GRAS Notice (GRN) No. 902
https://lwww.fda.gov/food/generally-recognized-safe-gras/gras-notice-inventory

AIBMR Life Sciences, Inc.

December 17, 2019

Susan Carlson, PhD

Division Director

Division of Biotechnology and GRAS Notice Review
Office of Food Additive Safety (HFS-200)

Center for Food Safety and Applied Nutrition

Food and Drug Administration

Department of Health and Human Services

5001 Campus Drive

College Park, MD 20740

Dear Dr. Carlson:

In accordance with regulation 21 CFR Part 170 Subpart E (Generally Recognized
as Safe (GRAS) Notice), on behalf of HealthTech BioActives, S.L.U. (the notifier),
the undersigned, Kayla Preece, submits, for FDA review, the enclosed notice that
neohesperidin dihydrochalcone is GRAS for use in foods.

Should you have any questions or concerns regarding this notice, please contact me
at 253-286-2888 or kayla@aibmr.com.

Sincerely,

Kayla Preece (- —~nt of the notifier)
Scientific and Kegulatory Consultant
AIBMR Life Sciences, Inc. (“AIBMR”)

Neohesperidin dihydrochalcone GRAS 2




#902

Notice to US Food and Drug Administration of the
Conclusion that the Intended Use of
Neohesperidin dihydrochalcone is Generally
Recognized as Safe

Submitted by the Notifier:

HealthTech BioActives, S.L.U.
Ctra. Beniel a Zeneta, 143-145
El Raiguero-La Villa
30130 Beniel (Murcia)
Spain

Prepared by the Agent of the Notifier:

AIBMR Life Sciences, Inc.
2800 E. Madison, Suite 202

Seattle WA 98112
RECEIVED
December 17, 2019
JAN 82020
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From: Kayla Preece

To: Harry. Molly

Cc: Amy Clewell; John Endres; Jared Brodin
Subject: GRN 902: Response to FDA Questions
Date: Tuesday, May 26, 2020 11:04:30 AM
Attachments: EDAResponseEmail-Final.docx

Gumbmann 1978.pdf

contaminant and pesticide (018D068).pdf
contaminant and pesticide (019C045).pdf
contaminant and pesticide | (016K007).pdf
contaminant and pesticide Il (016K007).pdf
contaminant and pesticide 111 (016K007).pdf

Hello Ms. Harry-

Attached you will find requested documentation as well as responses to the questions from the
FDA. Please let us know if you have any additional questions.

Best regards,
Kayla

Kayla Preece, ND
Scientific and Regulatory Consultant
AIBMR Life Sciences, Inc.
(253) 286-2888
www.aibmr.com | @AIBMRInc
The information contained in this transmission may be legally privileged and confidential information
intended only for the use of the intended recipient. If you are not the intended recipient, the review,

dissemination, distribution, copying, or printing of this transmission is strictly prohibited. If you have
received this message in error, please notify me immediately. Thank you.


mailto:kayla@aibmr.com
mailto:Molly.Harry@fda.hhs.gov
mailto:amy@aibmr.com
mailto:john@aibmr.com
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REPORT OF ANALYSIS N° R19028074_V0
Date 05/03/2019
Page 1/8

ACCREDITATION N°1- GRUPO FERRER

1904 RANGE Joaquina, Helena

mﬁgég&_m Raiguero, 143-145

£SSAES 30588 ZENETA (MURCIA)
Laboratory reference 19/PN028074
Customer reference 1010108, 018D068
Type of sample NEOHESPERIDINA DC Weight 371g
Status Grind Temperature at reception Room
Date of reception 25/02/2019 15:05:23 Expiration date 25/05/2019
Packaging Customer Transport DHL
Quotation reference DES180463 Regional agency Phytocontrol Alicante
Ordered analysis
Pesticides Dithiocarbamates (CS2)
Multirésidus GC250 + Multirésidus LC350

Heavy metals 5 Métaux
Mycotoxines Aflatoxins B1 B2 G1 G2
Polycyclic aromatic 4 PAHs
hydrocarbons (PaH)
Other contaminants Melamine

Sample at reception
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Results of analysis

Result Unit LOQ Limit End of analysis
Pesticides
Multiresidues GC 250 ND 05/03/2019
Multiresidues LC 350 ND 04/03/2019
Specific monoresidues
Dithiocarbamates (CS2) ND ma/kg 0,05 27/02/2019
Heavy metals
Lead* <0,04 mag/kg 0,04 05/03/2019
Cadmium* < 0,01 mg/kg 0,01 05/03/2019
Arsenic* <0,03 mg/kg 0,03 05/03/2019
Mercury* < 0,005 mg/kg 0,005 05/03/2019
Palladium* 0,42+ 0,08 mg/kg 0,01 05/03/2019
Mycotoxines
Afiatoxin B1 ND palkg 1 26/02/2019
Afiatoxin B2 ND palkg 1 26/02/2019
Aflatoxin G1 ND palkg 1 26/02/2019
Aflatoxin G2 ND palkg 1 26/02/2019
Afiatoxins (2 B1,B2, G1,G2) ND pg/kg 1 26/02/2019
Polycyclic aromatic hydrocarbons (PaH)
Benzo(a)pyrene ND Hg/kg 05 27/02/2019
Benzo(a)anthracene ND Hgkg 05 27/02/2019
Benzo(b)fluoranthene ND Hg/kg 0,5 27102/2019
Chrysene ND Hgkg 05 27/02/2019
Sum of the 4 HAP ND Hg/kg 05 27/02/2019
Other contaminants
Melamin ND mg/kg 0,1 27/02/2019

Detalil of the analyzed parameters and the methods used in following page(s)

Legend

ND = Not Detected D = Detected LOQ = Limit of Quantification NA = Not Analysed

(m):assayed without associated analyte(s) with analyzes carried out only within the scope of Regulation No 396/2005 and its amendments or
Directives 2006/125 / EC and 2006/141 / EC.

Used methods mentioned in following page(s) :

MOC3/05 version 0 : Determination of pesticide residue content by GC-MS-MS : internal method.

MOC3/11 version 0 : Determination of the content in dithiocarbamates on fruits and vegetables by GC-MS/HS : internal method.

MOC3/23 version 2 : Determination of the content of PAH by GC-MS/MS : internal method.

MOC3/85 version 0 : Determination of heavy metals elements (metallic and non-metallic) in all product of animal and vegetable origin including babyfood by ICP-MS:
internal method.

MOC3111 version 2 : Determination of mycotoxins in product of plant origin LC-MS-MS: internal method.
MOC3134 version 1 : Determination of melamin content in feed and food, including babyfood, by LC-MS/MS : intemal method
MOC3407 version 0 : Determination of pesticide residue content by LC-MS-MS : intemal method.

Comments

The analytical results are only valid within the perimeter of application of the used method.

The limit values are based on the regulations and / or guidelines and / or recommendations listed below :

Pesticides

* Human and Animal Nufrition (raw materials): Regulation (EC) No 396/2005 and subsequent amendments on maximum residue levels of pesticides in or on food and feed
of plant and animal origin.

+ Animal Feed: Directive 2002/32 and subsequent amendments on undesirable substances in animal feed. The maximum levels apply to feedingstuffs with a moisture
content of 12%.

Heavy metals

* Food:

Regulation (EC) No 1881/2006 and subsequent amendments setting maximum levels for certain contaminants in foodstuffs.

Copper and Mercury (depending on matrix) : Regulation (EC) No 386/2005 and subsequent amendments on maximum residue levels of pesticides in or on food and feed of
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plant and animal origin.

+ For wine: OIV - Maximum acceptable limits of various elements in wine (2015 edition).

« Animal Feed: Directive 2002/32 and subsequent amendments on undesirable substances in animal feed. The maximum levels apply to feedingstuffs with a moisture
content of 12%.

+ Food additives: Regulation (EU) n°231/2012 and subsequent amendments laying down specifications for food additives listed in Annexes Il and Ill to Regulation (EC)
N°1333/2008 of the European Parliament and of the council.

Mycotoxines

« Food : Regulation (EC) No 1881/2006 and subsequent amendments setting maximum levels for certain contaminants in foodstuffs.

Recommendations 2013/165/UE on the presence of T-2 toxin and HT-2 in cereals and cereal products.

« Animal Feed: Directive 2002/32 and subsequent amendments on undesirable substances in animal feed. The maximum levels apply to feedingstuffs with a moisture
content of 12%.

Polycyclic aromatic hydrocarbons (PaH)

* Food: Regulation (EC) No 1881/2006 and subsequent amendments setting maximum levels for certain contaminants in foodstuffs.

Units may vary depending on the matrix: pg/kg (raw) or pg/kg MG (fat).

more information :
Melamin : According EC 584/2012, the maximum limit of melamin on food is 2,5 mg/kg unless it can be proven that the level of melamine higher than 2,5 mg/kg is
the consequence of authorized use of cyromazine as insecticide. The melamine level shall not exceed the level of cyromazine.

This provision does not apply on baby food. The limit on powdered infant formulae and follow-on formulae is Tmg/kg

Signature

The updating of regulatory information as regard to the European regulation or any other Report validated by :
published standard is ensured by our Regulatory Monitoring department.

Audrey COSTE
Analytical Validation

- This certificate was electrically produced and validated. The name and the function of the persons in charge on it document were produced
on a protected procedure and personalised. This certificate is authentic. A paper version signed of this document can be obtained on simple
demand.

- The results of analysis concern only objects subjected to the analysis.

- In absence of accurate and of opposite indication, the Limit of Detection is equal to half of the Limit of Quantification (excluding
subcontracted parameters).

- The reproduction of this report is authorized only in its complete form except when authorised by the laboratory.

- Only certain performances reported in this document are covered by the accreditation. They are identified by the symbol *.

- Uncertainty communicated on demand.

- Comments are not covered by the accreditation.

