpeoiag TeAwveiwv Kat MNpootaciag
2uvopwV Twv HIMA (U.S. Customs and Border Protection - CBP). H un CUPMOP@WGON CUVETIAYETAL
QUTOMOTN 6€0EUCN POPTIWYV XwpPig Yuaolkn eE€Tacn (Detention Without Physical Examination - DWPE),
OTIOYOPEUON €L00O0U OTN XWPS, TIPOOTLUG KOL UTIOX PEWTLKH avAKANCH Tou QopTiou.

1. NopoOeTiko NMAaiclo & Katavoun ApHodlotitwy

1.1loxUouca vopobeaoia

1. Federal Food, Drug, and Cosmetic Act (FD&C Act)": O BaoLKOC OOOTIOVELAKOG VOO TIOU
SLETEL TNV ACPAAELD, TNV ETIOAUOVON KAL TN SLoKivNon TPOPIHNWY, POPUAKWYV KOl KAAAUVTIKWYV.

2. Modernization of Cosmetics Regulation Act of 2022 (MoCRA)?2: MpocBnkn oto Ke@aAaio VI
Tou FD&C Act, n omoia KOBOLOTA UTIOXPEWTIKNA TNV KOTAYPGQPN EYKATACTACEWY, TN AioTa
npoldvtwy, TI¢ KaAeg MpakTtikég Mapaokeung (cGMP), TNV TeKUNpiwon 0o@AAELOC KL TNV
YVWOTOTIOiNoN 0OROPWY AVETIOUPNTWY EVEPYELWV.

3. Fair Packaging and Labeling Act (FPLA)3: PuBpiZel TIC UTIOXPEWTIKEC EVOEIEEIC KABOPOU
TIEPLEXOMEVOU KOIL TOUTOTIOINONG TPOIOVTOG OTNV CUCKEUOGIO.

T www.govinfo.gov/content/pkg/COMPS-973/pdf/COMPS-973.pdf
2 www.fda.gov/cosmetics/cosmetics-laws-regulations/modernization-cosmetics-regulation-act-2022-mocra
¢ www.ftc.gov/legal-library/browse/rules/fair-packaging-labeling-act-regulations-under-section-4-fair-packaging-

labeling-act
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1.2 Tagwvopnon: KaAAuvtikd / OTC Oappoka [/ ZuvduaoTikd Mpoiovta

Katnyopia

KaAAuvTIK&
(Cosmetics)

OTC ddappaka
(Over-the-Counter)

ZUVOUOIOTLKA
Mpoidévta (Dual-
Status)

OPLOMOG & ZKOTIOG

MpolovTa Yo KaBAPLoWO,
evioxuon g
€AKUOTIKOTNTOC N
aAAoiwon NG epeaviong.

Mpotovta mou
TpoopiZovIal yia
olayvwon, beparmeia,
avaKou@Llon 1 TpoAnyn
VvOOoWYV, N emnpealouy TNV
doun/Aeltoupyia Tou
OWMATOC.

MpolovTa e SIMTAO OKOTIO:
aLOONTLKN TIEPLTOINCN Kail
BEPOTIEUTIKN/TIPOCTATEUTL
KR 6pdon.

1.3 Aikawodocia CBP svavti FDA

Mapadeiypata

EvudaTikeg
KPEUEG, KPAYLOV,
OOUTIOUGY,
OPWHATO.

AVTNALOKA,
OOUTIOUAV YLO
OUYKEKPLUEVEG
epumTtwoelg(mrtupl
60), mpoiovta
OKMAG.

AVTNALOKEG
EVUSOTIKEG
KPEHEC,
OO0OVTOKPEMEG UE
oL,
QVTUOPWTIKAL.

ATOLTACELG ZUPMOPPWONG

MoCRA (Cosmetics Direct),
FPLA, Tekunpiwon
ACQAAELOC.

OTC Drug Monograph /
NDA, Registration & Listing
(SPL), Drug cGMP (21 CFR
21).

