Cmanoapou 3a ye03 npexpamoenux npou3e0oa u meoa y SAD

Please see below for information about how FDA regulates honey. In addition to general information on
“how to import foods”, most sections below include specific info related to honey. This might be more
than what you need, but it is good info to have. In short, no certificate is needed, the firm only needs to
register with FDA as a food facility and submit Prior Notice prior to each shipment. Please see below for
more info.

Mouaumo Bac, norJsenajre ucnon uagopmanmje o rome kako “FDA” peryaume men. [lopen
onmTux MHpopmanmja ''kako na ysesere xpaHy', BehuHa ceknumje umcmoa yk/bydyjy
cnenuuune nudpopmanuje y Besu ca MeaoM. To Moxke OMTH BHILE 01 OHOra IITO BaM je
noTpedHoO, ajau je n00po na umare Bulle uHpopMamuja. YKpaTko, ceprudukar Huje
norpedan, ajn ¢upma Tpeda 1a ce perucrpyje koa “FDA” kao npexpamOeHu odjexar u 1a
nocraBu Ilperxomno OOaBemTeme mnpe cBake ucnopyke. Moaumo Bac mnoruaemajre
HH(popManmje Koje cy HaBe/IeHe UCIIO/.

1. General Information: In the United States, imported foods, including honey, must meet the same
legal requirements as domestically-produced foods. Under provisions of the U.S. Federal Food, Drug and
Cosmetic Act, food manufacturers, processors and distributors must ensure that their food products
intended for distribution in U. S. interstate commerce are safe, sanitary, and labeled according to federal
requirements. (All imported food is considered to be interstate commerce.)

1. Onmre nndopmamuje: ¥ Cjenumenum /Ip:kaBama, yBe3eHa XpaHa, yK/byuyjyhu men,
MOpajy HCIyHaBaTH MCTe NMPONKCaHe ycJIOBe Kao U XpaHa u3 nomMahe npomsBoame. Ilpema
oapendama Amepuukor ®enepaaHor 3akoHa 3a XpaHy, JIeKOBe H KO3METHKY, TpexpamMOeHn
npousBohauu, mnpepahuBaum um aucTpudyTepum Mopajy aAa obe3dexe aAa cy HUXOBHU
npexpamMOeHn NPON3BOIM, HaMeleHHU 3a AucTpudyuujy y CAJl, y mehyap:kaBna Tprosuna,
0e30e1HHU, 1a HCIYHaBajy CAHUTAPHE YCJIOBe, H [1a Cy 0O3HAYeHM Yy CKJIaay ca (enepajHuM
3axteBuMa. (CBa yBe3eHa XxpaHa ce cMaTpa Meljyap:xkaBHOM TProBHHOM.)

FDA is not generally authorized under the law to approve, certify, license or otherwise sanction
individual food products, manufacturers, processors, labels, imports, importers or distributors; the
exceptions, as described below, are food and color additives, and low acid/acidified foods.
Manufacturers and distributors are generally free to produce and distribute food products (except food
additives and colors) in U.S. commerce without prior approval from FDA, other than the registration and
prior-notice-of-import requirements detailed below. However, in so doing, they assume the
responsibility for assuring that the products meet U.S. requirements. Shipments found upon
examination to be adulterated or misbranded are not entitled to enter into commerce in the United
States unless promptly brought into compliance with the law. While no approval is necessary to offer
most food products for import into the United States, it is the responsibility of the person who offers the
food product for importation into the United States to ensure that the article complies with the
provisions of these Acts and their implementing regulations. In general, these Acts require that the food
product be a safe, clean wholesome product and its labeling be honest and informative.

“FDA” Huje retepajno oBJjiamheH nmo 3akoHy Ja o100pu, NOTBPIM, JULEHIMPA UJIH Ja HA
HeKH JIPyIrH HAa4YUH CAHKIUOHMIIE TOjeIuHe mNpexpambeHe mpou3Boae, npousBohaue,
npepaluBaye, eTukere, yB03, YyBO3HHKE HJIM JUCTPUOYyTepe; H3y3eLH, KA0 IITO je ONMHCAHO Y
HACTaBKYy, Cy XpaHa, 10Ja0u M 00je, KA0 M XpaHA HUCKe KHCEJIO0CTH/ 3aKHMIIe/beHA XpaHa.



IIpousBohaun u aucTpudyTepH, cy YIrJIaBHOM cJ000IHH /2 CBOje TMpPOU3BOJAEe M
AUCTPUOYyTHpajy mpexpaMOeHMX Npou3BoAa (M3y3eB NpexpamMOeHUX aauTHBa U 00ja), y
aMepuuKoj NMpuBpeau, o0aB/bajy 0e3 mperxoaHor omodpema oa crpane “FDA”, ocum
3axTteBa 3a perucrpaumjy u Ilpen-ob6aBemreme-3a-yBo3, KOju je AeTa/bHO ONMUCAH HCIOM.
MehyTum, npu TOMe OHH MNpey3UMAajy OATOBOPHOCT 3a [aTe rapaHuuje 1a MPOM3BOIH
ucnymwanajy 3axteBe CAJl. IMomm/bke, 32 Koje ce HAKOH MCIMTHBAKA YTBPAM 1A Cy
daacupuxoBanu niu nmajy gpancudukoBaHy eTHKeTy, HeMajy NpaBo Aa yhy Ha TpKuiTe
CA/Jl, ocum ako y Hajkpahem poky He u3Bpuie yckiaahuBamwe y ckiaay ca 3akonom. Mako
HHje HeONMXOHO A ce MOHYIH 0100peme, 3a Behn 1e0 mpexpamMOeHuX NPoOU3BOIA 32 YBO3 Y
CA/Jl, Ta OIrOBOPHOCT MPHNAJAa 0CO0M KoOja HYIM NPOU3BOJ 32 YB03 xpaHe y Cjenumene
Amepuuke JIp:kaBe, kako Ou ce ocurypaJja NpuMeHa W cnpoBolerme MponucaHUX mMepa y
cKJagy ca ojapeadamMa THX mponuca. Y NPUHOMIY, OBe AKTHBHOCTH 3axTeBajy [a
npexpambeHn mnpou3Boa Oyne Oe30enaH, 4YMCT 3apaB NpoW3BoA W Ja he meroso
eTHKeTHpame OMTH HCKPEHO H HH(POPMATHBHO.