- PHYTOCONTROL is accredited by the FAVV-AFSCA and is approved by INAO, BNN and by QS, and certified ISO 14001 by Afnor.
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Pesticides Clomazone ND 0,01 MOC3/05 Fenhexamide ND 0,01 MOC3/05
Coumaphos ND 0,01 MOC3/05 Fenitrothion ND 0,01 MOC3/05
Multiresidues GC 250 Cyfluthrine (B+Y) ND 0,01 MOC3/05 Fenobucarbe ND 0,01 MOC3/05
FB3/02.c vers. 24 (01/02/2019) Cyhalofop-butyl ND 0,01 MOC3/05 Fenpropathrine ND 0,01 MOC3/05
Result LOQ method cypaithrine(s des isoméres) ND 0,01 MOC3/05 Fenpropimorphe ND 0,01 MOC3/05
Unit-o.zmg/kg Cymiazole ND 0,01 MOC3/05 Fenvalerate (¥ des isoméres) ND 0,01 MOC3/05
1.4-Dimethyinaphtaiene ND 0,01 MOC3/05 o o rmathrine(a+B+0+) ND 0,01 MOC3/05 Fipronil(+sulfone) ND
24 Bichlorophendl (TOR) (. ND 0,01 MOC305 ¢ roconazole ND 0,01 MOC3/05  Fipronil ND0,005 MOC3/05
#Fhenviphenalisomme) D Cyprodini ND 0,01 MOC3/05  Fipronil-sulfone NDO0,005 MOC3/05
i ND 001 MOCINS 11115 des isomeres) ND Fipronil-desulfinyl ND 0,01 MOC3/05
2Fhetyihydicginons NOO01 MOGIRE: DT ND 0,01 MOC3/05 Fluazifop-p-butyl (m) ND 0,01 MOC3/05
Z-Phenylphenol ND 0,01 MOC3O5 . ppt ND 0,01 MOC3/05 Fluchloralin ND 0,01 MOC3/05
SdCtimoNne NDO.OY MOGWS, - 1pDDE ND 0,01 MOC3/05 Flucythrinate ND 0,01 MOC3/05
Hf-Dichiorobenzophanone ND 0,01 MOC3005 o 1pE(DDD) ND 0,01 MOC3/05 Fludioxonil ND 0,01 MOC3/05
Aretachiore ND 0,01 MOC305 h oy methrine ND 0,01 MOC3/05 Flufenacet (m) ND 0,01 MOC3/05
R ND 0,01 MOC30S5 1 oton-S-methyl ND 0,01 MOC3/05 Fluopicolide ND 0,01 MOC3/05
il NDO.OY MOGINS.. Cratinas ND 0,01 MOC3/05 Flurochloridone ND 0,01 MOC3/05
Aetneiting ND 001 MOGINS 1, ibeni ND 0,01 MOC3/05 Fluroxypyr-methylheptyl ester ND 0,01 MOC3/05
T ND 0,01 MOC3I05 1y, iotenthion ND 0,01 Moc3/05 (M)
Ametryn ND 0,01 MOCI05 it o e D001 MoC3s Fusliazole ND 0,01 MOC3/05
Amisulbrom ND 001 MOC30§ .o R — T ND 0,01 MOC3/05
Atrazine ND 0,01 MOC3I05 [yt m) ND 001 MOGa/05 Flutrafol ND 0,01 MOC3/05
Benalaxyl dont Benalaxyl-M ND 001 MOCHOS [\ s isomeres) i Fluvalinate (Tau) ND 0,01 MOC3/05
Bendiocarb ND 001 MOC305 L o ND 001 MOC3/05 Folpetisomme) ND
Benfluraline ND 001 MOC305  pyo e NG Mocaps) Fowét ND 0,01 MOC3/05
Benoxacor ND 0,01 MOC3I05 o0 ND 001 MOC30s  Phtalimide ND 0,01 MOC3/05
Bifenox ND 0,01 MOCHOS i v 2 Fonofos ND 0,01 MOC3/05
Bifenthrine ND 001 MOC305 .. ND 0,01 MOC3/0s Formothion ND 0,01 MOC3/05
Biphenyl ND 001 MOC305 .. DG Mocog: PR ND 0,01 MOC3/05
Ehsriancl ND 0,01 MOC3NS . oencard ND 0,01 MOC3/05 Haloxyfop-2-ethoxyethyl (m) ND.0.01 MOG3N
Bromocyclen ND 001 MOC305 .~ ND 0,01 MOG3/05 Heloxylop-methy(R+S) (m) ND 0,01 MOC3/05
Bromophos-ethyl ND 0,01 MOC3/05 o . ND B Mocas: HOB ND 0,01 MOC3/05
Bromophos-methyl ND 0,01 MOC3/05 Dimetachlor ND 0,01 MOC3/05 HCH alpha ND 0,01 MOC3/05
Bromopropylate ND 0,01 MOC3/05 oo o NDOB Hocams: HOH G ND 0,01 MOC3/05
Butachlor ND 0,01 MOCIOS [ o oo ND 0,01 MOG3/0s HCH gamma ND 0,01 MOC3/05
Butraline ND 0,01 MOCHOS [y e " ND 0,01 MOC3/0s Heptachiore(+epoxyde) ND
Captafol ND 001 MOC3/05 o ND 001 Mocaos  Heptachiore ND 0,01 MOC3/05
Captan(somme) ND Edifenphos ND 0,01 MOC3/05 Heptachlore epoxyde cis- ND 0,01 MOC3/05
Captan ND 0.01 MOCBI05 £ oo pssuifate) i Heptachlore epoxyde trans- ND 0,01 MOC3/05
Tetrahydrophtalimide (THP! ND 001 MOC3I05 .. o ND 0,01 MOC3/0s Heptenophos ND 0,01 MOC3/05
Carbaryl ND 001 MOCIO0S ¢ e ND 0,01 MoCa/os Hexazinone ND 0,01 MOC3/05
Carbofuran(+3-hydroxy) (m) ND Endosulfan sulfate ND 0,01 MOC3/05 'odofenphos ND 0,01 MOC3/05
Carbofuran ND 001 MOC305 . ND 0,01 MOG3/0s Prodione ND 0,01 MOC3/05
Carbofuran-3-Hydroxy ND 001 MOC305 _ . . ND 001 MOGH/05 's0benzan ND 0,01 MOC3/05
Furathiocarbe ND 001 MOC305 [ NDGO1 MOGH05: 8odine ND 0,01 MOC3/05
Sabaphromicn ND 0,01 MOCINS oy inisraline ND 0,01 MOC3/05 'sofenphos-ethyl ND:0.01 MOGIS
Carfentrazone-ethyl ND 001 MOC30S [y o ND 0,01 MOG3/05 'Sofenphos-methyl ND 0,01 MOC3/05
Chlorbenside ND 0,01 MOC305 g ND 0,01 MOG3/05 'soxadifen-ethy ND 0,01 MOC3/05
Chlordane(cis+trans) ND 0,01 MOCHOS cy 0 o ) ND 001 MOCH/05 Leptophos ND 0,01 MOC3/05
Chlorfenapyr ND 0,01 MOC3/05 Ethoprophos ND 0,01 MOC3/05 Malathion(+Malaoxon) ND
Chlorfenson ND 0,01 MOC3I05 cy o ND 001 MOC0s  Maathion ND 0,01 MOC3/05
Chlorfenvinphos ND 001 MOCHOS [ ND 001 MOCH0s  Malaoxon ND 0,01 MOC3/05
Chlorobenzilate ND 0,01 MOC305 [ ..~ ND 001 MOG3/05 Mepanipyrim ND 0,01 MOC3/05
Chiorothalonil ND 0,01 MOCI05 g ND 001 MOC3/05 Meproni ND 0,01 MOC3/05
Chlorpropham ND 001 MOC305 [ . ND 0,01 MoC3/0s Metalaxyl dont Metalaxyi-M ND 0,01 MOC3/05
Chlorpyrifos ND 001 MOC3005 [ ND 0,01 MOC3/05 Metazachior ND 0,01 MOC3/05
Chlorpyrifos-methyl ND 0,01 MOCHOS Lo o o ND 001 MOG3/0s Methacifos ND 0,01 MOC3/05
Chilorthal dimethyl ND 001 MOC305 __ . ND 001 MOG3/05 Methidathion ND 0,01 MOC3/05
“Hiontiophos ND 001 MOCINS o zaquin ND 0,01 MOC3/05 Methoxychiore ND:0.01 MOCIS
Shiczchnte ND 001 MOC3NS .\ miorphos (m) ND 0,01 MOC3/05
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Metolachlore dont S- ND 0,01 MOC3/05 Sebuthylazine ND 0,01 MOC3/05 Asulam ND 0,01 MOC3407
Metolachlore Secbumeton ND 0,01 MOC3/05 Atrazine desisopropyl ND 0,01 MOC3407
Mirex ND 0,01 MOC3/05 g, e, ND 0,01 MOC3/05 Atrazine-desethyl(+deisopropy ND 0,01 MOC3407
Myclobutanil ND 0,01 MOC3I05 g\ 1005 ND 0,01 MOC3/05 Azaconazole ND 0,01 MOC3407
Nitrefene ND 0,01 MOC3/05 1op conazole ND 0,01 MOC3/05 Azadirachtin(somme) ND
Nifrothal isopropyfe ND 0,01 MOC3/05 yop, fanpyrad ND 0,01 MOC3/05  Azadirachtin A ND 0,01 MOC3407
Oxadiazon ND 0,01 MOC3/05 yop, irimphos ND 0,01 MOC3/05 Azadirachtin B ND 0,01 MOC3407
Oxadixy! ND 0,01 MOC3/05 1ocnazene ND 0,01 MOC3/05 Azamethiphos ND 0,01 MOC3407
Oxyfuorfane ND 0,01 MOC3/05 1 thrine ND 0,01 MOC3/05 Azimsulfuron ND 0,01 MOC3407
Parathion-ethyl ND 0,01 MOC3/05 1o, ND 0,01 MOC3/05 Azinphos-ethyl ND 0,01 MOC3407
Farathion-methyl (m) ND 0,01 MOCBI05 1o, fog ND 0,01 MOC3/05 Azinphos-methyl ND 0,01 MOC3407
FCE 028 ND 0,01 MOC3/05 1o, thyiazine ND 0,01 MOC3/05 Azoxystrobine ND 0,01 MOC3407
FC8 052 ND 0,01 MOC3I05 1o, trvne ND 0,01 MOC3/05 Beflubutamide ND 0,01 MOC3407
PCa 101 ND 0,01 MOC3/05 1o4rachionvinphos ND 0,01 MOC3/05 Carbofuran(somme LC) (m) ND
FCE118 ND 0,01 MOC3/05 rteagifon ND 0,01 MOC3/05 Benfuracarbe ND 0,01 MOC3407
FCB 138 ND 0,01 MOC3/05 etramethrine ND 0,01 MOC3/05 Carbosulfan ND 0,01 MOC3407
FCB153 ND 0,01 MOC3/05 yoiragy ND 0,01 MOC3/05 Bensulfuron-methyl ND 0,01 MOC3407
PCE 180 ND 0,01 MOC305 105f0s-methyl ND 0,01 MOC3/05 Bentazone(somme) (m) ND
Fenconazole ND 0,01 MOC3/05 1ovifanid (m) ND 0,01 MOC3/05 Bentazone ND 0,01 MOC3407
Pendimethaline ND 0,01 MOC3/05 1. 15methrine ND 0,01 MOC3/05 Bentazone 8 hydroxy ND 0,01 MOC3407
Fentachloroanisole ND 0,01 MOC3/05 1. psfiuthrine ND 0,01 MOC3/05 Bentazone 6 hydroxy ND 0,01 MOC3407
Permethrine{cis + trans) ND 0,01 MOCB/05 i dimefon ND 0,01 MOC3/05 Benthiavalicarb-isopropyl (m) ND 0,01 MOC3407
FPerthane ND 0,01 MOC3/05 12 dimenol ND 0,01 MOC3/05 Benzovindiflupyr ND 0,01 MOC3407
Fhenalhrine ND 0,01 MOC3/05 1100 ND 0,01 MOC3/05 Bifenazate(+diazene) ND
Fhenthoate ND 0,01 MOC3/05 1iaminhos ND 0,01 MOC3/05 Bifenazate ND 0,01 MOC3407
Friosalone ND 0,01 MOC3I05 1ia700h0s ND 0,01 MOC3/05 Bifenazate-diazene ND 0,01 MOC3407
Fiperonyl butoxide ND 0,01 MOC3/05 1chioronat ND 0,01 MOC3/05 Bispyribac-sodium ND 0,01 MOC3407
Firimicarb ND 0,01 MOC305 i raline ND 0,01 MOC3/05 Bixafen ND 0,01 MOC3407
Firimiphog-ethyl ND 0,01 MOC3/05 ygjtenalate ND 0,01 MOC3/05 Boscalide ND 0,01 MOC3407
Finmiphos-methyl ND 0,01 MOC3/05 \inc1070fine ND 0,01 MOC3/05 Bromacil ND 0,01 MOC3407
PHfenate ND 0,01 MOCBI05 7,.amide ND 0,01 MOC3/05 Bromoxynil ND 0,01 MOC3407
Pretilachlore ND 0,01 MOC3/05 e NEL0.0T MOCIAGT
Procymidone ND 0,01 MOC3/05 Multiresidues LC 350 Bupirimate ND 0.01 MOC3407
Profenophos ND 0,01 MOC3/05 FB3/02.A vers. 2 (07}'01.’2{]19) Buprofezin ND 0:01 MOC3407
Prometryn ND 0.01 MOC3/05 L Readt LOQ mwhod Butoxycarboxim ND 0,01 MOC3407
Propachlore (m ND 0,01 MOC3/05 : . y
Pmpp:ﬁm & ND 001 MOC3/0s  Cinmethylin ND 0,01 MOC3407 Eﬁm"y‘a’b"’“m*’"mae :g g‘g: :xﬁ;
A ND 001 MOC3/o5  Prallethrin ND 001 MoC3407 W i Naaiyrod
P ND 0,01 MOC3/05 24 Diacide libre) (m) ND 0,01 MOC3407 i e TR i s il
Cie Y ND 0,01 MOG3/05 6-Benzyladenine ND 0,01 MOC3407 : :
Propyzamide ND 0,01 MOC3jo5 Abamectine(somme) ND Cmaﬁtt:n:::j: e?: diez::n isomére) el
Proquinazid ND 0,01 MOC3/05 Avermectine Bla ND 0,01 MOC3407  carhoxine ND 0,01 MOC3407
Prosulfocarbe ND 0,01 MOC3/05 Avermectine B1b ND 0,01 MOC3407 Gpygrantraniliprole ND 0,01 MOC3407
Prothiophos ND 0,01 MOc3/os B.8-Z-AvermectinBia ND 0,01 MOC3407 Gpygefiyazuron ND 0,01 MOC3407
Prothoate ND 0,01 MOC3/05 Acephate ND 0,01 MOG3407 opyyoridazon(somme) ND
Pyrazophos ND 0,01 MOC3/05 Acequinocyl ND 0,01 MOC3407  cp1odazon ND 0,01 MOC3407
Pyridaben ND 0,01 MOc3/os Acetamipride ND 0,01 MOC3407  cpioridazon-desphenyl ND 0,01 MOC3407
Pyridalyl ND 0,01 MOC3/05 Aldicarb(somme) ND Chloridazon-methyl-despheny ND 0,01 MOC3407
Pyridaphenthion ND 0,01 MOC3/os Aldicarb ND 0,01 MOG3407 gpygrotoluron ND 0,01 MOC3407
Pyrifenox ND 001 MOC3/05 Aldicarb sulfone ND 0,01 MOC3407  chioroxuron ND 0,01 MOC3407
Pyrimethanil ND 0,01 MOc3/os  Aldicarb sulfoxide ND 0,01 MOC3407  chiorsuffuron ND 0,01 MOC3407
Pyriproxyfen ND 0,01 MOC3/os Ametoctradine ND 0,01 MOC3407 oy, omafenczide ND 0,01 MOC3407
Quinalphos ND 0,01 MOC3/o5 Amidosulfuron ND 0,01 MOC3407 cinigon-ethyl ND 0,01 MOC3407
Quinomethionate ND 0,01 MOC3/05 Amitraze(somme) ND Cinosulfuron ND 0,01 MOC3407
Quinoxyfen ND 001 MOC3/05 Amitraze ND 0,01 MOCB407 gjethodim(somme) (m) ND
Quintozene(+PCA) ND 2.4-Dimethylaniline ND 001 MOC3407  ciethodim ND 0,01 MOC3407
Quintozene ND 0,01 MOC3/05 gl*nfét‘h AR ND 0,01 MOC3407  (jethodim sulfoxide ND 0,01 MOC3407
Pentachloroaniline (PCA) ND 001 MOCHO5  \ o4 i onytNp- ND 0,01 MOCa4o7  Sethoxydim ND 0,01 MOC3407
Quizalofop-ethyl ND 0,01 MOC3/05  methyiformamidine HCI Clodinafop-propargyl ND 0,01 MOC3407
s 421 ND 0,01 MOC3/05 Amitrole ND 0,01 MOC3407 Clofentezine ND 0,01 MOC3407
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Clothianidine ND 0,01 MOC3407 Fenamidone ND 0,01 MOC3407 Hexaflumuron ND 0,01 MOC3407
Cyanazine ND 0,01 MOC3407 Fenamiphos- ND Hexythiazox ND 0,01 MOC3407
Cyantraniliprole ND 0,01 MOC3407 Sulfone(*sulfoxide) (m) Hydramethylnon ND 0,01 MOC3407
Cyazofamide ND 0,01 MOC3407  Fenamiphos-sulfone ND 0,01 MOCB407 1oy ND 0,01 MOC3407
Cycloxydime (m) ND 0,01 MOC3407  Fenamiphos-sulfoxide ND 0,01 MOC3407 |17 amox ND 0,01 MOC3407
Cycluron ND 0,01 MOC3407 Fenbuconazole ND 0,01 MOC3407 70 uiin ND 0,01 MOC3407
Cyfufenamid ND 0,01 MOC3407 Fenchlorphos oxon (m) ND 0,01 MOG3407 | osulfuron ND 0,01 MOC3407
Cymoxanil ND 0,01 MOC3407 Fenoxaprop-ethyl ND 0,01 MOC3407 | ipenconazole ND 0,01 MOC3407
Cyprosulfamide ND 0,01 MOC3407 Fenoxycarbe ND 0,01 MOC3407 | oigachiopride ND 0,01 MOC3407
Cyromazine ND 0,01 MOC3407 Fenpropidine ND 0,01 MOC3407 | 0xacarh (sénantioméres) ND 0,01 MOC3407
Daminozide (m) ND 0,01 MOC3407 Fenpyrazamine ND 0,01 MOC3407 | ifuron-methyl ND 0,01 MOC3407
Dazomet (m) ND 0,01 MOC3407 Fenpyroximate ND 0,01 MOCB407 i) (im) ND 0,01 MOC3407
Demeton-S ND 0,01 MOC3407 Fensulfothion ND 0,01 MOC3407 |,:5n45010 ND 0,01 MOC3407
Oxydemeton-methyl(somme) ND Fensulfothion-oxon ND 0,01 MOC3407 | benfos ND 0,01 MOC3407
Demeton-S-methyl sulfone ND 0,01 MOC3407 Fensulfothion-oxon-sulfone ND 0,01 MOC3407 |0 aficarbe ND 0,01 MOC3407
Oxydemeton-methyl ND 0,01 MOC3407 Fensutfothion-sulfone ND 0,01 MOC3407 5605 ND 0,01 MOC3407
Desmediphame ND 0,01 MOC3407 Fenthion(somme) ND Isocarbophos ND 0,01 MOC3407
Desmetryn ND 0,01 MOC3407  Fenthion ND 0,01 MOG3407 | fotamig ND 0,01 MOC3407
Diafenthiuron ND 0,01 MOC3407  Fenthion-suifone ND 0,01 MOCB407 | ocarh ND 0,01 MOC3407
Diallate ND 0,01 MOC3407  Fenthion-sulfoxide ND 0,01 MOCB407 |0 opaline ND 0,01 MOC3407
Diazinon ND 0,01 MOC3407  Fenthion-oxon ND 0,01 MOC3407 | othiotane ND 0,01 MOC3407
Dichlorprop(acide libre) (m) ND 0,01 MOC3407  Fenthion-oxon-suifone ND 0,01 MOG3407 | oturon ND 0,01 MOC3407
Diclobutrazol ND 0,01 MOC3407  Fenthion-oxon-sulfoxide ND 0,01 MOC3407 o razam ND 0,01 MOC3407
Dicloran ND 0,01 MOC3407 Fenuron ND 0,01 MOC3407 |, ahen ND 0,01 MOC3407
Difenacoum ND 0,01 MOC3407 Flazasulfuron ND 0,01 MOC3407 | atole(somme) (m) ND
Difenamide ND 0,01 MOC3407 Flenicamide(+TNFA+TNFG) ND Isoxaflutole ND 0,01 MOC3407
Difethialone ND 0,01 MOC3407 ~ Flonicamide ND 0,01 MOC3407  ppa 202248 ND 0,01 MOC3407
Diflubenzuron ND 0,01 MOC3407  TFNA ND 0,01 MOC3407 |- thion ND 0,01 MOC3407
Dimethenamid-P(Z des ND 0,01 MOC3407  TFNG ND 0,01 MOCB407 o oyim-methyl ND 0,01 MOC3407
isomeres) Florasulam ND 0,01 MOC3407 Lenail ND 0,01 MOC3407
Dimethoate ND 0,01 MOC3407 Fluazifop(free acid) (m) ND 0,01 MOC3407 |~ i 001 e
Dimethomorphe(Z des ND 0,01 MOC3407 Fluazinam ND 0,01 MOC3407 | e o G oL MOBIDT
isomeres) Flufenacet{somme) (m) ND 0 ) !
Di i ND 0,01 MOC3407 Mandipropamide ND 0,01 MOC3407
moxyst Flufenacet ESA ND 001 MOC3407 \co eMcPB (m) i
Diniconazole(E des isoméres) ND 0,01 MOC3A07  peo oot o ND 0,01 MOCBA07  ypop i
Dinocap(Z des isoméres) (m) ND 0,01 MOC3407 !
Flufenacet OA ND 001 MOC3407  y4cpp N 6L MOEIDY
Dinoseb (m) ND 0,01 MOC3407 :
Flufenoxuron ND 0,01 MOC3407 Foe ND 0.01 MOC3407
Dinotefuran ND 0,01 MOC3407 ! Meca :
Flumetralin ND 0,01 MOC3407 ypoe R ————
Dinoterb ND 0,01 MOC3407 .
Fluometuron ND 0,01 MOC3407 405 0sfolan ND 0,01 MOC3407
Disulfoton-sutfoxe(+sulfoxide) ND S48 S5 004 HORIDT :
(m) opyral / Meptyldinocap-phenol (2,4- ND 0,01 MOC3407
Disulfoton-suifone ND 0,01 MOC3407 Fluoxastrobine o 551
O i ND 0,01 MOGa4g7 Flupyradifurone ND 0,01 MOC3407 Mesosulfuron-methyl ND 0,01 MOC3407
S ND 001 MOG3407 Flupyrsulfuron methyl ND 0,01 MOC3407 Mesotrione ND 0,01 MOC3407
2 A ND 0,01 MoGado7 Fluauinconazole ND 0,01 MOC3407 Metaflumizone ND 0,01 MOC3407
DMST () ND 0.01 MOG3407 Fluroxypyr(acide libre) (m) ND 0,01 MOC3407 Metaldehyde ND 0,01 MOC3407
i ND 0.01 MoG3407 Furtamone ND 0,01 MOC3407 Metamitron ND 0,01 MOC3407
Dodemorphe ND 0,01 MOC3407 Fluxapyroxad ND 0,01 MOC3407 Metazachlor(somme) (m) ND
i ND 0.01 MOGaag7 Fomesafen ND 0,01 MOC3407  Metazachlor ESA ND 0,01 MOC3407
SR ND 0,01 MOGa4g7 Foramsulfuron ND 0,01 MOC3407  Metazachlor OA ND 0,01 MOC3407
SRt ND 0,01 MoGado7 Forchiorfenuron ND 0,01 MOC3407 Metconazole(E des isoméres) ND 0,01 MOC3407
" ND 0.01 MoGadgy Formetanate (hydrochioride) ND 0,01 MOC3407 Methabenzthiazuron ND 0,01 MOC3407
i ND 0.01 MOG340y Fosthiazate ND 0,01 MOC3407 Methamidophos ND 0,01 MOC3407
Ehomdeuliuron ety ND 0,01 MOGadg7 Fuberidazole ND 0,01 MOC3407  Methiocarbe(somme) ND
P ND 0,01 MOG34o7 Furametpyr ND 0,01 MOC3407  Methiocarbe ND 0,01 MOC3407
g i ND 0,01 MOC3407 FUmecyciox ND 0,01 MOC3407  Methiocarbe-sulfone ND 0,01 MOC3407
ONANTHY il ND 0,01 MOGadg7 Halauxifen-methyt ND 0,01 MOC3407  Methiocarbe-sulfoxide ND 0,01 MOC3407
R ND 0.01 MOGadg7 Haffenprox ND 0,01 MOC3407 Methomyl ND 0,01 MOC3407
el ND 0.01 MOG34q7 Halosulfuron-methyl ND 0,01 MOC3407 Methoxyfenozide ND 0,01 MOC3407
s ND 001 MOG340y Halowfop(acide libre) (m) ND 0,01 MOC3407 Metobromuron ND 0,01 MOC3407
- ND 0,01 MoGadg7 Hexaconazole ND 0,01 MOC3407 Metolachlore ESA ND 0,01 MOC3407
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Metolachlore OA ND 0,01 MOC3407  Prochloraz ND 0,01 MOC3407  Spirotetramat-keto-hydroxy ND 0,01 MOC3407
Metolcarb ND 0,01 MOC3407  Prochloraz metabolite ND 0,01 MOC3407  Spirotetramat-mono-hydrox ND 0,01 MOC3407
Metosulam ND 0,01 MOC3407 ~ BTS9608 Spiroxamine ND 0,01 MOC3407
Metoxuron ND 0,01 MOC3407 ;1’?5‘*‘:'3’;:; metabolits ND 0,01 MOC3407 g ctrione ND 0,01 MOC3407
Metrafenone ND 0,01 MOC3407 o o™ e ND 0,01 MOG3407 Stlfosuifuron ND 0,01 MOC3407
Metribuzine ND 0,01 MOC3407  (BTS44595) Sulfoxaflor ND 0,01 MOC3407
Metsulfuron-methyl ND 0,01 MOC3407  Prochloraz metabolite ND 0,01 MOC3407 TCMTB ND 0,01 MOC3407
Mevinphos ND 0,01 MOC3407  BTS44596 Tebufenozide ND 0,01 MOC3407
Milbemectin(somme) ND Promecarb ND 0,01 MOC3407 Tebytam ND 0,01 MOC3407
Milbemectin A3 ND 0,01 MOC3407 Prometon ND 0,01 MOC3407 g thjiron ND 0,01 MOC3407
Milbemectin A4 ND 0,01 MOC3407 Propamocarbe ND 0,01 MOC3407 ey penzuron ND 0,01 MOC3407
MNBA ND 0,01 MOC3407 Propanil ND 0,01 MOC3407 empotrione ND 0,01 MOC3407
Molinate ND 0,01 MOC3407 Propaphos ND 0,01 MOC3407 tepraioxydim(somme) (m) ND
Monalide ND 0,01 MOC3407 Propaquizafop ND 0,01 MOC3407  rgpraionydim ND 0,01 MOC3407
Monocrotophos ND 0,01 MOC3407 Propargite ND 0,01 MOCB407  1opaioxydim-5-hydroxy ND 0,01 MOC3407
Monolinuron ND 0,01 MOC3407 Propoxur ND 0,01 MOC3407 terhymeton ND 0,01 MOC3407
Monuron ND 0,01 MOC3407 Propoxycarbazone(somme) ND Terbumeton-desethyl ND 0,01 MOC3407
NAD(1-naphtyl acetamide) (m ND 0,01 MOC3407  Propoxycarbazone ND 0,01 MOC3407 tetraconazole ND 0,01 MOC3407
Naled ND 0,01 MOC3407  2-hydroxy-propoxycarbazon ND 0,01 MOC3407 1hiahendazole ND 0,01 MOC3407
Napropamide ND 0,01 MOC3407 Prosulfuron ND 0,01 MOC3407 1hiachiopride ND 0,01 MOC3407
Neburon ND 0,01 MOC3407 Prothioconazole-desthio ND 0,01 MOC3407 Thiadone ND 0,01 MOC3407
Nicosulfuron ND 0,01 MOC3407 Pymetrozine ND 0,01 MOC3407 1iamethoxam ND 0,01 MOC3407
Nitenpyram ND 0,01 MOC3407 Pyraclofos ND 0,01 MOCB3407 ypiencarbazone-methyl ND 0,01 MOC3407
Norflurazon ND 0,01 MOC3407 Pyraciostrobine ND 0,01 MOC3407 1hiensuifuron-methyl ND 0,01 MOC3407
Novaluron ND 0,01 MOC3407 Pyrafiufen-ethyl (m) ND 0,01 MOC3407 thiohencarb (m) ND 0,01 MOC3407
Nuarimol ND 0,01 MOC3407 Pyrethrines(Somme) ND Thiocyclam ND 0,01 MOC3407
Ofurace ND 0,01 MOC3407  Cinerine | ND 0,01 MOC3407 Thjodicarh ND 0,01 MOC3407
Omethoate ND 0,01 MOC3407 ~ Cinerine Il ND 0,01 MOC3407 hiometon ND 0,01 MOC3407
Orthosulfamuron ND 0,01 MOC3407  Jasmoline | ND 0,01 MOC3407 hinazin ND 0,01 MOC3407
Oryzalin ND 0,01 MOC3407  Jasmoline Il ND 0,01 MOCB407 oo anate-methyl ND 0,01 MOC3407
Oxamyl ND 0,01 MOC3407  Pyrethrine | ND 0,01 MOC3407 1qienpyrad ND 0,01 MOC3407
Oxasulfuron ND 0,01 MOC3407  Pyrethrine Il ND 0,01 MOC3407 opramezone ND 0,01 MOC3407
Oxathiapiprolin ND 0,01 MOC3407 Pyridate(+Pyridafol) (m) ND Triasulfuron ND 0,01 MOC3407
Paclobutrazol ND 0,01 MOC3407  Pyridate ND 0,01 MOC3407 1ia7amate ND 0,01 MOC3407
Paraoxon-ethyl (m) ND 0,01 MOC3407  Pyridafol ND 0,01 MOC3407 ipenyron-methyl ND 0,01 MOC3407
Pebulate ND 0,01 MOC3407 Pyrimidifen ND 0,01 MOC3407 yichiorfon ND 0,01 MOC3407
Pencycuron ND 0,01 MOC3407 Pyriofenone ND 0,01 MOC3407 101000 ND 0,01 MOC3407
Penflufen ND 0,01 MOC3407 Pyroquilon ND 0,01 MOC3407 Tricyciazole ND 0,01 MOC3407
Penoxsulame ND 0,01 MOC3407 Pyroxsulam ND 0,01 MOC3407 rigemorphe ND 0,01 MOC3407
Penthiopyrad ND 0,01 MOC3407 Quinmerac ND 0,01 MOG3407 rpiqqyvstrobine ND 0,01 MOC3407
pethoxamid ND 0,01 MOC3407 Quizalofop dont quizalofop-P ND 0,01 MOC3407 iymuyron ND 0,01 MOC3407
Phenmediphame ND 0,01 MOC3407 Resmethrine ND 0,01 MOC3407 iy ifuron Metabolite IN- ND 0,01 MOC3407
Phossinisornme) i Rimsulfuron ND 0,01 MOGC3407 M7222
s ND 001 MOC3407 Rotenone ND 0,01 MOC3407 Triflusulfuron-methyl ND 0,01 MOC3407
Ry ND 0,01 MOC3407 Sedaxane ND 0,01 MOC3407 Triforine ND 0,01 MOC3407
Brioestss ke ND 0,01 MOC3407 Silthiofam ND 0,01 MOC3407 Trinexapac-ethyl ND 0,01 MOC3407
- ND 0,01 MOC3407 Simazine ND 0,01 MOC3407 Triticonazole ND 0,01 MOC3407
Pt nconeatiing ND 0,01 MOC3407 Simetryn ND 0,01 MOC3407 Tritosulfuron ND 0,01 MOC3407
Phorecch-cicide ND 0,01 MOC3407 SPinetoram XDE-175 ND Vamidothion ND 0,01 MOC3407
e i Spinetoram XDE-175-J ND 0,01 MOC3407 Warfarin ND 0,01 MOC3407
Photiet ND 001 MOC3407  Spinetoram XDE-175-L ND 0,01 MOGC3407 Siiocilic iionoiesidice
Phosmet-oxon ND 0,01 MOC3407 Spinosad(A+D) ND Result LOQ method
Phosphamidon ND 0,01 MOC3407 ~ Spinosyne A ND 0,01 MOC3407 3154 5 . mgrkg
Phoxim ND 0,01 MOC3407 _ Spinosyne D ND 0,01 MOG3407 pysiocarbamates (CS2) ND 0,05 MOC3/11
PRcoilliadés ND 0,01 MOC3407 SPirodiclofen ND 0,01 MOG3407
Picoxystrobine ND 0,01 MOC3407 Spiromesifen ND 0,01 MOC3407 Heavy atais
R ND 0,01 MOC3407 SPirotetramate(+4 metabolites ND
Pirimicarb-desmethyl ND 0,01 MOC3407  SPirotetramat ND 0,01 MOC3407 Result LOQ method
e — ND 0,01 MOC3407  SPirotetramate-enol ND 0,01 MOC3407 Unit  : mglkg
O — ND Spirotetramat-enol-glucosid ND 0,01 MOC3407 Lead" <0,04 0,04 MOC3/85
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Cadmium* <0,01 0,01 MOC3/85
Arsenic* <0,03 0,03 MOC3/85
Mercury™ < 0,0050,005 MOC3/85
Palladium* 0,42 0,01 MOC3/85