AwmA R cuppoOpYwWonN:
Arntattioelg OTC OappAKWY
+ Anawtioelg Eronuavong
KOAAUVTIKWV.

e CBP (Customs and Border Protection)*: EA€yxel TNV €l0AYWYH O0TA GUVOPQ, EOTIPATTEL

daououg, eEeTAel TN SaCPONOYLIKN Kotnyoptlomoinon (HTSUS), anattei TeAwvelakd OpoAoyo

(Customs Bond) kail ekteAel TIG EVTOAEG amayopeUong £.0OH0U.

e FDA (Food and Drug Administration)®: EEeT&Zel TN VOMLUN UTIOOTOON TWV TIPOIOVTWY

(Used/Adulterated or Misbranded), EAEyXEL TN CUPPOPPWON CUCTOTIKWY KAL ETIKETWYV, KOL

eYKpPIVEL | aToppITTEL TNV OModeoeuon Tou goptiou (May Proceed / Refusal of Admission).

4

www.cbp.gov

5 www.fda.gov
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2. Mpo-gunoplkeg YoxXpewoelg & TexVikeEg Mpodlaypa@eg

[EykoTtdotaon Mapaywync] —> Aitnon FEIl —> Eyypadr oto Cosmetics Direct

[Mpoidv | ®oppoula] —> A€loAdynon HRIPT & USP <51> —> Safety Dossier —> Listing oto Cosmetics Direct

[Eknpoowrinon HMA]  —> Opuopég U.S. Agent ———

2.1 Cosmetics Direct & FEI Number

‘O\EC Ol EYKATOOTAOELG TIOU TIOPACKEUAZOUV N eTeEEPYALOVTAL KOAAAUVTIKA TIPOTOVTA VIO KATOVAAWGN
ot HIMA mpemel va eival eyyeypapueveg otov FDA peow tng muAng Cosmetics Direct.

e FDA Establishment Identifier (FEI)®: Movaéikog QUReLlog aplouoc avayvwpLlong
EYKATAOTOONG. ATIOLTEITAL VO €XEL ATIOKTNOEL TIPLV Ao TNV UTIOBOAN TNG eyypoeng MoCRA.

® Product Listing’: K&Oe KOAAUVTIKO TIPOIOV TIPETEL VO KOTOXWPIZETAL £TNCIWG,
TEPINOUBAVOVTOG TNV o0UVOeoN (CUOTATIKA), TNV KOTNYOPIX KAL TIG EYKATOOTACELG TIAPAYWYAG.

2.2 U.S. Agent (Avunpoocwtog HIMA)

OL 0ANOSaTEG EYKOTOOTACELG UTIOYXpEOUVTAL VO opicouv €vav U.S. Agent® eykateotnuévo otig HIMA. O
U.S. Agent evepyei wg 0 eTionpog cUVOECHOG ETIKOVWVIOG HE Tov FDA yla emteiyovta {NTHHOTA,
TIPOYPOUUOTIONO ETUOEWPHOEWV KOL KOLVOTIOLOELG.

2.3 Tekpnpiwon Ac@dalelacg (Safety Dossier)

O umeuBuvog dlabgTne (Responsible Person)® ogeilel va Slatnpei apyeio 6mou 6 OmodEIKVUETOL N
EMOPKNC TEKPNPiwon aopdalelag (Adequate Substantiation of Safety) OAwVv TwV MPoOIOVTIWYV.

e USP <51> Antimicrobial Effectiveness Testing™: YTOXpEWTIKO TECT AMOTEAEGUATIKOTNTOC

OUVTAPNONG VLG USOTIKA OKEUGOUOTO.
e HRIPT (Human Repeat Insult Patch Test)": KALvikr 60K 6ELOAOYNONC SEPUATIKOU EPEBIGOU
Kol aAAEPYIKNG eualobnToTmoinong.