2. Facility Registration

e The U.S. Public Health Security and Bioterrorism Preparedness and Response Act of 2002
requires that food facilities (other than private homes) producing, storing or handling food
products intended for sale in interstate commerce be registered with FDA. Registration is a
procedure for providing FDA with certain information about the food facility and its products;
registration is not an approval process. Registration of facilities can be carried out on the
internet and is free of charge. For information and instructions on how to register a facility,
please see FDA’s web page on the subject at the following link:
http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/RegistrationofFoodFacilit

ies/default.htm

2. Perucrpanuja odjexra

Akt CAJl 0 0e30eaqHOCTH jaBHOT 3ApaB/ba M NMPHUIPABHOCT OMOTEPOPU3MA H OATOBOP M3
2002 roamuHe, 3axTeBa Aa cy npexpamMOeHM o0jeKTH (0OCMM NPHBATHHX J0MOBa) 3a
NPOU3BOAKY, CKIAIMIITeHE WIH PyKOBame NpexpamMOeHMM NPOHM3BOAMMA HAMEH-CHHM 32
npoaajy y mehyap:kaBHoj TpropuHu peructpoBaHu o crpaHe “FDA”. Perucrpanmja je
nocrynak 3a npyxamwe “FDA”-y oapellennx mHpopmanmja o npexpamopeHoM 00jeKkTy
BbeHNM Npou3BoaAMMa, perucrpanuja Huje I[Ipouec omodpaBama. Perucrpamuja odjexara
MO3Ke ce BPIIMTH IIyTeM MHTepHeTa U OecruiaTHa je. 3a mHpopmanuje U ymyTcTBa 0 TOMeE
KAaKo Ja ce perucrpyje odjexar, norjeaajre “FDA”-y crpanuny Ha Ty Temy Ha cJiaeaehem
JIMHKY:

http://www.fda.gov/Food/GuidanceComplianceRegulatoryinformation/RegistrationofFoodFacilities/defa
ult.htm

e FDA strongly encourages electronic registration at FDA Industry System:
http://www.access.fda.gov/.

“FDA” cuasicno nodcmuue ejeKTpuuHy perucrpauujy npu “FDA” Unaycrpujckom
Cucremy:
http://www.access.fda.gov/
e Food Facility Registration helpdesk: 800-216-7331
Ynutnu nenrap Perucrpannje Ilpexpamopennx O0jexara: 800-216-7331




e An electronic version of the Food Facility Registration booklet, in various languages, can be
found at:
http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/GuidanceDocuments/Fo
odDefenseandEmergencyResponse/ucm113822.htm

Enexrponcka Bep3uja Opomrype 3a Peructpanujy npexpamopenux odjexkara, Ha
Pa3HUM je3nuuma, Mmoxere Hahu Ha:
http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/GuidanceDocuments/Fo
odDefenseandEmergencyResponse/ucm113822.htm

Facility BT Registration is required for both domestic and foreign firms providing food for consumption in
the U.S. Please note that a U.S. agent residing in the United States must be listed for each registered

foreign facility.

Perucrpammja BT o0jexara je HeomxogHa 3a 00a o0jexar (1omahe m mHOCTpaHe ¢pupme)
Koje cHa0aeBajy xpaHy 3a kousymupame y CAJl. Umajre v BHAY 1a aMePpUYKH areHT KOju
oopaBu y Cjenumenum JIp:kaBama Mopajy OMTH HaBeJleHM 32 CBAaKH PEeruCTPOBAHU
HHOCTpaHU 00jeKart.

3. Prior Notice

The U.S. Public Health Security and Bioterrorism Preparedness and Response Act of 2002 requires that
FDA receive prior notice before food is imported or offered for import into the United States. Advance
notice of import shipments allows FDA, with the support of the Bureau of Customs and Border
Protection (CBP), to focus import inspections more effectively and help protect the nation's food supply
against terrorist acts and other public health emergencies.

3. [IperxoaHo 00aBeITEeHE

Akt CAJl 0 0e30eqHOCTH jaBHOI 3ApaB/ba M NMPHUIPABHOCT OMOTEPOPU3MA H OATOBOP M3
2002 roaune, 3axTeBa a1a “FDA” noduja npeaxoaHo ob6aBemiTeme, Npe HEro IITO ce XpaHa
yBe3e uiu Oyne nonyhena 3a yBo3 y CA/l. IlpenxoaHo o0aBemiTeme 3a YBO3He MOUIHJbKE
omoryhasa “FDA” -y, y3 noapmky 3aBoga 3a napuse u rpanndse samrure (CBP), na ce
ycpeacpeae Ha MHCHEKIHjy yBO3a U Ja epukacHHje IITUTH CHa0JAeBame Haluje XpPaHOM,
NPOTUB TEPOPUCTHYKHX MOCTYNAKA M APYTUX jaBHUX 3APAaBCTBEHUX BaAaHPEIHUX CUTyalHja.