Mycotoxines
Result LOQ method

Unit ¢ : pglkg

Aflatoxin B1 ND 1 MOC3111
Aflatoxin B2 ND 1 MOC3111
Aflatoxin G1 ND 1 MOC3111
Aflatoxin G2 ND 1 MOC3111
Aflatoxins (Z B1,B2, G1,G2) ND 1 MOC3111

Polycyclic aromatic hydrocarbons

(PaH)

Result LOQ method
Unit ¢ : pglkg
Benzo(a)pyrene ND 0,5 MOC3/23
Benzo(a)anthracene ND 0,5 MOC3/23
Benzo(b)flucranthene ND 0,5 MOC3/23
Chrysene ND 0,5 MOC3/23
Sum of the 4 HAP ND 0,5 MOC3/23

Other contaminants

Result LOQ method
Unit ¢ : mg/kg
Melamin ND 0,1 MOC3134
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GRUPO FERRER
Joaquina, Helena
Raiguero, 143-145
30588 ZENETA (MURCIA)

- This report cancels and replaces the previous version. Please disregard the previous report.

Laboratory reference
Customer reference

Type of sample

Status

Date of reception
Packaging
Quotation reference
Ordered analysis
Pesticides

Heavy metals
Mycotoxines

Polycyclic aromatic
hydrocarbons (PaH)
Other contaminants

Sample at reception

19/1-049736
1010095, 019C045

NHDC FARMA 5KG

Grind

03/04/2019 14:08:37
Customer
DES180463

Dithiocarbamates (CS2)

Weight 422g

Temperature at reception Room

Expiration date 03/07/2019
Transport DHL

Regional agency Phytocontrol Alicante

Multirésidus GC250 + Multirésidus LC350

5 Métaux
Aflatoxins B1 B2 G1 G2
4 PAHs

Melamine
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Results of analysis

Result Unit LOQ Limit End of analysis
Pesticides
Multiresidues GC 250 ND 16/04/2019
Multiresidues LC 350 ND 16/04/2019
Specific monoresidues
Dithiocarbamates (CS2) ND ma/kg 0,05 16/04/2019
Heavy metals
Lead* <0,04 mg/kg 0,04 30/04/2019
Cadmium* < 0,01 mg/kg 0,01 30/04/2019
Arsenic* <0,03 mg/kg 0,03 30/04/2019
Mercury* <0,005 mglkg 0,005 30/04/2019
Palladium* 0,26 + 0,05 mg/kg 0,01 30/04/2019
Mycotoxines
Afiatoxin B1 ND palkg 2 17/04/2019
Afiatoxin B2 ND palkg 2 17/04/2019
Afiatoxin G1 ND palkg 2 17/04/2019
Afiatoxin G2 ND palkg 2 17/04/2019
Afiatoxins (X B1,82, G1,G2) ND palkg 2 17/04/2019
Polycyclic aromatic hydrocarbons (PaH)
Benzo(a)pyrene ND Hg/kg 05 16/04/2019
Benzo(a)anthracene ND Hgkg 05 16/04/2019
Benzo(b)fluoranthene ND Hg/kg 0,5 16/04/2019
Chrysene ND Hgkg 05 16/04/2019
Sum of the 4 HAP ND Hg/kg 05 16/04/2019
Other contaminants
Melamin ND mg/kg 0,1 16/04/2019

Detail of the analyzed parameters and the methods used in following page(s)

Legend

ND = Not Detected D = Detected LOQ = Limit of Quantification MNA = Not Analysed NQ = Not Quantifiable NI = Not Identifiable

(m):.determined without its associated analyte(s) for pesticide residue analysis carried out only within the scope of Regulation 396/2005 and its
amendments, or Directive 2006/125/EC, or delegated Regulation (EU) 2016/127 supplementing Regulation (EU) No 608/2013, or for drug residue
analysis carried out only within the scope of Regulation 37/2010 and CRL/2007.

Used methods mentioned in following page(s) :

MOC3/05(51) version 0 : Determination of pesticide residue content by GC-MS-MS : intemal method.

MOC3/11(S1) version 0 : Determination of the content in dithiocarbamates on fruits and vegetables by GC-MS/HS : internal method.
MOC3/23(51) version 2 : Determination of the content of PAH by GC-MS/MS : internal method.

MOC3/85(S1) version 14 : Determination of heavy metals elements (metallic and non-metallic) in all product of animal and vegetable origin including babyfood by ICP-
MS: internal method.

MOC3111(S1) version 2 : Determination of mycotoxins in product of plant origin LC-MS-MS: intemal method.
MOC3134(S1) version 1 : Determination of melamin content in feed and food, including babyfood, by LC-MS/MS : internal method
MOC3407(S1) version 2 : Determination of pesticide residue content by LC-MS-MS : internal method.

(S1) : analysis carried out by Phytocontrol laboratoire d'analyses - 180 rue Philippe Maupas - Parc Georges Besse - 30035 NIMES

Comments

The analytical results are only valid within the perimeter of application of the used method.

The limit values are based on the regulations and / or guidelines and / or recommendations listed below :

Pesticides

+ Human and Animal Nutrition (raw materials): Regulation (EC) No 396/2005 and subsequent amendments on maximum residue levels of pesticides in or on food and feed
of plant and animal origin.

+ Animal Feed: Directive 2002/32 and subsequent amendments on undesirable substances in animal feed. The maximum levels apply to feedingstuffs with a moisture
content of 12%.
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Heavy metals
+ Food:

Regulation (EC) No 1881/2006 and subsequent amendments setting maximum levels for certain contaminants in foodstuffs.

Copper and Mercury (depending on matrix) : Regulation (EC) No 396/2005 and subsequent amendments on maximum residue levels of pesticides in or on food and feed of
plant and animal origin.

+ For wine: OIV - Maximum acceptable limits of various elements in wine (2015 edition).

+ Animal Feed: Directive 2002/32 and subsequent amendments on undesirable substances in animal feed. The maximum levels apply to feedingstuffs with a moisture
content of 12%.

+ Food additives: Regulation (EU) n°231/2012 and subsequent amendments laying down specifications for food additives listed in Annexes Il and Il to Regulation (EC)
N"1333/2008 of the European Parliament and of the council.

Mycotoxines

+ Food : Regulation (EC) No 1881/2006 and subsequent amendments setting maximum levels for certain contaminants in foodstuffs.

Recommendations 2013/165/UE on the presence of T-2 toxin and HT-2 in cereals and cereal products.

+ Animal Feed: Directive 2002/32 and subsequent amendments on undesirable substances in animal feed. The maximum levels apply to feedingstuffs with a moisture
content of 12%.

Polycyclic aromatic hydrocarbons (PaH)

+ Food: Regulation (EC) No 1881/2006 and subsequent amendments setting maximum levels for certain contaminants in foodstuffs.

Units may vary depending on the matrix: pg/kg (raw) or pa/kg MG (fat).

Report amendment: Adding a new report (language)

more information :

Dinocap(Z des isoméres) : Performed without its phenols. Including le Meptyldinocap.

Melamin : According EC 594/2012, the maximum limit of melamin on food is 2,5 mg/kg unless it can be proven that the level of melamine higher than 2,5 mg/kg is
the consequence of authorized use of cyromazine as insecticide. The melamine level shall not exceed the level of cyromazine.

This provision does not apply on baby food. The limit on powdered infant formulae and follow-on formulae is 1mg/kg

Signature

The updating of regulatory information as regard to the European regulation or any other Report validated by :
published standard is ensured by our Regulatory Monitoring department.
Doriane BAUDOUIN
Analytical Validation

- This certificate was electronically produced and validated. The name and the function of the persons in charge on it document were
produced on a protected procedure and personalised. This certificate is authentic. A paper version signed of this document can be obtained
on simple demand.