6 www.fda.gov/industry/generic-drug-user-fee-amendments/gdufa-cover-sheet-clarifications-facility

7 www.fda.gov/cosmetics/registration-listing-cosmetic-product-facilities-and-products

8 www.fda.gov/medical-devices/device-registration-and-listing/us-agents

° www.fda.gov/cosmetics/cosmetics-laws-regulations/modernization-cosmetics-regulation-act-2022-mocra

1 www.fda.gov/drugs/guidances-drugs/questions-and-answers-current-good-manufacturing-practice-regulations-
production-and-process

" www.fda.gov/cosmetics/cosmetics-laws-regulations/cosmetics-us-law
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2.4 PUOon XpwoTiKwV& ATtAyopeUHEVWYV OUCLWV

Color Additives (21 CFR 70, 73, 74, 82): OA\eC Ol XPWOTIKEG OUCLOOTIKA ATaLToUV
TipoNyouUueVN eykplon amd tov FDA. OplopEVeC OUVOETIKEG XPWOTIKES OTIALTOUYV TILOTOTIOINON
noptidoc (FDA Batch Certification)™.

Prohibited & Restricted Ingredients: AmtayopeueTtal auotnpd N Xenon ouctwv onwc Bithionol,

Chlorofluorocarbon propellants, Chloroform, Halogenated salicylanilides, Methylene chloride,
Vinyl chloride, ka®wg Kail N uttePPOALKN TIOPoUsia BapEwV HETGAAWY KoL PFAS™,

3. ApXITEKTOVIKN ZuoKeuaoiag & Kavoveg Emonupavong

H cuokeuooia TV KOAAUVTIKWYV SLaXwpeideTal AEITOUPYLIKG o€ dUO KUPLEG TIEPLOXEC: TNV Kupla ‘OYn
Display (Principal Display Panel - PDP) kat Tov Mivaka MAnpogoptlwv (Information Panel)™.

3.1Kupla ‘Oyn (Principal Display Panel - PDP)™

Identity Statement (Ovopacia Mpoidvtog): Kowvr ) TepLypa@Lkh OVOUAoia TOU KOAAUVTIKOU
(r.x. "Facial Moisturizer").

Net Quantity of Contents (KaBapo MepleXOpevo): YIIOXPEWTIKA avaypa@n o€ SLTTARN HOVASO
METPNONG: AyyAooa&ovikd cuotnua (Ounces/fl 0z) kot Metpikd cuotnua (grams/ml),
TOTOOETNEVO 0TO K&TW 30% Tou PDP.

3.2 Mivakag MAnpowopiwv (Information Panel)

Name and Place of Business: ‘Ovopa Kal 8leUBUVON TOU KOTOOKEUQOTH, CUCKEUGOTH N
SlavopEal.

Declaration of Ingredients (INCI): ®6ivouca oeipd Baoel BAPOUG. ZUCTOTIKA E OUYKEVTPWON
KOTW TOU 1% UImopoUuV VO ovayPa@OVTaL UE TUXOIO OELPG HETA TO UTIOAOLTTC.

MoCRA Contact Requirement: YTIOXpEWTIKN avaypa@n TIARPOUC TaXUSPOLKAC dleubuvaong,
TnAepwvou oTic HIMA ) NAEKTPOVIKAC dleUBUVONG VIO TNV UTIORBOAR OVO@POPWY GVETILOUUNTWY
EVEPYELWV.

Fragrance Allergens: Baoel tou MOCRA, QmOLTETOL N AVOYPA@H CUYKEKPLUEVWV
OAAEPYLIOYOVWYV CPWHATWY (0 EUBUYPAUULON HE TO VEQ TIPOTUTIO TOU FDA).