Prior notice can be provided in either of two ways:
IIpen o0aBemiTee MOsKe ce MPYKUTH Yy jeaH O/ IBa HAYNHA:

1. The Bureau of Customs and Border Protection (CBP, formerly the U.S. Customs Service) has
modified the Automated Broker Interface of the Automated Commercial System (ABI/ACS) found
at the following websites to allow prior notice to be submitted to FDA through the existing
interface between CBP and FDA:

1. Bupo 3a napuny u 3amrury I'pannna (“CBP”, panuje C/| Hlapuncka ciayx0a) je
MoanpukoBasa AyromaruzoBann bBpokxepcknm MHHrepdejc AyroMaTH30BaHOT
IIpuBpeanor Cucrema (“ABI/ACS”) koju ce Moxe Hahm Ha caexehum Bed



cajroBuMa kako 0u omoryhuia ngocraBbame mnpen odaBemrema “FDA” -y npeko
nocrojeher unrepgejca nuzmehy “CBP”, u “FDA”:

a. CBP ABI System Overview:
http://www.cbp.gov/xp/cgov/trade/automated/automated systems/acs/acs abi conta
ct_info.xml

“CBP ABI” lIperaen Cucrema:
http://www.cbp.gov/xp/cgov/trade/automated/automated systems/acs/acs abi conta
ct_info.xml

b. CBP ABI System:
http://www.cbp.gov/xp/cgov/trade/automated/automated systems/abi/

“CBP ABI” Cucrem:
http://www.cbp.gov/xp/cgov/trade/automated/automated systems/abi/

The Prior Notice System Interface (PNSI) is available to individuals or companies who cannot, or
choose not to, file through CBP. PNSI submissions are expected to include prior notice for
shipments through international mail; In-Bond entries or admissions into Free Trade Zones by
carriers or others who do not need to make a full CBP entry at the time of filing the prior notice;
filers or brokers who need to file CBP entries at a time the CBP/FDA interface is not available,
and others who simply prefer to use an interactive system. For more information on prior notice
procedures please visit:

IIpenonno o6asemreme cucrem uaTepdejc (PNSI) je Ha pacnonaramy noje MHIMMA
U pupMama Koju He MOTy, WM cy u3adpaJju 1a He :KeJje, 1a apxuBupajy kpo3 (CBP).
On (PNSI) nocraBa ce ovekyje na cy yK/byueHa mpej ob0aBelITerha 3a MOIIMJbKE
nyreM Mel)yHapoane momre; Y mpuwiory je moaarak yHoca WJM npujeMa y 30HY
Cno0oane TpropuHe o cTpaHe NPeBO3HUKA WJIH JAPYTHX KOjH He Tpeda 1a HanpaBe
nyH (CBP) yna3zak y TPeHYTKY NOJHOIIECHA IMPeIX0JHOI o0aBelITewma; onepaTrepu
WIn Opokepn Koju Tpeda na moaHecy wim yHoce noaatke (CBP) y Bpeme (CBP)/
“FDA” nox unTepdejc HHje JOCTYNaH, U APYTH KOJjHU je[lTHOCTABHO BOJIE 12 KOPHCTe
HHTEPAKTHBHHU cHcTeM. 3a BHIIe HH(OpPMaNHja 0 MOCTYNIMMA Mpea odaBelITeha
noceTure:
a. Prior Notice of Imported Foods:
http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/PriorNoticeoflm
portedFoods/default.htm

IIpex O6aBemreme YBe3eHe XpaHe:

http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/PriorNoticeoflm
portedFoods/default.htm

b. FDA Industry System: http://www.access.fda.gov/




“FDA” Unpycrpujcku Cucrem: http://www.access.fda.gov/

c. Prior Notice telephone hotline available 24 hours 7 days a week: 866-521-2297

Cay:xoa “IIpen OdaBemreme* je octynna 24 cara, 7 1aHa HeJle/bHO HA
Tese(oHckoM HH(PO HeHTpy: 866-521-2297

d. An electronic version of the Prior Notice booklet, in various languages, can be found at:
http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/GuidanceDocum
ents/FoodDefenseandEmergencyResponse/ucm113822.htm

Enexkrponcka Bep3uja Opomype [Ipen O0aBemrema, Ha pa3HUM je3MIUMA,
Mo:keTe Hahu Ha:
http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/GuidanceDocum
ents/FoodDefenseandEmergencyResponse/ucm113822.htm

NOTE: Importers need to obtain the FDA product codes for each product in order to complete the on-
line Import Prior Notice procedure. To determine the appropriate product code for a particular product,
consult the FDA webpage to learn how to develop product codes at:
http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/PriorNoticeoflmportedFoods/uc
m125839.htm

HAIIOMEHA: YBo3uuk Tpeda na aodouje “FDA” mu¢pe npousBoga 3a cBaKH NPOU3BOJI
KaKko OM ce 3aBpIIMJIH OH-JIMHe mpoueaypy yHoca Ilpexxonno ObGaBemrema. /[a Oucre
yTrBpAWIM oaropapajyhy mmdpy npoussona 3a oapehenn npoussoa, koHcyaryjre “FDA”
Be0 cTpaHMIy Aa OucTe Ca3HAIH KAKO 12 HANPaBUTE KOJ0BE MPOU3BO/Ia, HA:

e Product Code Builder Application: http://www.accessdata.fda.gov/scripts/ora/pcb/pcb.cfm

Amumnkanuja Uspane Ilponzsoanor Koga:
http://www.accessdata.fda.gov/scripts/ora/pcb/pcb.cfm

4. Sanitation

The FD&C Act gives FDA the authority to establish and impose reasonable sanitation standards on the
production of food. Title 21, Code of Federal Regulations, Part 110 (21 CFR 110) details FDA's current
good manufacturing practices (CGMPs), which the Agency considers necessary and adequate in the
production of safe and sanitary foods, thereby protecting the public health. In 21 CFR §110.110, FDA
recognizes that it is not possible to grow, harvest, and process crops that are totally free of natural
defects. Title 21 CFR can be found at:
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