- The results of analysis concern only objects subjected to the analysis.

- In absence of accurate and of opposite indication, the Limit of Detection is equal to half of the Limit of Quantification (excluding
subcontracted parameters).

- The reproduction of this report is authorized only in its complete form except when authorised by the laboratory.

- Only certain performances reported in this document are covered by the accreditation. They are identified by the symbol *.

- Uncertainty can be communicated on request. When it is displayed on the report, it is enlarged by a factor k = 2.

- Comments are not covered by the accreditation (unless otherwise stated).

- PHYTOCONTROL is accredited by the FAVV-AFSCA and is approved by INAO, BNN and by QS, and certified ISO 14001 by Afnor.
- This report cancels and replaces the previous report.
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Pesticides Clomazone ND 0,01 MOC3/05 Fenhexamide ND 0,01 MOC3/05
Coumaphos ND 0,01 MOC3/05 Fenitrothion ND 0,01 MOC3/05
Multiresidues GC 250 Cyfluthrine (B+Y) ND 0,01 MOC3/05 Fenobucarbe ND 0,01 MOC3/05
FB3/02.c vers. 24 (01/02/2019) Cyhalofop-butyl ND 0,01 MOC3/05 Fenpropathrine ND 0,01 MOC3/05
Result LOQ method ¢ paisthrine(s des isoméres) ND 0,01 MOC3/05 Fenpropimorphe ND 0,01 MOC3/05
Unito.=mg/kg Cymiazole ND 0,01 MOC3/05 Fenvalerate (X des isoméres) ND 0,01 MOC3/05
1.4-Dimethyinaphtalene ND 0,01 MOC3/05 (v o imathrine(a+B+6+0) ND 0,01 MOC3/05 Fipronil(sum) ND
24 B chlcrophencl (TOR) (1 ND 0,01 MOG30S ¢\ oroconazole ND 0,01 MOC3/05  Fipronil ND0,005 MOC3/05
#Fhenyiphenclisomans) D Cyprodinil ND 0,01 MOC3/05  Fipronil-sulfone ND0,005 MOC3/05
SeARSIN pret ND 001 MOGINS 1yrs des isoméres) ND Fipronil-desulfinyl ND 0,01 MOC3/05
2Fheayhydroguinons NDOM MOGIRS DT ND 0,01 MOC3/05 Fluazifop-p-butyl (m) ND 0,01 MOC3/05
Z-Phenylphenol ND 0,01 MOC3/0S . ppt ND 0,01 MOC3/05 Fluchloralin ND 0,01 MOC3/05
34-dichioroaniing ND0O1 MOC3AS .\ DDE ND 0,01 MOC3/05 Flucythrinate ND 0,01 MOC3/05
tidNrdianmphenane ND 001 MOC305  , . DE(DDD) ND 0,01 MOC3/05 Fludioxonil ND 0,01 MOC3/05
Aretachioes ND 0,01 MOC3/05 h oy methrine ND 0,01 MOC3/05 Flufenacet (m) ND 0,01 MOC3/05
R ND 0,01 MOC3OS 1 oton-S-methyl ND 0,01 MOC3/05 Fluopicolide ND 0,01 MOC3/05
Atdonien NDO.OY MOCIS . Coaiioe ND 0,01 MOC3/05 Flurochloridone ND 0,01 MOC3/05
iy ND 0.01 MOC3I05 1y obenil ND 0,01 MOC3/05 Fluroxypyr-methylheptyl ester ND 0,01 MOC3/05
T ND 0,01 MOC3I05 ;e iofenthion ND 0,01 MoC3/05 (M)
Ametryn ND 001 MOC3/05 L., o ND 0,01 MoCa/os Flusiazole ND 0,01 MOC3/05
Amisulbrom ND 001 MOC3/05 ... = i —— T ND 0,01 MOC3/05
Atrazine ND 0,01 MOC3I05 [ ot m) ND 0,01 MOGa/os Flutrafol ND 0,01 MOC3/05
Benalaxyl dont Benalaxyl-M ND 0,01 MOC3/05 Dicofol(E des isoméres) ND Fluvalinate (Tau) ND 0,01 MOC3/05
Bendiocarb ND 001 MOC3I05 L o ND 001 MOC3/05 Foletisomme) ND
Benfluraline ND 001 MOC3I05  pyoe " ND O Mocags Fowét ND 0,01 MOC3/05
Benoxacor ND 001 MOC3I05 o0 ND 001 MOC30s  Phtalimide ND 0,01 MOC3/05
Bifenox ND 0,01 MOC3I05 o = Fonofos ND 0,01 MOC3/05
Bifenthrine (sum of isomers) ND 001 MOC3/05 ... ND 0,01 MOC3/05 Formothion ND 0,01 MOC3/05
Biphenyl ND 001 MOC3I05 .. St ND 0,01 MOC3/05
Bitertanol ND 001 MOC3I05 . . ND 0,01 MOC3/0s Heloxyfop-2-ethoxyethyi (m) ND 0,01 MOC3/05
Bromocyclen ND 0,01 MOC3/05 . nazole ND 0,01 MOC3/05 Haloxyfop-methyl(R+S) (m) ND 0,01 MOC3/05
Bromophos-ethyl ND 0,01 MOC3/05 o . NG 059 OCs HOB ND 0,01 MOC3/05
Bromophos-methyl ND 001 MOC3/05 [, . - ND 0G4 Mocaos. HOH dipha ND 0,01 MOC3/05
Bromopropylate ND 001 MOC3/05 .. . i — ND 0,01 MOC3/05
Butachlor ND 0,01 MOC3I05 oo ND 0,01 MOG3/0s HCH gamma ND 0,01 MOC3/05
Butraline ND 0,01 MOC3I05 i eore oo ND 0,01 MOG3/05 Heptachlore(sum) ND
Captafol ND 001 MOC3/05 o ND 001 Mocyos  Heptachiore ND 0,01 MOC3/05
Captan(sum) ND Edifenphos ND 0,01 MOC3/05 Heptachlore epoxyde cis- ND 0,01 MOC3/05
Captan ND 0.01 MOC3I05 £ e comy i Heptachlore epoxyde trans- ND 0,01 MOC3/05
Tetrahydrophtalimide (THP ND 001 MOC3I05 . . o ND 0,01 MOC3/0s Heptenophos ND 0,01 MOC3/05
Carbanyl ND 001 MOC3I05 ¢ o e ND 0,01 MoCa/o5 Hexazinone ND 0,01 MOC3/05
Carbofuran(+3-hydroxy) (m) ND Endosulfan sulfate ND 0,01 MOC3/05 lodofenphos ND 0,01 MOC3/05
Carbofuran ND 001 MOC305 ¢ .. ND 0,01 MOG3/05 Prodione ND 0,01 MOC3/05
Carbofuran-3-Hydroxy ND 001 MOC305 _ .. . ND 001 MO0 's9benzan ND 0,01 MOC3/05
Furathiocarbe ND 001 MOC305 _ N 059 MOCas 180ITe ND 0,01 MOC3/05
Carbophenothion ND 0,01 MOC3/05 . . ND 001 MOGC3/0s 'Sofenphos-ethyl ND 0,01 MOC3/05
Carfentrazone-ethyl ND 0,01 MOC3O5 gy ND 0,01 MOG3/05 Sofenphos-methyl ND 0,01 MOC3/05
Chlorbenside ND 0,01 MOC305 g, ND 001 MOG3/05 'Soxadifen-ethyl ND 0,01 MOC3/05
Chlordane(cis+trans) ND 0,01 MOC3I05 cy 0 o (m) ND 008 MOG3io5 Leptophos ND 0,01 MOC3/05
Chiorfenapyr ND 0,01 MOC3/05 Ethoprophos ND 0,01 MOC3/05 Malathion(sum) ND
Chlorfenson ND 0,01 MOCIOS cy oo NDIOD Mocwps:  Mesiin ND 0,01 MOC3/05
Chlorfenvinphos ND 001 MOC30S [ ND 001 MoG305  Malaoxon ND 0,01 MOC3/05
Chlorobenzilate ND 0,01 MOC3/05 _ ..~ ND 001 MOG3/05 Mepanipyrim ND 0,01 MOC3/05
Chiorothalonil ND 0,01 MOC3/05 cooo ND 001 MOC3/05 Mepronil ND 0,01 MOC3/05
Chilorpropham ND 001 MOC305 [ . ND 0,01 MOG3/05 Metalaxyl dont Metalaxyi-M ND 0,01 MOC3/05
Chlompyrifos ND 001 MOC305 . ND 001 MOGC3/05 Metazachior ND 0,01 MOC3/05
Chlorpyrifos-methyl ND 0,01 MOCIIOS oo o ND 001 MOG3/0s Methacifos ND 0,01 MOC3/05
Chlorthal dimethyl ND 001 MOC305 __ . ND 001 MOG3/05 Methidathion ND 0,01 MOC3/05
Chiorthiophos ND 001 MOCSIOS Lo ND 001 MOG3/05 Methoxychiore ND 0,01 MOC3/05
Chlozolinate ND 001 MOCSI5 Lo oo e () i e
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Metolachlore dont S- ND 0,01 MOC3/05 Sebuthylazine ND 0,01 MOC3/05 Atrazine-desethyl ND 0,01 MOC3407
Metolachiore Secbumeton ND 0,01 MOC3/05 Azaconazole ND 0,01 MOC3407
Mirex ND 0,01 MOC3/05 g goten ND 0,01 MOC3/05 Azadirachtin(somme) ND
Myclobutanil ND 0,01 MOC3I05 g0 of0s ND 0,01 MOC3/05  Azadirachtin A ND 0,01 MOC3407
Nitrofens ND 0,01 MOC3/05 Top;c0nazole ND 0,01 MOC3/05 Azadirachtin B ND 0,01 MOC3407
Nitrothalisopropyfe ND 0,01 MOC3/05 yop, fenpyrad ND 0,01 MOC3/05 Azamethiphos ND 0,01 MOC3407
Oxadtazon ND 0,01 MOC3/05 yop, irimphos ND 0,01 MOC3/05 Azimsulfuron ND 0,01 MOC3407
Oxadb! ND 0,01 MOC3/05 1oa7ene ND 0,01 MOC3/05 Azinphos-ethyl ND 0,01 MOC3407
Oxyfivortene ND 0,01 MOC3/05 1oq,4hrine ND 0,01 MOC3/05 Azinphos-methyl ND 0,01 MOC3407
Parathion-ethyl ND 0,01 MOCBI05 1op,a0) ND 0,01 MOC3/05 Azoxystrobine ND 0,01 MOC3407
Farathion-methyf (m) ND 0,01 MOC3/05 1oy f0s ND 0,01 MOC3/05 Beflubutamide ND 0,01 MOC3407
FCE 028 ND 0,01 MOC3/05 1o, thyiazine ND 0,01 MOC3/05 Bensulfuron-methyl ND 0,01 MOC3407
FC8 052 ND 0,01 MOC3/05 1o, tyne ND 0,01 MOC3/05 Bentazone(somme) (m) ND
PCa 101 ND 0,01 MOC3/05 1otrachiorvinphos ND 0,01 MOC3/05 Bentazone ND 0,01 MOC3407
FCE118 ND 0,01 MOC3/05 1o4radifon ND 0,01 MOC3/05 Bentazone 8 hydroxy ND 0,01 MOC3407
PCE 138 ND 0,01 MOC3/05 1oiramethrine ND 0,01 MOC3/05 Bentazone 6 hydroxy ND 0,01 MOC3407
FCB153 ND 0,01 MOC3/05 yoiragy ND 0,01 MOC3/05 Benthiavalicarb-isopropyl (m) ND 0,01 MOC3407
PCE 180 ND 0,01 MOC3/05 10 45f0s-methyl ND 0,01 MOC3/05 Benzovindiflupyr ND 0,01 MOC3407
Fenconazole ND 0,01 MOCB/05 1o anid (m) ND 0,01 MOC3/05 Bifenazate(sum) ND
Fendimethaline ND 0,01 MOC3/05 pa16methrine ND 0,01 MOC3/05 Bifenazate ND 0,01 MOC3407
Fentachloroanisole ND 0,01 MOC3/05 1 pansfuthrine ND 0,01 MOC3/05 Bifenazate-diazene ND 0,01 MOC3407
Permethrine(cis + trans) ND 0,01 MOC3/05 i imefon ND 0,01 MOC3/05 Bispyribac-sodium ND 0,01 MOC3407
Perthane ND 0,01 MOC3/05 iz dimenol ND 0,01 MOC3/05 Bixafen ND 0,01 MOC3407
Phenothrine ND 0,01 MOC3/05 a1t ND 0,01 MOC3/05 Boscalide ND 0,01 MOC3407
Fhenthoate ND 0,01 MOC3/05 1iamiphos ND 0,01 MOC3/05 Bromacil ND 0,01 MOC3407
Fhosalone ND 0,01 MOC3/05 1ia700h0s ND 0,01 MOC3/05 Bromoxynil ND 0,01 MOC3407
Fiperony! burtoxide ND 0,01 MOC3/05 jchioronat ND 0,01 MOC3/05 Bromuconazole ND 0,01 MOC3407
Finmicarh ND 0,01 MOC3/05 g, raline ND 0,01 MOC3/05 Bupiimate ND 0,01 MOC3407
Finmiphos-ethyl ND 0,01 MOC3/05 v jitenalate ND 0,01 MOC3/05 Buprofezin ND 0,01 MOC3407
Firmiphoe-methyl ND 0,01 MOC3/05 yjinci070fine ND 0,01 MOC3/05 Butoxycarboxim ND 0,01 MOC3407
Fiffenate ND 0,01 MOC3I05 7,2 mide ND 0,01 MOC3/05 Butoxycarboxim-sulfoxide ND 0,01 MOC3407
Pretilachlore ND 0,01 MOC3/05 G N G oL MOBIDT
pmidone ND 0,01 MOC3/05 Multiresidues LC 350 CaERA ND G‘O1 MOC3407
Frofenophos ND 0.01 MOC3/05 FOIZA uers. 4 (ZW0IE019) Carbendazime(+Benomyl) ND 0101 MOC3407
Promelnn MO DON OO e RO LTSO8 v atiinds s ND 0,01 MOC3407
Propachlore (m) ND 0,01 MOC3/05 Ynito: malkg carbétamide et de son isomére)
Propazine ND 0,01 MOC3/05 24 Difree acid) (m) ND 0,01 MOC3407  ¢ahofyran(somme LC) (m) ND
Propetamphos ND 0,01 Moc3/s 8-Benzviadenine ND 0,01 MOC3407  genfiracarbe ND 0,01 MOC3407
Prophame ND 0,01 MOC3/05 Abamectine(sum) ND Carbosulfan ND 0,01 MOC3407
Propiconazole ND 0,01 MOC3/os Avermectine Bia ND 0,01 MOCB407 ¢ 40nine (m) ND 0,01 MOC3407
Propyzamide ND 0,01 MOC3/o5 Avermectine Bib ND 0,01 MOC3407 cpygrantraniliprole ND 0,01 MOC3407
Proquinazid ND 001 MOC3/05 8:9-Z-AvermectinBia ND 0,01 MOC3407 Ghiorfiuazuron ND 0,01 MOC3407
Prosulfocarbe ND 0,01 MOC3/05 Acephate ND 0,01 MOC3407 gpiorigazon(somme) ND
Prothiophos ND 0,01 MOC3/05 Acequinocyl ND 0,01 MOC3407  Ghioridazon ND 0,01 MOC3407
Prothoate ND 0,01 MOC3/05 Acetamipride ND 0,01 MOC3407  (pyyridazon-desphenyl ND 0,01 MOC3407
Pyrazophos ND 0,01 Moc3/os Aldicarb(somme) ND Chloridazon-methyl-despheny ND 0,01 MOC3407
Pyridaben ND 0,01 Moc3jgs Aldicarb ND 0,01 MOC3407 Ghiorotoluron ND 0,01 MOC3407
Pyridaiyl ND 001 MOc3jos Aldicarb sulfone ND 0,01 MOC3407  chioroxuron ND 0,01 MOC3407
Pyridaphenthion ND 0,01 MOC3/o5 Aldicarb sulfoxide ND 0,01 MOC3407 gpomyrifos-methyl-desmeéthy ND 0,02 MOC3407
Pyrenox ND 0,01 MOC3/05 Ametoctradine ND 0,01 MOC3407 (m)
Pyrimethanil ND 0,01 MOC3/05 Amidosulfuron ND 0,01 MOC3407 Chlorsulfuron ND 0,01 MOC3407
P ND 0,01 MOC3/05 Amitraze(somme) ND Chromafenozide ND 0,01 MOC3407
i ND 001 MOC3/0s  Amitraze ND 0,01 MOC3407 Cinidon-ethyl ND 0,01 MOC3407
b raionsis ND 001 MOC3/0s  24-Dimethylaniiine ND 0,01 MOC3407 Cinmethylin ND 0,01 MOC3407
N-(2,4- ND 0,01 MOC3407 Cinosulfuron ND 0,01 MOC3407
o 001 M U5 s
; N-2,4-Dimethylphenyl-Np- ND 0,01 MOC3407  Gietnodim Ay
Quintozene ND 0,01 MOC3/05  methytformamidine HCI 4
Pentachloroaniline (PCA) ND 0,01 MOC3/05 Amitrole ND 0,01 MOC34g7  Clethodim sulfoxide ND 0,01 MOC3407
Quizalofop-ethyl ND 0,01 MOC3/05 Asulam ND 0,01 MOC3407  Sethoxydim ND:0,01. MOG3407