2 www.fda.gov/industry/color-additives/color-additives-and-cosmetics-fact-sheet

8 www.fda.gov/cosmetics/cosmetics-laws-regulations/prohibited-restricted-ingredients-cosmetics

4 www.fda.gov/cosmetics/cosmetics-labeling-regulations/cosmetics-labeling-quide

> www.fda.gov/cosmetics/cosmetics-labeling-regulations/cosmetics-labeling-guide#clgc
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PRINCIPAL DISPLAY PANEL (PDP)

BRAND NAME
HYDRATING FACIAL SERUM

1fl. oz. (30 ml)

| INFORMATION PANEL

| INGREDIENTS: Aqua/Water, Glycerin, Niacinamide, Sodium Hyaluronate, Phenoxyethanol, Ethylhexylglycerin.
| Manufactured for: Global Beauty Corp, 100 Main St, NY, NY 10001 USA

| Adverse Events Contact (mapddetypa): 1-800-555-0199 / adverse@globalbeauty.com

4. AwadiKkacia EKTEAWVIGHOU & TEAWVELGKA ZUCTHHATA

[YoBoAn Awacagpnong] —> ACE System / PGA Message Set

[PREDICT Risk Engine]

I 1
v v

[EkteAwviouoéc] [Kpoteital oto TeAwveio]

(Anodéopeucn doptiou) |

v v
[AglypaTtoAnyia / DWPE] [ArteAeubepwon popTiou]
|
v

[Kpoteital oto TeAwveio / Notice of Detention]

| 1
v v

Form FDA 766 (Reconditioning) [Apvnon omeAeuBepwong @opTiou]

4.1 Automated Commercial Environment (ACE) & PGA Message Sets™

Kat& TNV KoTaBeon g TEAWVELOKNG dlaodgpnong oto cuotnua ACE tng CBP, evepyotoleitalr to PGA
Message Set yia tov FDA. Antatteiton n uttoBoAn:

16 www.cbp.gov/trade/automated
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e Product Code (FDA): MNevtoayn@log oAQOpLOUNTIKOG KWOIKOG KOTNYOPLOTIOiNoNG TIPoLloVTOoC.
e FEI Numbers: AplOpoi eyypo@ng KATAOKEUQOTH KOl EL0AYWYEQ.
e U.S. Agent & Declaration Data.

4.2 PREDICT Risk Engine

To cuotnua PREDICT (Predictive Risk-based Evaluation for Dynamic Import Compliance Targeting) tou
FDA o&loAoyel auTtOUaTa TO PiOKO TOU popTiou BAOEL TWV €ENG OTOLXEIWV:

1. 10TOpPIKO CUPHOPPWONG KOTOOKEUOOTOU, EL0OYWYED KAl EKTEAWVLOTOU.
2. Xwpo TMPOEAEUCNC KOL ETUKIVOUVOTNTO KATNYOPIOC TTPOIOVTOG.

3. AxpiBela utoBANBEVTWY oTotyeiwv FEI kal Product Codes.

4.3 Import Alerts & DWPE™

‘Otav €va popTio deopeveTal amo Tov FDA f uttdkeltal og kabeotwg Detention Without Physical
Examination (DWPE) Bd&oel k&molag odnyiog Import Alert, n 8108IKACIO EKTEAWVIOUOU OVOOTEAAETAL
KOl EVEPYOTIOLOUVTOL CUYKEKPLUEVEG ETILXELPNOLOKES PACELG:
4. 1. AswypatoAnyia & Epyaotnplokn EnaAn0cuon (Sampling & Private Laboratory Testing):
5. 'Ekdoon Notice of FDA Action (Detention): O FDA KOLVOTIOLEL OTOV EI0AYWYED TNV
€MionNuUN 6€0EUCN TOU POpPTIOU.
6. Empdapuvon AmodeiEng (Burden of Proof): 1o kaBeotwe DWPE, 0 £l00YWYEQG PEPEL
TNV €UBUVN VO OTOSEIEEL TN CUMPOPYWON TOU TIPOIOVTOC, GVABETOVTOG TN
delypuotoAnYia Kot Tnv av&AUoh O€ SLOTILOTEUPEVO LOLWTIKO EPYQOTHPLO TwV HITA
(ISO/IEC 17025).
YmnopoAR MotomointikoU AvaAuong (CoA): Ta onoteAéopata uTtoBaAANovTal oTov FDA. Edv
dlamotwOel MARPNG cuppdpPwon, ekdidetal Release Notice (May Proceed). E&v emuBepBalwOel
napaBaon (Misbranding rj Adulteration), n 6€0eUCN OPLOTIKOTIOLEITAIL.