Canuranmja
“FD&C “Axkt paje “FDA”-y opjamheHa 1a ycnmocTaBH U HAMETHE pa3yMHe CaHUTapHe

cranaapae 3a npousBoamwy xpade. Hacios 21, Kogexke CaBe3nux Ilponmca, [Teo 110 (21
HPP 110) gerasbume “FDA”-0By TpeHyTHy 100py npousBoaHy npakcy (LI'MIlc), koje
AreHlHja cMaTPa HEONXOAHUM M a/IeKBaTHUM Y NIPOU3BO/I-H 31PABCTBeHO Oe30e/1He XpaHe
K20 U CaHHUTapHe, TAKO a2 Ha TAaj HAYMH IUTHTH jaBHO 3apaBsbe. Y 21 PP § 110,110,



“FDA” je cBecTaH Aa HHje Moryhe rajutu, noxmeTH, Kao U NMPoLEC yceBa KOjU Cy MOTIYHO
cj10001HM o1 npupoaHux nedgexara. Hacios 21 LHDP mo:xe ce Hahu Ha:
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

FDA has published defect action levels (DALs) for a number of commodities. The DALs are set on the
basis of no hazard to health and represent the limit at or above which the Agency may take legal action
against the product to remove it from the market. There are no DALs for honey. When there is no DAL,
FDA evaluates the samples and decides on a case-by-case basis whether regulatory action is warranted.
In this procedure, FDA’s technical and regulatory experts in filth and extraneous materials interpret the
findings considering the available scientific information, and the knowledge of how a product is grown,
harvested, and processed.
http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/GuidanceDocuments/Sanitation/
default.htm

“FDA” je o0jaBuo axkumonu HuBO Aedexara (DALs) 3a Behu 6poj nodapa. ,,DALs“ ce
MOCTAaB/bajy HA OCHOBY 0€30MACHOCTH IO 37paB/be W IPEACTAB/bajy OrpaHNYeH-€¢ HA WJIHN
U3HA/A re AreHuMja Moske Ja INpeay3Me 3aKOHCKe Mepe NMPOTHB MPOM3BO/A KaKo O HX
yKJIoHWIa ca tp:xkumra. He mocroje ,,DALs“ 3a men. Kaga ne mocroju ,,DAL*, “FDA”
eBAlyHpa Y30pKe W OJJIyuyje 04 cjy4daja A0 cjyyaja Aa JM je peryJjaropHa akuuja
3arapaHroBaHa. Y oBOoM NocTynky, “FDA”-0BM TeXHMYKH U peryJaTOPHH CTPYYHALH 32
Np/baBIITHHY M EeKCTEPHUX MaTepHjajla Tymade 3aK/bydke ¢ O03HMpPOM Ha OCHOBY
PACHOJIOKMBUX HAyYHHMX MOJATaKa, H 3HaWke 0 TOMe KaKo ce INPOU3BOJA raju, Oepe u
odpabhyje.

http://www.fda.gov/Food/GuidanceComplianceRegulatoryinformation/GuidanceDocuments/Sanitation/
default.htm

5. Pesticide Tolerances

An alternative to establishing natural defect levels in food would be to rely on increased utilization of
chemical substances to control insects, rodents and other natural contaminants. The Environmental
Protection Agency (EPA) regulates pesticides by determining the safety of pesticide products, setting
tolerance levels for pesticide residues in and on food - FDA enforces these tolerances - and publishing
directions for the safe use of pesticides. If FDA finds a residue of a pesticide which is not approved (no
tolerance listed) by EPA, the food is adulterated and FDA is responsible for the enforcement of the
violation. If FDA finds a residue level of an EPA approved pesticide in a food product that exceeds the
tolerance set by the EPA regulation, the food product also is considered as adulterated. In this case, FDA
will also take regulatory action on the product. You may wish to consult Title 40, Code of Federal
Regulations, Parts 150 to 189 for a complete list of pesticide tolerances and exemptions from tolerances
(e.g. honey and honeycomb) that have been established by the Environmental Protection Agency. The
finding of a chemical residue in excess of the established tolerance for that chemical residue in honey, or
the finding of a chemical residue in honey for which no tolerance has been established will render the
product adulterated and, therefore, subject to regulatory action. [Title 40 CFR can be found at
http://www.epa.gov/lawsregs/search/40cfr.html].

Toaepanuuje HecTuuaa

AJNTepHATHBA y YCNOCTAB/balby NPHUPOJHOT HHBOA Aedexkara y XpaHu Ousa Ou, ga ce
0CJIOHH Ha nmoBehame kKopuiihema XeMHjCKHX CYNCTAHIM 32 KOHTPOJy MHCEKAaTa, IJoJapa