s 421 ND 0,01 MOC3/05 Atrazine desisapropyl ND 0,01 MOC34g7 Clodinafop-propargyl NDI0,01: MOC3A07
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Clofentezine ND 0,01 MOC3407 Etoxazole ND 0,01 MOC3407 Hexaflumuron ND 0,01 MOC3407
Clothianidine ND 0,01 MOC3407 Fenamidone ND 0,01 MOC3407 Hexythiazox ND 0,01 MOC3407
Cyanazine ND 0,01 MOC3407 Fenamiphos(sum) (m) ND Hydramethylnon ND 0,01 MOC3407
Cyantraniliprole ND 0,01 MOC3407  Fenamiphos-sulfone ND 0,01 MOC3407 Imazalil ND 0,01 MOC3407
Cyazofamide ND 0,01 MOC3407  Fenamiphos-sulfoxide ND 0,01 MOC3407 Imazamox ND 0,01 MOC3407
Cydoxydime (m) ND 0,01 MOC3407 Fenbuconazole ND 0,01 MOC3407 Imazaquin ND 0,01 MOC3407
Cyduron ND 0,01 MOC3407 Fenchlorphos oxon (m) ND 0,01 MOC3407 Imazosulfuron ND 0,01 MOC3407
Cyflufenamid ND 0,01 MOC3407 Fenoxaprop-ethyl ND 0,01 MOC3407 Imibenconazole ND 0,01 MOC3407
Cymoxanil ND 0,01 MOC3407 Fenoxycarbe ND 0,01 MOC3407 Imidachlopride ND 0,01 MOC3407
Cyprosulfamide ND 0,01 MOC3407 Fenpropidine ND 0,01 MOC3407 Indoxacarb (Zénantioméres) ND 0,01 MOC3407
Cyromazine ND 0,01 MOC3407 Fenpyrazamine ND 0,01 MOC3407 lodosulfuron-methyl ND 0,01 MOC3407
Daminozide (m) ND 0,01 MOC3407 Fenpyroximate ND 0,01 MOC3407 loxynil ND 0,01 MOC3407
Dazomet (m) ND 0,01 MOC3407 Fensulfothion ND 0,01 MOC3407 Ipconazole ND 0,01 MOC3407
Demeton-S ND 0,01 MOC3407 Fensulfothion-oxon ND 0,01 MOC3407 Iprobenfos ND 0,01 MOC3407
Oxydemeton-methyl(somme) ND Fensulfothion-oxon-sulfone ND 0,01 MOC3407 Iprovalicarbe ND 0,01 MOC3407
Demeton-S-methyl sulfone ND 0,01 MOC3407 Fensulfothion-sulfone ND 0,01 MOC3407 Isazofos ND 0,01 MOC3407
Oxydemeton-methyl ND 0,01 MOC3407 Fenthion(somme) ND Isocarbophos ND 0,01 MOC3407
Desmediphame ND 0,01 MOC3407  Fenthion ND 0,01 MOC3407 Isofetamid ND 0,01 MOC3407
Desmetryn ND 0,01 MOC3407  Fenthion-sulfone ND 0,01 MOC3407 Isoprocarb ND 0,01 MOC3407
Diafenthiuron ND 0,01 MOC3407  Fenthion-sulfoxide ND 0,01 MOC3407 Isopropaline ND 0,01 MOC3407
Diallate ND 0,01 MOC3407  Fenthion-oxon ND 0,01 MOC3407 Isoprothiolane ND 0,01 MOC3407
Diazinon ND 0,01 MOC3407  Fenthion-oxon-sulfone ND 0,01 MOC3407 Isoproturon ND 0,01 MOC3407
Dichlorprop(free acid) (m) ND 0,01 MOC3407  Fenthion-oxon-sulfoxide ND 0,01 MOC3407 Isopyrazam ND 0,01 MOC3407
Diclobutrazol ND 0,01 MOC3407 Fenuron ND 0,01 MOC3407 Isoxaben ND 0,01 MOC3407
Dicloran ND 0,01 MOC3407 Flazasulfuron ND 0,01 MOC3407 Isoxaflutole(somme) (m) ND
Difenacoum ND 0,01 MOC3407 Flonicamide(sum) ND Isoxaflutole ND 0,01 MOC3407
Difenamide ND 0,01 MOC3407  Flonicamide ND 0,01 MOC3407  RPA 202248 ND 0,01 MOC3407
Difethialone ND 0,01 MOC3407  TFNA ND 0,01 MOC3407 Isoxathion ND 0,01 MOC3407
Diflubenzuron ND 0,01 MOC3407  TFNG ND 0,01 MOC3407 Kresoxim-methyl ND 0,01 MOC3407
Dimethenamid-P(Z des ND 0,01 MOC3407 Florasulam ND 0,01 MOC3407 Lenacil ND 0,01 MOC3407
isomeres) Fluazifop(free acid) (m) ND 0,01 MOC3407 Linuron ND 0,01 MOC3407
Dimethoate ND 0,01 MOG3407 py,27inam ND 0,01 MOC3407 Lufenurone ND 0,01 MOC3407
g:"m&;‘g:’“"phe(z des ND 0,01 MOC3407 £ tenacet(somme) (m) ND Mandipropamide ND 0,01 MOC3407
S ND 001 MOCad7  Flufenacet ESA ND 0,01 MOC3407 MCPA(sum) (m) ND
Dk ionenict i Soriami ND 001 MoGado7  Flufenacet FOE 5043 ND 0,01 MOC3407  MCPA ND 0,01 MOC3407
B e eomasai ND 0,01 MOCad7  Flufenacet OA ND 0,01 MOC3407  MCPB ND 0,01 MOC3407
T ND 0,01 MOC3407 Flufenoxuron ND 0,01 MOC3407 Mecarbam ND 0,01 MOC3407
Ohiscleniian ND 0,01 MOG34g7 Flumetraiin ND 0,01 MOC3407 Mefenacet ND 0,01 MOC3407
iy ND 0,01 MOG34o7 Fluometuron ND 0,01 MOC3407 Mephosfolan ND 0,01 MOC3407
Deadiobrisum i s Fluopyram ND 0,01 MOC3407 Mesosulfuron-methy ND 0,01 MOC3407
oA s ND 0,01 MOC347 Fluokastrobine ND 001 MOC3407 Mesotrone ND 0,01 MOC3407
M ND 0,01 MOG34o7 Flupyradifurone ND 0,01 MOC3407 Metaflumizone ND 0,01 MOC3407
i i ND 0,01 MOGa4g7 FluPyrsuifuron methyl ND 0,01 MOC3407 Metaldehyde ND 0,01 MOC3407
e ND 0,01 MOGa4o7 Fluquinconazole ND 0,01 MOC3407 Metamitron ND 0,01 MOC3407
ST () ND 0,01 MOC34o7 FlUroxyPyr(free acid) (m) ND 0,01 MOC3407 Metazachlor(somme) ND
i ND 0,01 MOGa4g7 Flurtamone ND 0,01 MOC3407  Metazachlor ESA ND 0,01 MOC3407
- ND 0,01 MOGa4o7 Fluxapyroxad ND 0,01 MOC3407  Meazachlor OA ND 0,01 MOC3407
i ND 0,01 MOGadg7 Fomesaten ND 0,01 MOC3407 rmhlnr Metabolite ND 0,01 MOC3407
Emamectine-benzoate Bla ND 0,01 MOC3407 Foramsulfuron il e ——
" Forchlorfenuron ND 0,01 MOC3407 (2 des isoméres) :
Emamectine-benzoate B1b ND 0,01 MOC3407 ! M M NG G MOR2407
i Formetanate (hydrochloride) ND 0,01 MOC3407 :
Epoxiconazole ND 0,01 MOC3407 Methamidophos ND 0,01 MOC3407
Fosthiazate ND 0,01 MOC3407 3
EPTC ND 0,01 MOG3407 Nelberboiesmmal -
Fuberidazole ND 0,01 MOC3407
Ethametsulfuron methyl ND 0,01 MOC3407 -
Methiocarbe ND 0,01 MOC3407
; Furametpyr ND 0,01 MOC3407
Ethidimuron ND 0,01 MOC3407 i
Methiocarbe-sulfone ND 0,01 MOC3407
4 Furmecyclox ND 0,01 MOC3407
Ethiofencarb sulfone ND 0,01 MOC3407 g y
g Methiocarbe-sulfoxide ND 0,01 MOC3407
j i Halauxifen-methyl ND 0,01 MOC3407
Ethiofencarb sulfoxide ND 0,01 MOG3407
Methomyl ND 0,01 MOC3407
g Halfenprox ND 0,01 MOC3407
Efhiprole ND 0.09 MOC3407 Methoxyfenozide ND 0,01 MOC3407
g Halosulfuron-methyl ND 0,01 MOC3407 :
Ethirimol ND 0,01 MOC3407
: Metobromuron ND 0,01 MOC3407
Haloxyfop(free acid) (m) ND 0,01 MOC3407
Ethoxysulfuron ND 0,01 MOCG3407 Metolachlore ESA ND 0,01 MOC3407
Hexaconazole ND 0,01 MOC3407 :
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Metolachlore OA ND 0,01 MOC3407 Pirimicarb-desmethyl ND 0,01 MOC3407 Spiromesifen ND 0,01 MOC3407
Metolcarb ND 0,01 MOC3407 Prallethrin ND 0,01 MOC3407 Spirotetramate(sum) ND
Metosulam ND 0,01 MOC3407 Primisulfuron ND 0,01 MOC3407  Spirotetramat ND 0,01 MOC3407
Metoxuron ND 0,01 MOC3407 Prochloraz{somme) (m) ND Spirotetramate-enol ND 0,01 MOC3407
Metrafenone ND 0,01 MOC3407  Prochloraz ND 0,01 MOC3407  Spirotetramat-enol-glucosid ND 0,01 MOC3407
Metribuzine ND 0,01 MOC3407  Prochloraz metabolite ND 0,01 MOC3407  Spirotetramat-keto-hydroxy ND 0,01 MOC3407
Metsulfuron-methyl ND 0,01 MOC3407  BTS9608 Spirotetramat-mono-hydrox ND 0,01 MOC3407
hoﬂﬁ%igdinomp-pheml (2.4 ND 0,01 MOC3407 ;fr"sczg’gg metabolite ND 0,01 MOCB407 o ovamine ND 0,01 MOC3407
Mem;,::;) ND 0,01 MOGadg7  Prochioraz metabolite ND 0,01 MOC3407 Sulcotrione o0 O Woooior
(BTS44595) Sulfosulfuron ND 0,01 MOC3407
Mibemectin{somme) ND Prochloraz metabolite ND 0,01 MOC3407 Sulfoxafior ND 0,01 MOC3407
Milbemectin A3 ND 0,01 MOC3407  BTS44596 " ND 0,01 MOC3407
Milbemectin A4 ND 0,01 MOC3407 Promecarb ND 0,01 MOC3407 1oy fenozide ND 0,01 MOC3407
MNBA ND 0,01 MOC3407 Prometon ND 0,01 MOC3407 Tpytam ND 0,01 MOC3407
Molinate ND 0,01 MOC3407 Propamocarbe ND 0,01 MOC3407 yopthiuron ND 0,01 MOC3407
Monalide ND 0,01 MOC3407 Propanil ND 0,01 MOC3407 nubenzuron ND 0,01 MOC3407
Monocrotophos ND 0,01 MOC3407 Propaphos ND 0,01 MOC3407 1rmbotrione ND 0,01 MOC3407
Monolinuron ND 0,01 MOC3407 Propargite ND 0,01 MOC3407 epaioxydim(somme) (m) .
Monuron ND 0,01 MOC3407 Propoxur ND 0,01 MOC3407  Tepaloxydim ND 0,01 MOC3407
NAD(1-naphtyl acetamide) (m ND 0,01 MOC3407 Propoxycarbazone(somme) ND Tepraloxydim-5-hydroxy ND 0,01 MOC3407
Naled ND 0,01 MOC3407  Propoxycarbazone ND 0,01 MOC3407 Totumeton ND 0,01 MOC3407
Napropamide ND 0,01 MOC3407  2-hydroxy-propoxycarbazon ND 0,01 MOC3407 ety meton-desethyl ND 0,01 MOC3407
Neburon ND 0,01 MOC3407 Prosulfuron ND 0,01 MOC3407 1oy o ND 0,01 MOC3407
Nicosulfuron ND 0,01 MOC3407 Prothioconazole-desthio ND 0,01 MOC3407 1 iabendazole ND 0,01 MOC3407
Nitenpyram ND 0,01 MOC3407 Pydiflumetofen ND 0,01 MOC3407 Thiachlopride ND 0,01 MOC3407
Norflurazon ND 0,01 MOC3407 Pymetrozine ND 0,01 MOC3407 11iadone ND 0,01 MOC3407
Novaluron ND 0,01 MOC3407 Pyraclofos ND 0,01 MOC3407 1iamethoxam ND 0,01 MOC3407
Nuarimol ND 0,01 MOC3407 Pyraclostrobine ND 0,01 MOC3407 piencarbazone-methyl ND 0,01 MOC3407
Ofurace ND 0,01 MOC3407 Pyrafiufen-ethyl (m) ND 0,01 MOC3407 Tpifensuffuron-methyl ND 0,01 MOC3407
Omethoate ND 0,01 MOC3407 Pyrethrines(Somme) ND Thiobencarb (m) ND 0,01 MOC3407
Orthosulfamuron ND 0,01 MOC3407  Cinerine | ND 0,01 MOC3407 Tpioeyciam ND 0,01 MOC3407
Oryzalin ND 0,01 MOC3407  Cinerine Il ND 0,01 MOC3407 Tpiodicarb ND 0,01 MOC3407
Oxamyl ND 0,01 MOC3407  Jasmoline | ND 0,01 MOC3407 Thiometon ND 0,01 MOC3407
Oxasulfuron ND 0,01 MOC3407  Jasmoline Il ND 0,01 MOC3407 pionazin ND 0,01 MOC3407
Oxathiapiprolin ND 0,01 MOC3407  Pyrethrine | ND 0,01 MOC3407 pi00hanate-methyl ND 0,01 MOC3407
Paclobutrazol ND 0,01 MOC3407  Pyrethrine Il ND 0,01 MOC3407 Toyrenpyrad ND 0,01 MOC3407
Paraoxon-ethyl (m) ND 0,01 MOC3407 Pyridate(+Pyridafol) (m) ND Topramezone ND 0,01 MOC3407
Pebulate ND 0,01 MOC3407  Pyridate ND 0,01 MOC3407 Tpiacuifuron ND 0,01 MOC3407
Pencycuron ND 0,01 MOC3407  Pyridafol ND 0,01 MOC3407 Triazamate ND 0,01 MOC3407
Penfiufen ND 0,01 MOC3407 Pyrimidifen ND 0,01 MOC3407 Tripenuron-methyl ND 0,01 MOC3407
Penoxsulame ND 0,01 MOC3407 Pyriofenone ND 0,01 MOC3407 chiorfon ND 0,01 MOC3407
Penthiopyrad ND 0,01 MOC3407 Pyroquilon ND 0,01 MOC3407 riciopyr ND 0,01 MOC3407
pethoxamid ND 0,01 MOC3407 Pyroxsulam ND 0,01 MOC3407 Tricyciazole ND 0,01 MOC3407
Phenmediphame ND 0,01 MOC3407 Quinmerac ND 0,01 MOC3407 Tridemorphe ND 0,01 MOC3407
Phorate(somme) ND Quizalofop dont quizalofop- ND 0,01 MOC3407 Trifo,vetrobine ND 0,01 MOC3407
Phorate ND 0,01 MOC3407  Propaquizafop ND 0,01 MOC3407 Tuaumuron ND 0,01 MOC3407
Phorate-sulfone ND 0,01 MOC3407 Resmethrine ND 0,01 MOC3407 0. ifuron Metabolite IN- ND 0,01 MOC3407
Phorate-sulfoxide ND 0,01 MOC3407 Rimsulfuron ND 0,01 MOC3407 M7222
Phorate-oxon ND 0,01 MOC3407 Rotenone ND 0,01 MOC3407 Triflusulfuron-methyl ND 0,01 MOC3407
Phorate-oxon-sulfone ND 0,01 MOC3407 Sedaxane ND 0,01 MOC3407 Triforine ND 0,01 MOC3407
Phorate-oxon-sulfoxide ND 0,01 MOC3407 Sithiofam ND 0,01 MOC3407 Trinexapac-ethyl ND 0,01 MOC3407
Phosmet(sum) ND Simazine ND 0,01 MOC3407 Triticonazole ND 0,01 MOC3407
Phosmet ND 0,01 MOC3407 Simetryn ND 0,01 MOC3407 Tritosulfuron ND 0,01 MOC3407
Phosmet-oxon ND 0,01 MOC3407 Spinetoram XDE-175 ND Vamidothion ND 0,01 MOC3407
Phosphamidon ND 0,01 MOC3407  Spinetoram XDE-175-J ND 0,01 MOC3407 Warfarin ND 0,01 MOC3407
Phoxim ND 0,01 MOC3407  Spinetoram XDE-175-L ND 0,01 MOC3407 i e
Picaridin ND 0,01 MOC3407 Spinosad(A+D) ND Lo st
Picolinafen ND 0,01 MOC3407  Spinosyne A ND 0,01 MOC3407 b e
Picoxystrobine ND 0,01 MOC3407  Spinosyne D ND 0,01 MOG340 i omates (CS2) NOTibe Mo
Pinoxadene ND 0,01 MOC3407 Spirodiclofen ND 0,01 MOC3407
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Heavy metals
Result LOQ method