4.4 Form FDA 766 & Apvnon Elc66ou (Refusal of Admission)

2 € mepinmtwon emPBeRAlWPEVNC TIOPARACNG, OL SLIOOECIUEG ETIXELPNOLOKEC ETIAOYEC SLOHOPPWVOVTAL
wg €€Na:

e 2. Aitnon Avapép@wong via Form FDA 766 (Reconditioning)™:
e Skomog & Medio E@appoyng: EMmTpEneTal KUpiwg yio 610pOwWoLUES TIAPARACELS
emonuoavong (Misbranding), 0nwg n MpooBnkKn 610pBWTIKAG ETIKETOC (over-labeling) ue
TO anattoupeva otolxeia MoCRA 1) SUMAEG pOVAdEG PETPNONG.

7 www.fda.gov/industry/fda-import-process/entry-screening-systems-and-tools

'8 www.fda.gov/industry/actions-enforcement/import-alerts
9 www.fda.gov/industry/fda-import-process/reconditioning-imported-fda-regulated-products
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e Awdwkaoia Eykpicewv: O elooywyeacg utoBaAAeL To €vtuto Form FDA 766
TEPLYPAPOVTAC GVOAUTIKG TN HEOOSO AVANOPPWONG, TOV TOTIO EKTEAECNC KOl TO
XPOVOSLAY PO,
e Emnomrteia & Koctog: Ot epyacieg MpayaTomolouvTal utd Ty emiBAedn tou FDA 1 tng
CBP, pe OAa TG SLOIKNTIKG KOL AEITOUPYIKG £E£060 eTIOEWPNONG VO BapuvouyV €§
OAOKANPOU TOV ELOQYWYEQ.
e 3.Apvnon Eic6dou (Refusal of Admission) & TEAWVELOKEG ZUVETIELEG:
e ‘'Ekdoon Notice of Refusal of Admission: EkdideTal e&v n aitnon avapop@wong
amopplYbei  e&v TO TPOIOV KPLBEL OUCLWEWE aKaTAAANAO/eTkivouvo (Adulterated)?®.
® YmoxpeswTtikn Kataotpown n Emavegaywyn: To QopTio TIPETEL ATOSESELYUEVT VA
enavegoyxOei ektdg HMA 1 va KataoTpagel utto Tnv emiAeyn tng CBP evtog
npoBeopuiog 90 nuepwV.
o Kupwoelg & Customs Bond: H un cuppop@won evtog 90 NUEPWYV CUVETIAYETAL TNV ETLROAN
npooTipwy (Liquidated Damages) omo tnv CBP, icwVv pe €wg KoL TO TPMTAGGCLO TNG GUEANTECC
a&iag Tou popTiou, KABWC KAL KATATTWOoN Tou TeAwvelakou OpoAoyou (Customs Bond).

5. Meta-epmnopikn Emontteia & Ataxeipion Kwvéuvou

5.1 ZoBapég Avembupnteg Evépyeleg (Serious Adverse Events - SAE)?

O umteuBuvoc 6lobeTng (Responsible Person) uttoxpeoutal va uttoB&AAeL otov FDA omolodnmote
ava@opd yia Serious Adverse Event evtog 15 epyACIM®WY NHEPWV GTIO TNV AQYN TNG TTANPOYOPIaG.

® Oplopog SAE: ZupBdavTa Tou 0dnyouv og BavaTo, amelAn yia tn {wh, VoonAeia, avamnnpia,
OUYVYEVH GVWUCAIN, coBapr TIOPOUOPPWON N GTIAITOUV LOTPLKN/XELPOUPYIKN TIOPEUBAON.

e ‘'Evtumo YmoBoAnRg: Form FDA 3500A (MedWatch).