U JIpYrux NpUpoaHuX 3arahuBaya. AreHuuja 3a 3amrTuty xkuBoTHe cpeamHe (EIIA)
peryauine  mectuuuae, oapehuBameM  0e30eIHOCTH  MECTHUWIHUX  MPOU3BOAA,
nojeliaBamkbeM HUBOA ToJIepaHIMje 32 pe3uaya necTunuaa y/u Ha xpauu, “FDA” cnpoBoau
oBe ToJiepaHIUje — U 00jaB/byje ynyTcTBa 3a 0e30eaqHy ynorpedy mectunuaa. Axo “FDA”
npoHale ocraTke nmecTUNUAA KOju HUje 0700peH (HeMa HaBeJdeHe ToJepaHUMje) 01 CTPpaHe
EIIA, xpana je ¢pancupuxoBana u “FDA” je onroBopan 3a cnpoBoheme npekpumaja. Ako
“FDA” ce nponalyy ocrarum, HuBo EIIA jeagnor ogo0peHor nmectuumnaa y XpaHu, Ipou3Boaa
KOjU mpeJjiade ToJiepaHuUuUjy mocraB/beH ox crpaHe EITA peryaaruBe 3a mpexpamOeHe
npousBoje, Takohe ce cmarpa dancuduxkoBanum. Y osom cayuajy, “FDA” he ce takohe
CIIOBECTH peryjaTopHa akumjy Ha npoussoay. Moxkaa he te xeneru koncyarosatu Haciios
40, Koaexc caBe3Hux mpomuca, aejaose oa 150 go 189, 3a koMmJieTHY JHCTY NeCcTHIUAA
ToJIepaHUMja U U3y3eTKe 0] ToJiepaHumje (HIp. mea u cahe), Koju cy OCHOBaHU 011 CTPaHe
AreHumje 3a 3alUTHUTY KUBOTHe cpeauHe. Hana3 xemujckux pesenya, seher oa yrsphenor
0/1 32 TOJIEpAaHLM]y, TA XeMHjCKa pe3uaya y Meldy, HJIH NMPOHAJIAKEeHe XeMHjCKe pe3uaye y
Meay 3a Koje Hema yTBpheHe Tosiepannuje, ucro he yaunuru npoussoja paacupuKoBaHUM
U cTora npeaMmer peryJjaropue akumje. [40 LIdP HacsoB ce mo:xe Hahu Ha cieaeheMm cajry:
http://www.epa.gov/lawsregs/search/40cfr.html

Shipments of imported foods, including honey, that are adulterated with illegal pesticide residues are
refused entry into the United States. Import shipments of a food commodity containing pesticides for
which tolerances have not been established for that commodity may be refused entry or detained.
Furthermore, subsequent shipments of the same food from the same processor or shipper would be
subject to detention without physical examination unless the importer of record provides a valid
certificate of analysis showing that the residues in the food are in compliance with United States
requirements.

IMomusbke yBe3eHe XpaHe, yK/byuyjyhu m men, koju cy dajicupuxoBaHe, ca WierajJHum
ocTanMMa NMecTUIUAA, cy 3a0pameHe 3a yaa3ak y CAJl. YBo3, ucnopyka pode 3a xpaHy koja
Ca/IP KM MeCTUIN/IE 32 KOja OICTYNIakha HUCY YCTAHOBJbEHA 32 TY po0y, Mory OMTH 010HjeHa
3a yjaazak uiau nputBopena. Ilopex Tora, HakHa/JHe NMOIIM/bKE HMCTe XpaHe M3 MCTOT
npoiuecopa uiu ucrnopyuunoua 6uhe npeaver npurBopa, 6e3 Gpu3HUYKOr MperJieia, 0CUM aK0
3anMc yBO3HMKa mpyxka Baxkehu cepruduxar o aHaju3m Koja mokasyje Aa cy ocTanm y
XPaHH y CKJIay ca AMEepPHYKHM 3aXTeBHMa.

CPG Sec. 575.100 Pesticide Residues in Food and Feed - Enforcement Criteria
http://www.fda.gov/ICECI/ComplianceManuals/CompliancePolicyGuidanceManual/ucm123236.htm

»CPG Sec. 575.100“ Pe3uaye necTuuaa y XpaHd U pexpanu - U3Bpiiewme KpUTepujymMu
http://www.fda.gov/ICECI/ComplianceManuals/CompliancePolicyGuidanceManual/ucm123236.htm

Compliance Program Guidance, Chapter 4 - Pesticides and chemical contaminants
http://www.fda.gov/downloads/Food/GuidanceComplianceRegulatoryinformation/ComplianceEnforcem
ent/ucm073186.pdf

Ynycrsa IIporpama Ycariaamenoctu, Iloriaasbe 4 - [lecTunuan u xemujcke cyncranue



http://www.fda.gov/downloads/Food/GuidanceComplianceRegulatoryinformation/ComplianceEnforcem
ent/ucm073186.pdf

Pesticides authorized for treatment of honey bees and their tolerance residue levels:
[ecTnuman oq00peHn 3a NPpUMeEHY KO/ MYeJia U lbUX0B HOBO TOJIepaHIlUje pe3uaya

Coumaphos — See 40 CFR§ 180.189:

http://ecfr.gpoaccess.gov/cgi/t/text/text-
idx?c=ecfr&sid=dc60aade5507e80be9ffbd6836e4a806&rgn=div8&view=text&node=40:23.0.1.1.28.3.19.
41&idno=40

Tau-Fluvalinate - See 40 CFR§ 180.427:

http://ecfr.gpoaccess.gov/cgi/t/text/text-
idx?c=ecfr&sid=dc60aade5507e80be9ffbd6836e4a806&rgn=div8&view=text&node=40:23.0.1.1.28.3.19.
181&idno=40

Menthol - See 40 CFR§ 180.1092:

http://ecfr.gpoaccess.gov/cgi/t/text/text-
idx?c=ecfr&sid=dc60aade5507e80be9ffbd6836e4a806&rgn=div8&view=text&node=40:23.0.1.1.28.4.19.
52&idno=40

Formic Acid - See 40 CFR§ 180.1178:

http://ecfr.gpoaccess.gov/cgi/t/text/text-
idx?c=ecfr&sid=dc60aade5507e80be9ffbd6836e4a806&rgn=div8&view=text&node=40:23.0.1.1.28.4.19.
103&idno=40

Thymol - See 40 CFR§ 180.1240:

http://ecfr.gpoaccess.gov/cgi/t/text/text-
idx?c=ecfr&sid=dc60aade5507e80be9ffbd6836e4a806&rgn=div8&view=text&node=40:23.0.1.1.28.4.19.
146&idno=40

Eucalyptus Oil - See 40 CFR§ 180.1241:

http://ecfr.gpoaccess.gov/cgi/t/text/text-
idx?c=ecfr&sid=dc60aade5507e80be9ffbd6836e4a806&rgn=div8&view=text&node=40:23.0.1.1.28.4.19.
147&idno=40

You should note that the tolerances for some of these pesticides are temporary. The EPA has announced
that several of these pesticide residue tolerances will expire within the next year. Once the tolerances
have expired, residues will not be permitted. The presence of residues of these pesticides will render the
food products adulterated and in violation of U.S. regulations.