Unit ¢ : mg/kg
Lead* <0,04 0,04 MOC3/85
Cadmium* <0,01 0,01 MOC3/85
Arsenic* <0,03 0,03 MOC3/85
Mercury* < 0,0050,005 MOC3/85
Palladium* 0,26 0,01 MOC3/85
Mycotoxines

Resuit LOQ method
Unit ¢ : pglkg
Afiatoxin B1 ND 2 MOC3111
Aflatoxin B2 ND 2 MOC3111
Aflatoxin G1 ND 2 MOC3111
Aflatoxin G2 ND 2 MOC3111
Aflatoxins (Z B1,B2, G1,G2) ND 2 MOC3111

Polycyclic aromatic hydrocarbons

(PaH)
Result LOQ method
Unit ¢ : pglkg
Benzo(a)pyrene ND 0,5 MOC3/23
Benzo(a)anthracene ND 0,5 MOC3/23
Benzo(b)flucranthene ND 0,5 MOC3/23
Chrysene ND 0,5 MOC3/23
Sum of the 4 HAP ND 0,5 MOC3/23
Other contaminants
Result LOQ method
Unit ¢ : mg/kg
Melamin ND 0,1 MOC3134
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INTERQUIM, S.A.
Avda. Diagonal 549,52Planta -. 08029- Barcelona

Your Ref:
CITROSA( 2044486)_OTE 016K007

Ecosur Ref: A-02364170020 [M R-F]-EN Sample Sent by: Helena Montijano

Date collected/Entry: 28/03/2017 28/03/2017 Date of issue: 25/04/2017

Date start/End: 28/03/2017- 10/04/2017 Time collected/Entry: 14:20- 19:05

Sample quantity: 5009

Type of sample: Citrosa

Requested test: Multi-residue by GC/MS/MS - LC/MS/MS

ANALYTICAL RESULTS (Multi-residduesGC/MS/IMS-LC/MSIMYS)

Resource Units QL Result
Method: (MET-CR-Multi-GC/MSMS) - (MET-CR-Extraccion-Multi)
Pesticides GC/MS/MS mg/kg <QL
Method: (MET-CR-MULTI-LC/MSMS) (MET-CR-Extraccion-Multi)
Pesticides LC/MS/MS mg/kg <QL

In the tested sample, no active substances were detected, according to the quantification limits established in the following pages of
this report.

Q.L.: Quantification Limit

Methods: (MET-CR-Multi-GC/MS/MS) - (MET-CR-Extraccion-Multi) / (MET-CR-Multi-LC/MS/MS) -
(MET-CR-Extraccion-Multi)

The results of this report only affect to the tested samples. It is not permitted the total or partial reproduction of

this report without approval of Ecosur laboratory.

The samples will be preserved according the specific requirements established by the Ecosur Quality System
except specific demands of the clients. The uncertainties of the test have been calculated and are available for

the client.
Estando Parque Empresarial T +34 968 676 842
mas cerca Base 2080
F +34 968 676 871
llegamos C/ Castillo de Aledo s/ :
mas lejos. Apdo. 473 lab.ecosur@laboratoriosecosur.es

30564 Lorqui (Murcia) www.laboratoriosecosur.es

Laboratorios Ecosur, S.A. — Inscrita en el Registro Mercantil de Murcia. Tomo 1,305, Folio 59, Hoja 22,822, Seccién 82, Inscripcion 72 - C.I.F. A-30540280
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Your Ref:
CITROSA( 2044486) IOTE 016K007

Ecosur Ref:

A-02364170020 [M R-F]-EN

RELATION OF ACTIVE ANALYZED MATTERS ( PESTICIDES GC/MS/MYS)

Resource
1,1-dichloro-2,2-bis-(4-ethyl-phenyl-)
ethane (Pertan)

2-phenylphenol

3,5-dichloraniniline

Aclonifen

Acrinathrin

Alachlor

Aldrin

Aldrin and Dieldrin (Aldrin and
dieldrin combined expressed as
dieldrin)

Anthraquinone

Atrazine

Azoxystrobin

Benalaxyl including other mixtures of

constituent isomers including
benalaxyl-M (sum of isomers)

Benfluralin
Bentazone methyl
Bifenazate
Bifenox

Bifenthrin
Biphenyl
Bitertanol
Bromacil
Bromocyclen
Bromophos etyl
Bromophos methyl
Bromopropylate
Bupirimate
Buprofezin
Butachlor
Cadusafos

Captan

Units Q.L.

mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg

mg/kg

mg/kg
mg/kg
ma/kg

mg/kg

mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg

mg/kg

0,01
0,01
0,01
0,01
0,01
0,01
0,01

0,01

0,01
0,01
0,01

0,01

0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01

0,01

Resource
Carbophenothion ethyl

Chinomethionat

Chlordane (sum of cis- and trans-
chirodane)

Chlorfenapyr
Chlorfenprop methyl
Chlorfenvinphos
Chlorobenzilate
Chlorofenson
Chloroneb
Chlorothalonil
Chlorpropham
Chlorpyrifos
Chlorpyrifos-methyl
Chlorthal-dimethyl
Chlozolinate
Cyanazine
Cyfluthrin (cyfluthrin including other

mixtures of constituent isomers (sum
of isomers))

Cyhalothrin-lambda
Cypermethrin (cypermethrin

including other mixtures of
constituent isomers (sum of isomers))

Cyproconazole

Cyprodinil

DDD-o,p'

DDD-p,p’

DDE-o0,p’

DDE-p,p’

DDT (Sum p,p’-DDT, o,p’-DDT, p,p*-
DDE and p,p’-TDE (DDD) expresed
in DDT)

DDT-0,p’

DDT-p,p’

Units Q.L

mg/kg
mg/kg
ma/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
ma/kg
mg/kg
mg/kg
mg/kg
mg/kg

mg/kg

ma/kg

mg/kg

mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg

mg/kg

mg/kg

mg/kg

0,01
0,01

0,01

Resource Units Q.L
DEET (Diethyl-m-toluamid, N,N-) mg/kg 0,01
Deltamethrin mg/kg 0,01
Demeton-S mg/kg 0,01
Diazinon mg/kg 0,01
Dichlobenil mg/kg 0,01
Dichlofenthion mg/kg 0,01
Dichlofuanid mg/kg 0,01
Dichlorvos mg/kg 0,01
Diclofop methyl mg/kg 0,01
Dicloran mg/kg 0,01
Dicofol (sum of p, p' and o,p' isomers) mg/kg 0,01
Dieldrin mg/kg 0,01
Diethofencarb mg/kg 0,01
Difenoconazole mg/kg 0,01
Dimethomorph (sum of isomers) mg/kg 0,01
Diniconazole (sum of isomers) mg/kg 0,01
Diphenylamine mg/kg 0,01
Disulfoton mg/kg 0,01
Endosulfan (sum of alpha- and beta- mg/kg 0,01
isomers and endosulfan-sulphate

expresses as endosulfan)

Endosulfan Beta mg/kg 0,01
Endosulfan Sulfate mg/kg 0,01
Endrin mg/kg 0,01
Ensodulfan Alpha mg/kg 0,01
Esfenvalerate mg/kg 0,01
Etaconazole mg/kg 0,01
Ethiofencarb mg/kg 0,01
Ethion mg/kg 0,01
Ethoprophos mg/kg 0,01
Ethoxyquin mg/kg 0,01

Q.L.: Quantification Limit
Methods:

Estando Parque Empresarial
mas cerca Base 2008

legamos C/ Castilo de Aleda s
mas lejos

Apdo. 473

30564 Lorqui (Murcia)

RESULTS IN PAGE 1 OF REPORT
(MET-CR-Multi-GC/MSMS) - (MET-CR-Extraccion-Multi)

T+34 968 676 842
F +34 968 676 871

lab.ecosur@laboratoriosecosur.es
www.laboratoriosecosur.es
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Your Ref:
CITROSA( 2044486) IOTE 016K007

Ecosur Ref: A-02364170020 [MR-F]-EN
RELATION OF ACTIVE ANALYZED MATTERS ( PESTICIDES GC/MS/MS)
Resource Units Q.L. Resource Units Q.L Resource Units Q.L
Etridiazole mg/kg 0,01 Fonofos mg/kg 0,01 Methidathion mg/kg 0,01
Etrimfos mg/kg 0,01 Formothion mg/kg 0,01 Methoxychlor mg/kg 0,01
Fenamiphos mg/kg 0,01 Halfenprox mg/kg 0,01 Metolachlor and metolachlor-S mg/kg 0,01
(metolachlor including other mixtures
Fenarimol mg/kg 0,01 heptachlor mg/kg 0,01 of constituent isomers including S-
metolachlor (sum of isomers))
Fenazaquin mg/kg 0,01 Heptachlor (sum of heptachlor and mg/kg 0,01 Metrafenone mg/kg 0,01
heptachlor epoxide -cis and trans -
Fenbuconazole mg/kg 0,01  expressed as heptachlor) Mevinphos (sum of E- and Z-isomers) mg/kg 0,01
Heptachlor epoxid cis mg/kg 0,01
Fenchlorphos mg/kg 0,01 Mirex mg/kg 0,01
Heptachlor epoxid trans mg/kg 0,01
Fenflutrin mg/kg 0,01 Molinate mg/kg 0,01
Heptehophos mg/kg 0,01
Fenhexamid mg/kg 0,01 Myclobutanyl mg/kg 0,01
Hexachlorobenzene mg/kg 0,01
Fenitrothion mg/kg 0,01 Naled mg/kg 0,01
Hexachlorocyclohexane (HCH) beta mg/kg 0,01
Fenobucarb mg/kg 0,01  isomer Napropamide mg/kg 0,01
Hexachlorocyclohexane (HCH) mg/kg 0,01
Fenoxaprop-P-ethyl mg/kg 0,01 (qum of isomers, except the Gamma Nitrofen mg/kg 0,01
) isomer)
Fenpropathrin mg/kg 0,01 Hexachlorocyclohexane (HCH) alpha mgikg 0,01  Norflurazon mg/kg 0,01
Fenpropimorph mgkg 001  OMe Nuarimol mg/kg 0,01
hexachlorocyclohexane (HCH) delta  mg/kg 0,01 ’
Fensulfothion mg/kg 0,01  'somer Ofurace mg/kg 0,01
Hexacloro-Butadiene mg/kg 0,01
Fenthion mg/kg 0,01 Oxadixyl mg/kg 0,01
Iprodione mg/kg 0,01
Fenvalerate mg/kg 0,01 Oxyfluorfen mg/kg 0,01
Isocarbophos mg/kg 0,01
Fenvalerate (any ratio of constituent  mg/kg 0,01 Parathion mg/kg 0,01
isomers (RR, SS, RS & SR) Isodrin mg/kg 0,01
including esfenvalerate) (F) (R) Parathion-methyl mg/kg 0,01
Fipronil mg/kg 0,005 Isofenphos mg/kg 0,01
Pebulate mg/kg 0,01
Fipronil sulfide mg/kg 0,005  Isofenphos-methyl mg/kg 0,01
. Penconazole mg/kg 0,01
Fluazifop-P-butyl mghkg 0,01  Kresoxim-methyl mg/kg 0,01
. Pendimethalin mg/kg 0,01
Fluchloralin mg/kg 0,01 Lenacil mg/kg 0,01
Pentachloranisole mg/kg 0,01
Flucythrinate mg/kg 0,01 Leptofos mg/kg 0,01
. Pentachloro-aniline mg/kg 0,01
Fludioxonil mg/kg 0,01 Lindan (hexachl_orocyclohexane mg/kg 0,01
(HCH) gamma isomer Pentaclhorobenzene mg/kg 0,01
Flufenacet mg/kg 0,01 Malathion mg/kg 0,01
Permethrin (sum of isomers) mg/kg 0,01
Flufenoxuron mg/kg 0,01 Metalaxyl and metalaxyl-M mg/kg 0,01
(metalaxyl including other mixtures of Phentoate mg/kg 0,01
Fluotrimazole mg/kg 0,01 constituent isomers including
metalaxyl-M (sum of isomers)) Phosalone mg/kg 0,01
Flusilazole mg/kg 0,01 Metazachlor mg/kg 0,01
Phosphamidon mg/kg 0,01
Fluvalinate Tau mg/kg 0,01 Metconazole mg/kg 0,01
Pirimicarb mg/kg 0,01

Q.L.: Quantification Limit RESULTS IN PAGE 1 OF REPORT

Methods: (MET-CR-Multi-GC/MSMS) - (MET-CR-Extraccion-Multi)
Estando Parque Empresarial T +34 968 676 842
mas cerca Base 2000
F +34 968 676 871
llegamos C/ Castillo de Aledo s
mas lejos Apdo. 473 lab.ecosur@laboratoriosecosur.es

30564 Lorqui (Murcia) www.laboratoriosecosur.es
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Your Ref:
CITROSA( 2044486) IOTE 016K007

Ecosur Ref:

A-02364170020 [M R-F]-EN

RELATION OF ACTIVE ANALYZED MATTERS ( PESTICIDES GC/MS/MYS)

Resource
Pirimiphos methyl

Pirimiphos-ethyl

Procymidone

Profenofos

Profluralin

Prometryn

Propachlor

Propargite

Propetamphos

Propham

Propiconazole (sum of isomers)
Propyzamide

Prothiofos

Pyrazophos

Pyridaben

Pyridaphenthion

Pyrifenox

Pyrimethanil

Pyriproxyfen

Quinalphos

Quinoxyfen

Quintozene

Quintozene (sum of quintozene and
pentachloro-aniline expressed as
quintozene)

Resmethrin

S-421

Silaneophan

Simazine

Spiromesifen

Sulfotep

Units Q.L.

mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg
ma/kg
mg/kg
mg/kg
mg/kg
mg/kg
mg/kg

mg/kg

mg/kg
mg/kg
mg/kg
mg/kg
mg/kg

mg/kg

0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01
0,01

0,01

0,01
0,01
0,01
0,01
0,01

0,01

Resource Units Q.L
Sulprofos mg/kg 0,01
Tebuconazole mg/kg 0,01
Tebufenpyrad mg/kg 0,01
Tecnazene mg/kg 0,01
Teflubenzuron mg/kg 0,01
Terbufos mg/kg 0,01
Terbufos sulfone mg/kg 0,01
Terbumeton mg/kg 0,01
Terbuthylazine mg/kg 0,01
Terbutol mg/kg 0,01
Terbutryn mg/kg 0,01
Tetrachlorvinphos mg/kg 0,01
Tetraconazole mg/kg 0,01
Tetradifon mg/kg 0,01
Tetramethrin mg/kg 0,01
Tetrasul mg/kg 0,01
Thiocyclam Hidrogen Oxalate mg/kg 0,01
Thiometon mg/kg 0,01
Tolclofos-methyl mg/kg 0,01
Tolylfluanid mg/kg 0,01
Transfluthrin mg/kg 0,01
Triadimefon mg/kg 0,01
Triadimenol mg/kg 0,01
Triazophos mg/kg 0,01
Trichlorfon mg/kg 0,01
Triclhoronat mg/kg 0,01
Trifloxystrobin mg/kg 0,01
Triflumizole mg/kg 0,01
Trifluralin mg/kg 0,01
Vinclozolin mg/kg 0,01

Resource
Zoxamide

Units Q.L
mg/kg 0,01

Q.L.: Quantification Limit
Methods:

Estando Parque Empresarial
mas cerca Base 2008

legamos C/ Castilo de Aleda s
mas lejos

Apda. 479

30564 Lorqui (Murcia)

RESULTS IN PAGE 1 OF REPORT
(MET-CR-Multi-GC/MSMS) - (MET-CR-Extraccion-Multi)

T+34 968 676 842
F +34 968 676 871
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Your Ref:
CITROSA ( 2044486) LOTE 016K007