5.2 6etnic Apxelof£tnon & YOXPEWTIKEC AVOKANRGELG??

e Record Keeping: Alotipnon 0AwV TWV GpXEiWV AVETIOUPNTWY EVEPYELWYV KOL UTIOOTNPLIKTIKWY
5E60LEVWYV VIO 6 €TN (5 £€TN VIO KPECG ETUXEIPAOELG).

e Mandatory Recall Authority: E&v o FDA kpivel 0Tl €va KOAAUVTIKO €ival VOBEUPEVO 1
E0QOAAUEVQ ETIONOCHEVO KAL EVEXEL KIVOUVO COBOPWYV ETUTTTWOEWY OTNV UYELQ, €XEL TNV
VOMOOETIKN €§oUnia va dLOTGEEL UTIOXPEWTLKA avakAnon (Mandatory Recall) edv n etaipeia
opVvNOel va CUMHOPPWOEL EBENOVTIKA.

20 www.fda.gov/industry/fda-import-process/import-refusals
21 www.fda.gov/cosmetics/cosmetics-laws-regulations/modernization-cosmetics-requlation-act-2022-mocra
22 www.fda.gov/cosmetics/cosmetics-laws-regulations/modernization-cosmetics-regulation-act-2022-mocra



http://www.fda.gov/industry/fda-import-process/import-refusals
http://www.fda.gov/cosmetics/cosmetics-laws-regulations/modernization-cosmetics-regulation-act-2022-mocra
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program
http://www.fda.gov/cosmetics/cosmetics-laws-regulations/modernization-cosmetics-regulation-act-2022-mocra
http://www.fda.gov/industry/fda-import-process/import-refusals
http://www.fda.gov/cosmetics/cosmetics-laws-regulations/modernization-cosmetics-regulation-act-2022-mocra
http://www.fda.gov/cosmetics/cosmetics-laws-regulations/modernization-cosmetics-regulation-act-2022-mocra

6. Emyeipnoako MNpwtokoAAo EAEyXoU TIPLV md TNV GMOCTOAN TOU (POPTiou

Audit Verification Checklist (7 Znpeiwv)

AA

Medio EAEyxoU

FEI Facility Registration

Cosmetics Product Listing

U.S. Agent Designation

Safety Dossier & Testing

PDP & Info Panel Compliance

Color Additive Verification

ACE Data Matching

AvTikeipevo EAEyxou & Znpueio EmMaAnBsuong

Evepyn eyypaon eykataotaong oto Cosmetics Direct
& £yKupog aplOuog FEL

EmBeBaiwon katoxwpenong mpotovtog (Listing) kat
ovTIoTOiXIoN POPHUOUACC.

Emionuwg oplopevog Kot emBepatwpevog U.S. Agent
01O cuotnua tou FDA.

MARpng @akelog aopdielag (USP <51>, HRIPT,
Safety Assessment).

‘EAeyxog PDP (Net Content dual units) & Info Panel
(INCI, MoCRA Contact).

‘EAeyxo¢ eykplong XpwoTtikwyv (21 CFR) &
TuotomolnTik& Batch Certification.

MARpncg tautomnoinon HTSUS, FDA Product Code kait
otoleiwv TIHoAoyiou/CBP.
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Kupluwtepeg epmoplkeg ekOEoelg otig HMA

EVOEIKTIKOG KOTAAOYOG:

e Cosmoprof North America Miami
https://cosmoprofnorthamerica.com/miami/
26-28/1/2027
Miami Beach Convention Center
Miami Beach, FL

¢ Natural Products Expo West
www.expowest.com/
2-5/3/2027
Anaheim Convention Center
Anaheim, CA

e Cosmoprof North America Las Vegas
https://cosmoprofnorthamerica.com/las-vegas/
13-15/7/2027
Mandalay Bay Convention Center
Las Vegas, NV

¢ Newtopia Now
Www.newtopianow.com/
14-16/9/2027
Donald E. Stephens Convention Center

Rosemont (Chicago), IL

Tovtaén:

Awovuong lpwtomamdg, M'ev. ZOpBoviog A’ OEY
Zagepévia lpoeotdaxn, Fpappatéag B OEY

Fpageio Owovopikwv & Epmopikwv Ymobécewv Ouaoiyktwy

ecocom-washington@mfa.gr

L
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