Tpebda HanmoMeHYTH Ja Cy ToJIepaHIHje 32 HEKe 0]l OBHUX NecTHIMAA npuBpemeHe. ,,EPA“ je
HajaBuo Ja he 0OBHX HEKOIMKO ToJiepaHIHMja pe3uaya nectunuaa ucrehm y poky og
HapeaHuX roauny nana. Kaga ucrexkny tosaepanHumje, pesuaye Hehe Outm n03BO/beHe.
IIpucycTBo pe3maya oBux mnectummaa he gosecTH 10 Tora ga cy TH HNpexpamMOeHHu
NPou3BOAH (pajicM(PUKOBAHHM H 'y CYNIPOTHOCTH ¢y ca nponucuma CAJL.

TITLE 40--Protection of Environment CHAPTER I--ENVIRONMENTAL PROTECTION AGENCY
SUBCHAPTER E--PESTICIDE PROGRAMS:

e http://ecfr.gpoaccess.gov/cgi/t/text/text-
idx?sid=dc60aa4e5507e80be9ffbd6836e4a8068&c=ecfr&tpl=/ecfrbrowse/Title40/40cfrv23 02.tpl
e http://www.epa.gov/pesticides/food/viewtols.htm




e http://www.epa.gov/pesticides/index.htm

HACJIOB 40 - 3amrtura :;kuotHe cpeauHe [oraasbe I — Arennuja 3a 3amrury Cpeaune
MHNOAIIOI'JIABJBE E — ITPOT'PAMMU IIECTHULIU A :
e  http://ecfr.gpoaccess.gov/cgi/t/text/text-
idx?sid=dc60aa4e5507e80be9ffbd6836e4a806&c=ecfr&tpl=/ecfrbrowse/Title40/40cfrv23 02.tpl
e http://www.epa.gov/pesticides/food/viewtols.htm
e http://www.epa.gov/pesticides/index.htm

6. Drug residues in foods

A food is also deemed adulterated if it contains drug residues or conversion products of such drugs in
excess of any authorized residue limits. If there is no authorized residue, any residue adulterates the
food. This also applies to honey. The following drugs are the only drugs that have been approved for use
in honey bees in the US:

OcTanu JieKoBa Y HAMHAPHHIIAMA

Xpana ce cmarpa ¢ancupuKoBaja aKO0 CAAPKH OCTATKE JICKOBA MJIH IPOU3BOJE
KOHBep3Hje TAKBHUX JIEKOBAa y BHIIE 0/ 0MJI0 KAKBUX 0CTATAKA NMPONMCAHUX IPAHUIA. AKO
He MOCTOjH NMPONMUCAHM 0CTATAK, CBAKM ocTaTak dajcudukyje xpany. OBo Baku U 3a Me/.
Caenehm sekoBHu cy camo JIEKOBH KOju Ccy 0100peHM 3a ynmoTpedy 3a MeJOHOCHe M4eJje y
CAl:

Oxytetracycline - See 21 CFR §520.1660d

Tylosin - See 21 CFR §520.2640

Fumigillin - See 21 CFR §520.182

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

There are no authorized residue limits for these drugs in honey. Consequently, any residues would
render the honey adulterated. The regulations on the use of these drugs also listed the maximum doses
permitted and the requirement for a withdrawal period before the honey could be harvested to assure
that there are no drug residues in the honey.

He nocroje orpannyema nponucaHe 3a 0CTaTke OBHX JiekoBa y Meay. CxoqHo Tome, HaJia3
octataka he yunnuru mea gpancuduxoBanum. Ilponuc o ynorpedu oBHX J1eKOBa je HABOAH
MAaKCHMAJIHO J03BO/beHE /103€¢ H 3aXTeB 32 NMOHHMIITEH-¢ EPHO/Ia Npe Hero mro Ou ce Meq
MOTao0 Ja ce yOupa Kao 0u ce 0CHUrypaJio 1a He MOCToje OCTALM APore y Meay.

If any drugs other than these are used to medicate honey bees, this must be done under the direction of
a veterinarian. Any such drug use is not permitted to result in any drug residues in the honey.

AKO HEKHM JIeKOBH, OCHM OBHX KOjH Ce KOPHCTEe paau Jedema Muesia, Mopajy OuTu
CNPOBEJeHN MO PYKOBOACTBOM BerepuHapa. CBaka TakBa ymnorpeda JiekoBa HHje
J03BOJbEHA KAKO He OM JOIILIO 10 HAJI1a3a OMJI0 KAKBHX OCTATaKA JIEKOBAa y Mey.



Some drugs may not be used under any circumstances in food producing animals. The list of drugs
prohibited for use in food producing animals, including honey bees are as follows: [See 21 CFR §530.41 -
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

Hexn jiekoBM ce He MOTY KOPHUCTUTH HM MO KAKBHM OKOJHOCTHMMA y MPOU3BOAKU XpPaHe
NMOPEKJIOM KUBOTHIbe. JIMcTa 3a0pameHHX JieKOBa 3a ynotrpedy y NpPOM3BOIMLM XpaHe
NMOPEKJIOM 01 )KMBOTHIHA, YK/bYUYyjyhu u mMenonocHe muesie cy cuaenehe: [Buau 21 HDP §
530,41 —

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

(1) Chloramphenicol;

(2) Clenbuterol;

(3) Diethyilstilbestrol (DES);

(4) Dimetridazole;

(5) Ipronidazole;

(6) Other nitroimidazoles;

(7) Furazolidone.