Ecosur Ref: A-02364170020 [MR-F]-EN
Resource Units Q.L. Resource Units Q.L. Resource Units Q.L.
1-(2,4 dichlorophenyl)-2-Imidazol mg/kg 0,01 Dichlormid mg/kg 0,01 Flufenoxuron mg/kg 0,01
(imazalil metabolite) . .
2,4-D (Free acid) mgkg 001 Dichlorprop (Free acid) mg/kg 0,01 Fluometuron mg/kg 0,01
3-hydroxycarbofuran mlkg 0,001 Diethofencarb mg/kg 0,01 Fluopicolide mg/kg 0,01
Abamectin mgikg 0,01 Difenoconazole mg/kg 0,01 Fluopyram mg/kg 0,01
Acephate mgikg 0,01 Diflubenzuron mg/kg 0,01 Fluguinconazole mg/kg 0,01
Acetamiprid mgikg 0,01 Diflufenican mg/kg 0,01 Fluroxypyr (Free acid) mg/kg 0,01
Ametoctradin mgikg 0,01 Dimethoate mg/kg 0,01 Flutriafol mg/kg 0,01
Dimethomorph (sum of isomers) mg/kg 0,01 Formetanate (Sum of formetanate and ~ mg/kg 0,01
Ametryn markg 001 . its salts expressed as
Azadirachtin mgkg 0,01 Dinocap mgikg 0,01 formetanate(hydrochloride))
i Fosthiazate mg/kg 0,01
Azinphos-methyl mg/kg 0,01 Dinoseb mg/kg 001
itali Halosulfuron methyl mg/kg 0,01
Azoxystrobin mkg 001 Ditalimfos mg/kg 0,01
i Haloxyfop (Free acid mg/k 0,01
Bendiocarb mg/kg 0,01 Diuron ma/kg 001 Xyfop ( ) 9
Haloxyfop metyl mg/k 0,01
Benfuracarb mg/kg 0,01 DNOC mg/kg 001 xyiop Y 9ke
i Hexaconazole mg/k 0,01
Bentazone (Free acid) mg/kg 0,01 Dodine ma/kg 001 9ke
i i Hexythiazox mg/k 0,01
Benthiavalicarb-isopropyl malkg 0,01 Emamectin benzoate (As Emamectin)  mg/kg 0,01 Xy! g/kg
i Imazalil mg/k 0,01
Boscalid malkg 0,01 Epoxiconazole mg/kg 0,01 g/kg
i Imidacloprid mg/kg 0,01
Bromoxynil (Free acid) mg/kg 0,01 Ethiofencarb ma/kg 001
Bromuconazole (sum of malk 001 Ethiofencarb (sum of Ethiofencarb,its ~ mg/kg 0,01 Indoxacarb (sum of indoxacarb and its  mg/kg 0,01
diasteroisomers) o/kg ' sulfoxide and its sulfons, exp as R enantiomer)
Ethiofencarb) loxynil (Free acid) mg/kg 0,01
Carbaryl mg/kg 0,01 Ethiofencarb-sulfone mgkg 0,01 .
Carbendazim ‘b | and /k 001 Iprovalicarb mg/kg 0,01
arbendazim (sum of benomyl an mg/kg , B ) )
carbendazim expressed as Ethiofencarb-sulfoxide mg/kg 001 Linuron mg/kg 0,01
carbendazim) Ethirimol mghkg 0,01
Carbofuran mghkg 0,001 Lufenuron mgkg 0,01
Ethofenprox mg/kg 0,01 Malaoxon ma/k 0.01
Carbofuran (sum of carbofuran and 3-  mg/kg 0,001 9/kg !
hydroxycarbofuran expressed as Ethofumesate mgikg 0,01 Mandipropamid mghkg 0,01
carbofuran) Etoxazole mg/kg 0,01
Carbosulfan mgkg 0,01 ' MCPA (Free acid) mglkg 0,01
Famoxadone mg/k 0,01
Carboxin mg/kg 0,01 9o Mecarbam mg/kg 0,01
. Fenamidone mg/kg 0,01 P
Chlorantraniliprole mg/kg 0,01 Mepanipyrim mg/kg 0,01
Fenbutatin oxide mg/k 0,01 )
Clodinafop-propargy! mg/kg 0,01 oa Mepronil mg/kg 0,01
Clofentezine mg/kg 0,01 Fenhexamid ma/kg 001 Metaflumizone (sum E,Z isomers) mg/kg 0,01
Fenoxycarb mg/k 0,01 .
Clomazone mg/kg 0,01 X R Metamitron mg/kg 0,01
Fenpirazamina mg/k 0,01
Clothianidin mg/kg 0,01 P oke Metazachlor mg/kg 0,01
Fenpropidin mg/k 0,01 .
Cyazofamid mglkg 0,01 prop e Methamidophos mg/kg 0,01
Fenpropimorph mg/kg 0,01 .
Cycloxydim (parental) mg/kg 0,01 Methiocarb mgkg 0,01
Fenpyroximate mg/k 0,01 . .
Cyflufenamid (Sum of isomer Zand E~ mg/kg 0,01 i e Methiocarb (sum of methiocarb and mgkg 0,01
Ciflufenamid) Fenthion oxon sulfone mg/kg 0,01 methiocarb sulfoxide and sulfone,
Cymoxanil maikg 0.01 expressed as methiocarb)
' Flazasulfuron mg/kg 0,01 Methiocarb sulfone mg/kg 0,01
Cyromazine mgrkg 001 Flonicamid (sum of flonicam!d, TNFG mg/kg 0,01 Methiocarb sulfoxide mg/kg 0,01
Desmedipham mg/kg 0,01 and TNFA, expresed as flonicamid)
o Fluazifop P (Free acid) mg/kg 0,01 Methomyl mgkg 0,01
Desmethyl pirimicarb mg/kg 0,01 .
Fluazinam mg/kg 0,01 Methoxyfenozide mg/kg 0,01
Diafenthiuron mg/kg 0,01
Flubendiamide mg/kg 0,01 Metoxuron mgkg 0,01

Q.L.: Quantification Limit RESULTS IN PAGE 1 OF REPORT

Methods: (MET-CR-MULTI-LC/MSMS) (MET-CR-Extraccion-Multi)
Estando Parque Empresarial T+34968 676 842
mas cerca Base 2080
F +34 968676 871
llegamos C/ Castillo de Aledo sh
mas lejos. Apda. 479 lab.ecosur@Iaboratoriosecosur.es
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Your Ref:

CITROSA (2044486) LOTE 016K007

Ecosur Ref:

A-02364170020 [MR-F]-EN

RELATION OF ACTIVE ANALYZED MATTERS (PESTICIDESLC/MSMYS)

Resource
Metribuzin

Milbemectin (sum of milbemycin A4 and

milbemycin A3, expressed as
milbemectin)

Monocrotophos
Nitenpyram
Norflurazon
Novaluron
Omethoate
Oxadiargyl
Oxamyl
Paclobutrazol
Paraoxon
Paraoxon-methyl
Pencycuron
Phenmedipham
Phorate
Phosmet
Pirimicarb
Prochloraz

Procloraz (sum of prochloraz and its
metabolites containing 2,4,6-
trichlorophenol, expressed as
prochloraz)

Promecarb
Propamocarb
Propargite
Propoxur
Proquinazid
Prosulfocarb
Pymetrozine
Pyraclostrobin
Pyridate
Quizalofop P ethyl
Rimsulfuron
Rotenone
Silthiofam

Spinosad: sum of spinosyn A and
spinosyn D, expressed as spinosad

Spirodiclofen
Spirotetramat

Spirotetramat and its 4 metabolites
expressed as spirotetramat R

Spirotetramat, BY| 03380-Enol

Units Q.L.
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01

Resource

Spirotetramat, BYI 03380-Enol-
Glucoside

Spirotetramat, BYI 03380-Ketohydroxy

Spirotetramat, BY| 03380-Monohydroxy

Spiroxamine
Sulfentrazone
Tebufenozide
Terbufos oxon sulfone
Terbufos sulfoxide
Thiabendazole
Thiacloprid
Thiamethoxam
Thifensulfuron methyl
Thiobencarb
Thiodicarb

Thiofanox sulfoxide
Thiophanate-methyl
Triadimenol
Tricyclazole
Trifloxystrobin
Triflumuron

Triforine

Units Q.L.
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,003
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01
mg/kg 0,01

Resource

Units Q.L.

Q.L.: Quantification Limit
Methods:

Estando Parque Empresarial
mas cerca Base 2008

llegamos C/ Castillo de Aledo sh
mas lejos. Apda. 473

30564 Lorqui (Murcia)

RESULTS IN PAGE 1 OF REPORT
(MET-CR-MULTI-LC/MSMS) (MET-CR-Extraccion-Multi)

T+34 3968 676 842
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INTERQUIM, S.A.
Avda. Diagonal 549,52Planta -. 08029- Barcelona

Your Ref:
CITROSA(2044486)_OTE 016K007

Ecosur Ref: A-02364170020 [ANX]-EN Sample Sent by: Helena Montijano
Date collected/Entry: 28/03/2017 28/03/2017 Date of issue: 25/04/2017
Date start/End: 28/03/2017- 10/04/2017 Time collected/Entry: 14:20- 19:05
Sample quantity: 5009
Type of sample: Citrosa
Parameter Units Result LMRs
Carbendazim (sum of benomyl and carbendazim mg/kg 0,008

expressed as carbendazim)
(MET-CR-MULTI-LC/MSMS) (MET-CR-Extraccion-Multi)

Comment: This Annex affects to parameter detected below the limit of quantification expressed in the test
report.

Armonized MRL
The results of this report only affect to the tested samples. It is not permitted the total or partial reproduction

this report without approval of Ecosur laboratory.

The samples will be preserved according the specific requirements established by the Ecosur Quality Syste
except specific demands of the clients. The uncertainties of the test have been calculated and are available f

Estando Parque Empresarial T +34 968 676 842
mas cerca Base 20008
F +34 968 676 871
llegamos C/ Castillo de Aledo s
mas lejos Apdo. 479 lab.ecosur@laboratoriosecosur.es
38564 Lorqui (Murcia) www.laboratoriosecosur.es
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INTERQUIM, S.A.
Avda. Diagonal 549,52Planta -. 08029- Barcelona

Your Ref:
CITROSA(2044486)_OTE 016K007

Ecosur Ref: A-02364170020 [P]-EN-M Sample Sent by: Helena Montijano

Date collected/Entry: 28/03/2017- 28/03/2017 Date of issue: 25/04/2017
Date start/End: 28/03/2017- 10/04/2017 Time collected/Entry: 14:20- 19:05
Sample quantity: 5009

Type of sample: Citrosa

Requested test:

Total dithiocarbamates, Melamine, Crysene, POLYCYCLIC HYDROCARBONS AROMATIC (PHAs) (Sum of Benzo (a)

Pyrene, Benzo (a) Anthracene, Benzo (b) Fluoranthene y Crysene), Benzo (a) Pyrene, Benzo (b) Fluoranthene, Benzo (a)
Anthracene, Aflatoxin B1, Aflatoxin B2, Aflatoxin G1, Aflatoxin G2, Total Aflatoxins (Sum of B1,B2,G1 y G2), Pyrethrins (sum
isomers) Cinerinl, Cinerinll, Jasmolinl, Jasmolinll, Piretrin| andPiretrinll.

Parameter Units Q.L. Result

Crysene ualkg 1,0 <1,0

(MET-CR-HPA-cond / MET-CR-HPA-extr)

Melamine mg/kg 0,05 < 0,05

(MET-CR-MULTI-LC/MSMS) (MET-CR-Extraccion-Multi)

Total dithiocarbamates mg CS2/kg 0,01 <0,01

(MET-CR-Ditiocarbamatos totales;GC/PFPD)

POLYCYCLIC HYDROCARBONS AROMATIC (PHAs) (Sum of ug/kg 4,0 <4,0

Benzo (a) Pyrene, Benzo (a) Anthracene, Benzo (b)
Fluoranthene y Crysene)
(MET-CR-HPA-cond / MET-CR-HPA-extr)

Benzo (a) Pyrene ug/kg 1,0 <1,0
(MET-CR-HPA-cond / MET-CR-HPA-extr)
Benzo (b) Fluoranthene ug/kg 1,0 <1,0
(MET-CR-HPA-cond / MET-CR-HPA-extr)
Benzo (a) Anthracene ug/kg 1,0 <1,0
(MET-CR-HPA-cond / MET-CR-HPA-extr)
Aflatoxin B1 ug/kg 0,5 <0,5
(MET-CR-Aflatoxinas-Al;HPLC-FLD)
Aflatoxin B2 ug/kg 0,5 <0,5
(MET-CR-Aflatoxinas-Al;HPLC-FLD)
Aflatoxin G1 ug/kg 0,5 <0,5
(MET-CR-Aflatoxinas-Al;HPLC-FLD)
Aflatoxin G2 ug/kg 0,5 <0,5
(MET-CR-Aflatoxinas-Al;HPLC-FLD)
Total Aflatoxins (Sum of B1,B2,G1y G2) ua/kg 0,50 <0,5
(MET-CR-Aflatoxinas-Al;HPLC-FLD)
Pyrethrins (sum isomers) mg/kg 0,06 < 0,06
(MET-CR-MULTI-LC/MSMS) - (MET-CR-Extraccion-Multi)
Estando Pargue Empresarial T +34 968 676 842
mas cerca Base 2000
F +34 968 676 871
llegamos C . Castillo de Aledo s n
mas lejos Apdo. 479 lab.ecosur@laboratoriosecosur.es
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Ref. Ecosur: A-02364170020 [P]-EN-MI Pagina 2 de 2
Su Ref: CITROSA( 2044486 OTE 016K007

ANALYTICAL RESULTS

Parameter Units Q.L. Result

Cinerin | mg/kg 0,01 <0,01
(MET-CR-MULTI-LC/MSMS) - (MET-CR-Extraccion-Multi)

Cinerin |l mg/kg 0,01 <0,01
(MET-CR-MULTI-LC/MSMS) - (MET-CR-Extraccion-Multi)

Jasmolin | mg/kg 0,01 <0,01
(MET-CR-MULTI-LC/MSMS) - (MET-CR-Extraccion-Multi)

Jasmolin Il mg/kg 0,01 <0,01
(MET-CR-MULTI-LC/MSMS) - (MET-CR-Extraccion-Multi)

Piretrin | mg/kg 0,01 <0,01
(MET-CR-MULTI-LC/MSMS) - (MET-CR-Extraccion-Multi)

Piretrin |1 mg/kg 0,01 <0,01
(MET-CR-MULTI-LC/MSMS) - (MET-CR-Extraccion-Multi)

This report modifies and cancels to A-02364170020 [P]-EN - 10/04/2017. By change of LC of aflatoxins and breakdown of natural
pyrethrins.

Q.L.: Quantification Limit

The results of this report only affect to the tested samples. It is not permitted the total or partial reproduction of
this report without approval of Ecosur laboratory.

The samples will be preserved according the specific requirements established by the Ecosur Quality System
except specific demands of the clients. The uncertainties of the test have been calculated and are available for

the client.
Estando Parque Empresarial T+34 968 676 842
mas cerca Base 2800
F +34 968 676 871
llegamos C/ Castillo de Aledo sh
mas lejos. Apdo. 479 lab.ecosur@laboratoriosecosur.es
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May 26, 2020

Molly Harry

Regulatory Review Scientist/Chemistry Reviewer
U.S. Food and Drug Administration

Center for Food Safety and Applied Nutrition
Office of Food Additive Safety

Division of Food Ingredients

Re: Responses to GRN 902 questions

Dear Ms. Harry,
Please find our responses to your questions for GRN 902 below. The original FDA questions are in black, and
responses to the questions are in red.

1. Please provide additional details on the manufacturing process for the starting crystals of neohesperidin.

Dry, immature bitter oranges are milled and extracted in a hot hydroalcoholic medium. The
extract which contains neohesperidin is separated from solids by centrifugation. The supernatant
is filtered. The filtrate is concentrated by evaporation of the alcohol where upon neohesperidin
precipitates from the solution. The precipitate is washed with water.

Neohesperidin is purified with a hydroalcoholic solution and washed with water. The washed
purified neohesperidin is dried and milled.

2. You indicate that an unknown impurity exists, and it has been tentatively identified as dihydrochalcone or
a flavonoid present at no more than 0.4%.
Can this impurity be identified and confirmed by using mass spectrometry?

A tentative identification might be carried out by Liquid Chromatography coupled to

Mass Spectrometry (MS). According to the used MS detector, several options are

available:
QQQ / lon trap: This detector would provide the main ion of the molecule, as
well as its fragmentation pattern.
This would allow the identification of its main structural features, such as
functional groups. However, these techniques would not provide any information
regarding the structural arrangement of the fragments. Therefore, taking into
account the structural similarities between flavonoids, an unequivocal
identification would not be feasible.

2800 E. Madison St.
Suite 202

Seattle, WA 98112
(253) 286-2888
www.aibmr.com
www.toxicoop.com
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TOF: This detector would provide the accurate mass of the compound, as well as
its isotopic distribution. This data would allow the assignation of a series of
tentative molecular formulas, with different degree of agreement. However, this
technique would not provide any structural information. Thus, taking into
account that many flavonoids share molecular formula, identification would not

be possible.

This technique would give us more information about the unknown impurity but, at the
end of the day, the internal library of the software would provide a certain number of
possible structures. For this reason, the identification would not be unequivocal.

What is the potential source of this impurity and what is the significance of discussing an impurity

that is present at such a low level?

As the production of NHDC is a chemical reaction, very low levels of other flavonoids
(with various side chains and arrangements) are naturally created in manufacturing. These
are in accordance with the impurities listed in the monograph for NHDC in USP-NF.* The
significance of discussing the impurity present at such a low level is to characterize, as best
as possible, the entirety of the product. Additionally, as identified in the USP-NF
monograph, there is specific acceptance criteria listed for “other” impurities (i.e. impurities
other than impurities A through G). The monograph defines “other” impurities as
composing no more than 0.5% of the final product. Impurity H was found to compose no
more than 0.4% of the batches tested. Therefore, its mention in the GRAS dossier also
reflects HealthTech BioActives’ compliance with accepted monographs.

3. Please provide batch analyses data for residual contaminant and pesticide in three non-consecutive batches

of the NHDC ingredient.
Please see attached.

4. Insection 2.3.6 (page 18) of the notice, you state that heavy metal contamination of NHDC is not expected.

However, you provide batch results for heavy metal analysis on page 19.

o Please provide specifications for heavy metals in the NHDC.

Please find the table below re

arding the specifications for heavy metals.

Metal Specification Method

Lead <2 ppm USP <730>
Mercury <0.1 ppm USP <730>
Arsenic <3ppm USP <730>
Cadmium <1ppm USP <730>

2800 E. Madison St.
Suite 202

Seattle, WA 98112
(253) 286-2888
www.aibmr.com
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5. Please verify that the analytical methods have been validated for their intended purpose.
The analytical methods have been validated for their intended purposes.

6. There is a specification for assay of 96-102% for the NHDC ingredient and a moisture specification of up
to 12%. Based on your batch analyses, the results show 10-11% moisture content with assay levels of
approximately 98%. This results in a mass balance of greater than 100%.

o Please clarify and/or explain this discrepancy.
The result of assay is calculated on dried basis.

7. On page 44 section 6.7.1 of the notice (4™ bullet), you state that data from Gumbmann et al., (1978) (e.g. 1-
year oral toxicity study in rats and 2-year oral toxicity study in dogs) were used to establish safety. Since
FDA could not obtain this publication using publicly available sources, we could not determine whether it
was peer-reviewed and whether or not the discussed information satisfies the “generally available and
accepted scientific data” requirement as outlined in the GRAS final rule. We note that in your synopsis of
those studies, you described some toxicological endpoints of potential concern that JECFA evaluated
(summarized in Table 12). Yet, the European Commission’s Scientific Committee for Food (Reports of the
Scientific Committee for Food (Twenty-first series), pg. 23) clearly noted deficiencies in those studies:

“The Committee could not determine a no-effect level for NHDC using the studies carried out by the
USDA up to 1978 because the results found during the various tests were variable and sometimes
contradictory.”
o Please clarify which studies and data were pivotal to your GRAS conclusions and discuss the
findings of Gumbmann et al. in their context.
While AIBMR was able to obtain this article (please find it attached), we understand the FDA’s
concern that it may not be easily available and satisfy the requirement of a GRAS conclusion. We
believe that a GRAS conclusion can still be made with Gumbmann as a corroborative reference
and, therefore, our pivotal studies are:
e Linaetal., (1990), an oral, repeated-dose rat study, establishing a NOAEL in rats at 750
mg/kg bw/day,?
e Various published genotoxicity studies summarized in Table 10 of the GRAS dossier,
e Waalkens-Berendsen et al., (2004) reproductive study establishing a NOAEL of 3100
mg/kg bw/day,?
e The determination of a safe ADI of 5 mg/kg bw/day by the European Commission’s
Scientific Committee for Food in 1989.4

In 1989, European Commission’s Scientific Committee for Food (Reports of the Scientific
Committee for Food) noted that they could not determine a no-effect level for NHDC using the
studies carried out by the USDA up to 1978 because the results found during the various tests were
“variable and sometimes contradictory” due to nutritional deficiencies noted in some of the
reviewed studies, specifically within the various toxicologic studies performed by Gumbmann et
al., (1978).* However, based on the totality of evidence, the committee determined the substance
was safe and recommended an ADI of 5 mg/kg bw/day.
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Gumbmann et al., (1978) was published in the book Sweeteners and Dental Caries and the report
is attached to this communication.® The publication was listed as pivotal data (specifically the 1-
year repeated dose rat and 2-year repeated dose dog studies) due to findings of lack of adverse
effects at elevated doses (up to 10% NHDC in diet) for long periods of time (up to 1 year). The
Joint Expert Committee on Food Additives (JECFA) determined the NOAEL of the study to be
2500 mg/kg bw/day (1-year rat study) and 1000 mg/kg bw/day (2-year dog study).® In addition to
the 1- and 2-year repeated dose studies, the authors completed 122-170 day repeated dose trials on
rats with NHDC comprising of 0% and 5% of the animals’ diet. As noted in the GRAS dossier, the
contradictory findings within this study include an increase in thyroid weights in rats fed NHDC at
5% of their diet for 122-170 days, which was not found in rats fed NHDC at 5% of their diet for 1
year or in rats fed NHDC at 10% of their diet for 11 months. Other findings from this publication
have been noted in the GRAS conclusion. In summary, much of the data from Gumbmann et al.,
(1978) corroborates the safety of HealthTech BioActives” NHDC for its intended use.

8. Please provide a brief narrative as to why NHDC from your intended use is not a safety concern for sensitive
sub-populations, such as diabetics.

Non-nutritive sweeteners (NNS), including NHDC, are low calorie sweeteners that do not have an
effect on glycemic response in those that ingest them. A study by Dewinter et al., (2016) examined
non-nutritive sweetener consumption habits of pediatric patients with type 1 diabetes and found
that while diabetics are considered a population with high consumption patterns of NNS (due to a
lack of effect on blood glucose levels), this population did not exceed the EFSA ADI for NHDC.
The authors also determined that there is little chance that NNS ADIs in general would be exceeded
by this population.”

Animal models can inform on the effects of NHDC and similar flavonoid structures with regard to
glucose homeostasis. In healthy mice, the ingestion of NHDC in combination with a bolus of
glucose did not cause a change in 30-minute post-prandial blood glucose levels or gastric emptying
compared to vehicle control.? In diabetic mice, neohesperidin was shown to have no negative effect
on blood glucose levels.® Though it was neohesperidin and not NHDC, the study is suggestive that
a similar lack of blood sugar effects could be found in NHDC as it is composed of the same
flavonoid. Diabetic animal model studies using other NNS compounds have similarly shown a lack
of concerning results.* 11

Other studies monitoring various glycemic parameters on people with diabetes given NNS showed
a lack of adverse effects on blood sugar regulation compared to the controls.'?*® Three independent
reviews of research on individuals with both TIDM and T2DM did not find a difference in diabetic
control between those consuming various NNS and controls.'®8 Lohner, et al. (2016) performed a
scoping review of 372 human studies on any health outcome, including on subjects with diabetes,
using NNS as the intervention.® In diabetics, most of the reviewed studies showed no effects of
NNS on diabetic control. Olivier et al., (2015) examined 1,616 studies on overall health effects of
NNS, of which 5 trials were specifically on blood glucose homeostasis in diabetics, showing that
overall there were no acute or chronic effects of NNS consumption on blood glucose in diabetes.*’
Behnen et al., (2013) specifically reviewed studies on NNS effects in diabetics. They included 9
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clinical trials (490 diabetic subjects) and found no significant difference in glycemic control in
those consuming NNS.*8 Though NHDC was not included in any of these reviews examining NNS
effects on diabetic subjects, the results from the studied NNS do not suggest possible concern
related to NHDC consumption by diabetic individuals. EFSA did not identified any at risk
subpopulations in their ADI determination for NHDC, either in their original report, or in mentions
of the ADI since.* 1*20 Additionally, the FDA has allowed the addition of many NNS (as seen, for
example, in 21 CFR 180.37, 172.804, 172.800, 172.830, 172.829 and GRNs 858, 839, 838, 821,
795, 790, 768, 759, 745, 744, 733, 702, 662, 656, 638, 626, 619, 607, 555, etc.) into the food supply
without limitation to sub-populations such as diabetics. Therefore, though there are authoritative
opinions that state there is insufficient evidence either for or against the recommendation of
consumption of NNS in place of nutritive sweeteners to individuals with diabetes,? 2 there is no
reason to suspect NHDC would pose any increased safety concern in this or other sub-populations
compared to other NNS with GRAS status. Lastly, the very large margin of safety for the ingredient
as relates to its estimated exposure also provides some safety assurance with regard to various sub-
populations.

We hope that these responses are adequate with regard to your questions. Please don’t hesitate to let us know if
there are any further questions or comments or would like for us to expand on any of the responses above during
your continued GRN evaluation process. We will be happy to discuss and/or provide any additional written

responses.

Sincerely,

Dr. Kayla Preece
Agent of the notifier
Regulatory and Scientific Consultant at AIBMR Life Sciences, Inc.
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From: John Endres

To: Harry. Molly

Cc: Kayla Preece; Amy Clewell

Subject: AIBMR: FDA GRN 902: Neohesperidin dihydrochalcone (NHDC)
Date: Wednesday, June 24, 2020 2:29:11 PM

Dear Ms. Harry-

We understand from previous discussions we have had with the FDA why OFAS has concerns over Pb
and As levels (specifically concentrations) in various foods—especially for the most sensitive populations
such as infants. We have also discussed with the FDA that it makes more sense to consider absolute
exposure to Pb and As rather than relative concentration. Of course, it is the EDI at the 90th percentile of
the foods that matters most (the greater the daily mass consumed, the greater the exposure based upon
the concentration). We don't believe that it is scientifically appropriate to limit the concentration without
considering the EDI.

Below are 2 examples of significant bodies that have established safe harbor levels for these 2 elements.
—California Proposition 65
—ICH FDA Guideline (March 2020) Elemental Impurities: Guidance for Industry

Prop 65 has set the NSRL for Pb at 15 pg/day and the MADL at 0.5 pg/day and set the NSRL for As at 10
pg/day. ICH FDA Guideline (March 2020) Elemental Impurities: Guidance for Industry Appendix A.2.1 (pg
31) sets the limit of Pb at 5 pg/day and As at 15 pg/day. The EDI for Neohesperidin dihydrochalcone of
our GRAS Notification 902 at the 90th percentile is 19.3 mg NHDC/day.

With the Pb specification of < 2 ppm, the absolute maximum exposure to Pb would be 0.0386 ug/day,
which is 389 times lower than the NSRL and 13 times lower than the MADL. With the As specification of <
3 ppm, the absolute maximum exposure to As would be 0.0579 ug/day, which is 173 times lower than the
NSRL.

As illustrated above, these exposures are exceedingly low and in our opinion of little, if any, concern.
Importantly, these respective specifications are also the same limits for NHDC listed in the Food
Chemical Codex/USP monograph.

Therefore, based on the above calculations and exposures, we would like to respectfully leave the
specification as is. Thank you in advance for your consideration and feedback.

Best Regards,
Dr. Kayla Preece
Dr. Amy Clewell
&

John R. Endres, ND
Chief Sientific Officer
AIBMR Life Sciences, Inc.
(253) 286-2888
@AIBMRInc
www.albmr.com
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From: Kayla Preece

To: Harry. Molly

Cc: John Endres; Amy Clewell; Jared Brodin

Subject: AIBMR: GRN 902: NHDC: Clarification of intended use for NHDC (GRN 000902)
Date: Monday, September 28, 2020 1:10:48 PM

Attachments: image001.png

Dear Ms. Harry-

NHDC isintended to be used as a sweetener in the foods listed in GRN 902. Please let us
know if you have any further questions we can assist with.

Best regards,
Kayla

;;ayla Preece, ND
Scientific and Regulatory Consultant
AIBMR Life Sciences, Inc.
(253) 286-2888
www.aibmr.com | @AIBMRInc
The information contained in this transmission may be legally privileged and confidential information
intended only for the use of the intended recipient. If you are not the intended recipient, the review,

dissemination, distribution, copying, or printing of this transmission is strictly prohibited. If you have
received this message in error, please notify me immediately. Thank you.

On Fri, Sep 25, 2020 at 9:20 AM Harry, Molly <Moally.Harry@fda.hhs.gov> wrote:

Dear Dr. Preece,

In GRN 000902, you state that the intended use of neohesperidin dihydrochalcone (NHDC)
isasan "ingredient." However, you aso provide information regarding its relative sweetness
to sucrose and its use as a sugar substitute. Please clarify that NHDC is being used as a
sweetener in the foods listed in the GRN and not as an ingredient.

Molly A. Harry
Regulatory Review Scientist

Office of Food Additive Safety, Division of Food Ingredients
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

Molly.Harry@fda.hhs.gov

Tel: 240-402-1075
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Best regards,
Kayla

;<“ayla Preece, ND
Scientific and Regulatory Consultant
AIBMR Life Sciences, Inc.
(253) 286-2888
www.aibmr.com | @AIBMRInc
The information contained in this transmission may be legally privileged and confidential information
intended only for the use of the intended recipient. If you are not the intended recipient, the review,

dissemination, distribution, copying, or printing of this transmission is strictly prohibited. If you have
received this message in error, please notify me immediately. Thank you.
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From: Kayla Preece

To: Harry. Molly

Cc: John Endres; Amy Clewell; Jared Brodin

Subject: AIBMR: HealthTech BioActives-FDA GRN 000902 - NHDC- Updated Pt 1
Date: Friday, October 9, 2020 2:04:06 PM

Attachments: image001.png

Part 1TUPDATEDwithsig.pdf

Hello Ms. Harry-
Thank you again for taking the time to speak with us the other day.

Please find the attached signed and updated Pt 1 that specifies NHDC as a sweetener. Per our
phone discussion, our client does not wish to describe the intended use in GRN 902 as a flavor
enhancement or modifier.

Please let me know if you have any questions and we look forward to hearing from the FDA
soon.

Best regards,
Kayla
;;-ayla Preece, ND
Scientific and Regulatory Consultant
AIBMR Life Sciences, Inc.
(253) 286-2888
www.aibmr.com | @AIBMRInc
The information contained in this transmission may be legally privileged and confidential information
intended only for the use of the intended recipient. If you are not the intended recipient, the review,

dissemination, distribution, copying, or printing of this transmission is strictly prohibited. If you have
received this message in error, please notify me immediately. Thank you.

On Fri, Oct 2, 2020 at 9:07 AM Harry, Molly <Mally.Harry@fda.hhs.gov> wrote:

Dear Dr. Preece,

In your September 28, 2020 email, you stated that NHDC is intended for use as a sweetener
in the food categories listed in the notice. This means that the intended use in food has
changed and that NHDC would have atechnical effect in the food. For the record, please
provide an updated “Part 1: Signed Statements and Certification” for GRN 000902 that is
signed by the notifier.

Sincerely,

Molly A. Harry
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Part 1: Signed Statements and Certification

1.1 Submission of GRAS Notice

HealthTech BioActives, S.L.U. (the notifier) is submitting a new GRAS notice in accordance with
21 CFR Part 170, Subpart E, regarding the conclusion that neohesperidin dihydrochalcone
(NHDC) is Generally Recognized as Safe (GRAS) for its intended use, consistent with section
201(s) of the Federal Food, Drug and Cosmetic Act.

1.2 Name and Address of the Notifier and Agent of the Notifier

Notifier

Francisco Borrego Rios
HealthTech BioActives, S.L.U.
Ctra. Beniel a Zeneta, 143-145
El Raiguero-La Villa

30130 Beniel (Murcia)

Spain

Tel: +34 968 012 006
pborrego@ferrer.com

Agent of the Notifier

Kayla Preece, ND

Scientific and Regulatory Consultant
AIBMR Life Sciences, Inc.

2800 E. Madison, Suite 202

Seattle, WA 98112

Tel: (253) 286-2888
kayla@aibmr.com

1425 Broadway

Suite 458

Seattle, WA 98122

(253) 286-2888 ph

www.aibmr.com

www.toxicoop.com 1


http:www.toxicoop.com
http:www.aibmr.com
mailto:kayla@aibmr.com
mailto:pborrego@ferrer.com

A

AIBMR

Life Sciences, Inc.

1.3 Name of the Substance
Neohesperidin dihydrochalcone

1.4 Intended Conditions of Use

NHDOC is intended to be used as a sweetener in various food categories (as listed in Part 3) at
maximum levels of 10-1000 ppm, depending upon the specific food category. NHDC is not
intended for use in foods where standards of identity would preclude such use, infant formula, or
any products that would require additional regulatory review by USDA.

1.5 Statutory Basis for GRAS Conclusion

The conclusion of GRAS status of NHDC for its intended conditions of use, stated in Part 1.4 of
this notice, has been made based on scientific procedures.

1.6 Not Subject to Premarket Approval

We have concluded that NHDC is GRAS for its intended conditions of use, stated in Part 1.4 of
this notice, and, therefore, such use of NHDC is not subject to the premarket approval
requirements of the Federal Food, Drug, and Cosmetic Act.

1.7 Data and Information Availability Statement

The data and information that serve as the basis for this GRAS conclusion will be available for
review and copying during customary business hours at the office of Ctra. Beniel a Zeneta 143-
145, El Raiguero-La Villa 30130 Beniel (Murcia) — Spain or will be sent to FDA upon request.

1.8 Exemption from Disclosure under the Freedom of Information Act

None of the data and information in Parts 2 through 7 of this GRAS notice are considered exempt
from disclosure under the Freedom of Information Act (FOIA) as trade secret or commercial or
financial information that is privileged or confidential.
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1.9 Certification of Completion

We hereby certify that, to the best of our knowledge, this GRAS notice is a complete,
representative, and balanced submission that includes unfavorable information, as well as
favorable information, known to us and pertinent to the evaluation of the safety and GRAS status

of the use of NHDC.

10/08/2020

Francisco Borrego Rios Date

Director
HealthTech BioActives, S.L.U. — Beniel (Murcia)
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