(8) Nitrofurazone.

(9) Sulfonamide drugs in lactating dairy cattle (except approved use of sulfadimethoxine,
sulfabromomethazine, and sulfaethoxypyridazine);

(10) Fluoroquinolones; and

(11) Glycopeptides.

(12) Phenylbutazone in female dairy cattle 20 months of age or older.

7. Standards

FDA has the responsibility to establish United States identity, quality, and fill of container standards for a
number of food commodities. Food standards, which essentially are definitions of food content and
quality, are established under provisions of Section 401 of the FD&C Act. FDA's food standards may be
found in 21 CFR Parts 100 - 169 (the standards are contained in Parts 130 - 169). Standards have been
established for a number of commodity groups. The Standards may be accessed via the Internet. While
standards have been established for a wide variety of products, no US standard of identity has been
established for honey. You may be interested in knowing that US States may establish their own
standards when there is no US standard. The State of Florida, for example, has established its own
standard for honey.

Cranaapau
“FDA”-oBa je oarosopHoct aa yrBpau uaeHturer CjeaumeHe Amepuuke Jlpxkase,

KBAJINTET, U NMOMYHU O] KOHTEjHEPCKHX CTAaHAapIa 3a HEKOJUKO mpexpamM0eHHX poda.
Cranpapau xpaHe, Koje y CyIITHHA €y Ae(pMHULIMje XPaHe, CaApKaja M KBAJIUTET, HABeeHH
cy ocHoBaMa y oapeadama 4iaaHa 401 osor @/ & I Akra. “FDA” npexpam0enu cTangapan
ce mory Hahmu y 21 LH®P nenouma 100 - 169 (cranaapam cagp:kanu y cermentuma oa 130 -
169). Cranpapam cy ycnocTaB/beHHM 32 HEKOJIHMKO poOHux rpyma. Cranpapay ce Moike
npuctynutu nyrem HurepHera. /lok €y cTaHIapaHM YCIOCTAB/beHH 32 IIMPOK CHEKTAp
npoussoaa. Hujenan cranaapa aMmepuykor WIeHTHUTeTa HHUje OCHOBaH 3a Med. Mo:kaa cre
3anHTepecoBanu aa 3Hate Aa CAJl. /Ip:kaBe ycmocTaB/bajy CONCTBEHe CTaHIapae Kaaa
Hema Cranpapaia CAJl-a. [Ip:xkaBa ®uaopuaa, Ha mnpuMep, je OCHOBAJAa CONCTBEHHU
cTaHIap] 32 Mel.
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8. Labeling
FDA's food labeling regulations contain the requirements which when followed result in honest and

informative labeling of food in consumer-size packages. Food labeling must be in the English language
except for articles distributed solely in the Commonwealth of Puerto Rico or a United States territory
where the predominant language is one other than English (21 CFR §101.15(c)). However, if the label
contains any representation in a foreign language, all words, statements and other information required
to be on the label must not only be in English but also that foreign language. A useful guide
summarizing FDA’s food labeling requirements is called “Food Labeling Guide” and is available at:

http://www.fda.gov/Food/GuidanceComplianceRegulatorylnformation/GuidanceDocuments/FoodLabeli
ngNutrition/FoodLabelingGuide/default.htm.

ﬂexnapnca}be

“FDA” nponucH JeKJIapucamba XpaHe cajp:ke 3aXTeBe Koje cy ycjeause Kajia je pe3yarary
HCKPeHOM M MHGOPMATHBHOM JeKJIapHCcaby XpaHe 32 MOTPOIIAYKe BeJMYHHe. XpaHa Koja
ce JeKyapuiie MOpa OMTH Ha €HIJIECKOM je3MKYy, OCHM YJAHAKA KOju ce JUCTPUOyTHpajy
HcKBY4YHBO Yy 3ajennnuu [lopropuka niau tepuropuju Cjenumennx AMepnukux /{pxasa,
rae JAOMHHHMpa jeJaH je3suk ocuM eHrieckor (21 PP § 101.15 (u)). Mehyrum, ako
HAJICTTHA LA He CA/IPKU HUKAKBY 3aCTYIIJbEHOCT Y CTPAHOM je3HKY, CBe peuH, U3jaBe U Apyre
norpedHe uHGpoOpManMje HA eTUKETH He cMe OMTH CAMO HA EHIJIECKOM je3WKy ajiM U Ha
cTpaHoMm je3ukuky. Kopucno 3a cymupame “FDA” 3axTeBa 3a nekjiapucame XpaHe Ha3uBa
ce "xpana'" u Boauu 3a gexyapucame je 10CTYNaH Ha:
http://www.fda.gov/Food/GuidanceComplianceRegulatoryinformation/GuidanceDocuments/FoodLabeli
ngNutrition/FoodLabelingGuide/default.htm.

Mandatory label information for honey includes a statement of identity (common or usual name of the
product - 21 CFR §101.3); a declaration of net quantity of contents (21 CFR §101.105); the name and
place of business of the manufacturer, packer or distributor (21 CFR §101.5), and for consumer size
packages, nutrition information in the specified format (21 CFR §101.9).

Oo6aBe3Ha gexiapanuja 3a uHpopmaumje o Meay caaps;Ki U3jaBy 0 MIEHTUTETY (3ajeIHUYKHU
WM yoOnuajeHn Ha3uB npoussoaa - 21 PP § 101.3), u3jaBa o1 HeTO KOJIMYMHA caJpiKaja
21 O®P § 101.105), nazuB W MecTo mnocaoBama mnpousBohaua, [lpouzBohau wiam
aucrpudyrep (21 HPP § 101.5), a 3a mnorpomayke BeJUYHMHEe MAaKeTa, HCXpPaHa
uHdopmanmje y onpehenom popmary (21 PP § 101.9).

9. Import Alerts
Currently, there are three import alerts that impact honey being imported into the United States.

ObaBemrTema YBo3a
TpeHnyTHO , HOCTOje TP YBO3HA 00aBelITeHha KOju yTH4YY Ha yBo3 mena y CAJl .

e Import Alert 3601: Adulteration of Honey. Detention without Physical Examination (DPWE) with
Surveillance for imported honey from all countries. The article is subject to refusal under
801(a)(3) in that it appears that corn or cane sugar has been substituted in whole or in part for
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the product, honey. FDA can sample any shipment or lot of honey. If a violation is found, the
importing firm is put on DPWE
http://www.accessdata.fda.gov/cms_ia/importalert 108.html

ObaBemterse YBo3a 3601: dancuduxatu mena. 3aapxkaBame 0e3 (PU3MUKOT
nperaena (AIMNBE) ca nagzopom 3a yBo3 Meaa u3 cBux 3eMasba. [IpousBon je npeamer
ondujamwa nmoa 801 () (3) Ykouuko ce Halje na je kykypy3Ha uiau mehepna Tpcka
3aMeHa, Y HeJMHM WM JAeJUMHUYHO 3a mpousBon, mea. “FDA” mory y3opkoBatu
O0MJI0 KOjy MOIIM/BKY WJIM J0CTAa MeJa. AKO ce YTBPAU Kpulewme, YBO3HA (pupma he
outu craB/bibHa nox AIIBE.

http://www.accessdata.fda.gov/cms ia/importalert 108.html

Import Alert 3603: Detention Without Physical Examination of Honey Due to Chloramphenicol :
FDA may detain without physical examination (DWPE) all shipments of honey and honey
products from the firms listed in the Red List of this Import Alert. The article is subject to refusal
of admission pursuant to Section 801(a)(3) in that it appears to be adulterated in that it bears or
contains the new animal drug chloramphenicol (or conversion product thereof) that is unsafe
within the meaning of section 512 [Adulteration 402(a)(2)(C)(ii)]".
http://www.accessdata.fda.gov/cms_ia/importalert 110.html

OobaBemterse YBo3a 3603: 3aapxkaBame 0e3 (Ppu3MUKOr HCIUTHBaAKa Meaa 300r
xaopampennkona: “FDA” mo:xke 3agp:katu 0e3 ¢pusmuxor npersesa (ABIIE) cse
NOIIMW/bKe Me/Ia M MPou3Bojaa o Meaa o ¢pupmu HaBedeHux y LlpBenoj aucru oBor
ObaBemterse YBo3a. OBaj ujaHak je mpeaMer oa0ujamka mpHjeMa y CKJaay ca
wianoMm 801 (3) u ako cy m3ruenm aa cy ¢gajcuduKoBaTH U 12 HOCH WIH CAAPKH
HOBH KMBOTHHCKH JIeK XJIOpaM(eHUKO0JI (M1 KOHBep3Hje MPOU3B0/1a UCTOr) KOjU je
HecurypaH y cmucay wiana 512 [402 nokBapenoctH () (2) () (um)].

http://www.accessdata.fda.gov/cms ia/importalert 110.html

Import Alert 3604: Detention Without Physical Examination of Honey and Blended Syrup Due to
Presence of Fluoroquinolones: FDA may detain without physical examination (DWPE) all
shipments of honey, honey products and blended syrups from the firms listed in the attachment
for this Import Alert. The article is subject to refusal of admission pursuant to Section 801(a)(3)
in that it appears to bear or contain a food additive, namely, fluoroquinolone(s), that is unsafe
within the meaning of Section 409 [Adulteration, Section 402(a)(2)(C)(i)"; OR The article is
subject to refusal of admission pursuant to Section 80I(a)(3) in that it appears to be adulterated
in that it bears or contains a new animal drug (or conversion product thereof) that is unsafe
within the meaning of section 512 [Adulteration, 402(a)(2)(C) [ii)"

http://www.accessdata.fda.gov/cms ia/importalert 111.html

OobaBemrerse YBo3a 3604: 0e3 (pM3MUKOI MCIMTHBAKA Meda W MEIIAHOI CHpyHa
300r npucycrsa ®ayopoxunoionu: “FDA” mo:ke 3aap:xaTu 0e3 GU3MYKOT MperJieaa
(ABIIE) cBe mommu/bke Meaa, MPOU3BOe 01 Mea U MellaHe cupyne o1 GupMH Koje
Cy HaBeJeHe Yy NMPHJIOTY OBOI o0aBelITewe 3a YB03. UjaH je mpeamer oadujama
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npujema y ckiaaay ca yiaanom 801 () (3) y Tome mTo m3riena Kao Ja HOCH WJIHM
caJp:Ku aJIUTUBE XpaHe, HAaUMe, GJIy0OPOKYHHOJIOHE (C), KOjU je HECUTYPaH Y CMHUCILY
wiana 409 [mokBapenoctu, Cexumja 402 () (2) () (u) ", MM YIaHAK je mMpeaMeT
ondujama mpujemMa y ckjaay ca wianom 80ua (a) (3) y ToMe 1ITO ce YHHHU 1A je
dascupukoBaHO TO TOME INITO HOCH WM CAAPKU HOBH >KUBOTHILHCKHU JIEK
(mpou3BOA WJIM KOHBEpP3HMja HCTOr) KOjH je HeCHIYpaH y cMHCJIy 4JjaHa 512
[moxBapenocTu, 402 () (2) () [II)

http://www.accessdata.fda.gov/cms ia/importalert 111.html
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