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Oggetto: @sportazione prodotti alimentari a Taiwan

TELEFAX
Ai Signorl Responsabili dei Servizi Iglene
Alimenti e Nutrizione delle Az, ULSS del

Veneto
U.L.8.5. 0. 4 E pic. Al Signori Responsabili dei Servizi Veterinari
ENTINO !
ALTO VG i ! delle Az, U.L.S.S. del Veneto
Al Ministero della Salute:
16 GIU. 2013 Dipartimento della sanitd pubblica
‘L gQ/L veterinaria, della sicurezza alimentare e
N senrnsnansrsansddoppds@yeleeecasassrassamssntant | degli organi collegiali per la tutela della
L [ RO 53 Ol Forn | salute

Direzione generale per l'igiene e la sicurezza
degll alimenti e della nutrizione;

Ufficio: IX ex DGSAN
LORQ SEDI

Si trasmette |'allegata comunicazione mail ricevuta dal Ministero della Salute e inerente
guanto fatto pervenire dall'Ufficio di Rappresentanza di Taipel In Italia relativamente ai controlli
che le Autorita sanitarie di Taiwan effettuano sugli alimenti per la ricerca di anidride maleica e
di acido maleico.

Per i prodotti alimentarl destinati all’esportazione verso Taiwan deve essere compllata
I'attestazione di garanzia da parte dell’esportatore riguardo all'assenza di acido maleico nel

prodotto.
La comunicazione del Ministero della Salute contiene numerosi files che verranno inviati
agli indirizzi di posta elettronica di codesti servizi in possesso dello scrivente,

Distinti saluti.

NTE REGIONAL

| Servizio Sonitd Animole e Igiene Alimentare Dirigente: Telefono: 041.2721306
P.O. Igiene Alimenti di Origine Animnle Tiralnre: Dotr.ssn Fiorenza Anfuso Telefono: 0412791625
E=mail; glimenti@repione, yeneto.it Sito Web: www. regione.veneto. it Telefax 041 2791330/1374

UNITA DI PROGETTO VETERINARIA
Dorsoduro, 3493 ~ 30123 Venezia Tel, 041/2791457-1304-1340 — Fax 041/2791330-1374

Cod. Fisc. 80007580279 F.IVA 02392630279
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Da:
Inviato:
Al

Cce:
Oggetto:
Allegati:

Cannistraci Rosalia [r.cannistraci@sanita.it]

mercoledi 19 giugno 2013 13.09

Abruzzo-Bucciarelli; Abruzzo-Torlontano; Basilicata-Salvatore; Bolzano; Calabria-Anastasio-
Area C(farmacovigilanza,benessere, mangimi); Calabria-Arigoni-Area B (alimenti origine
animale); Calabria-Task force Verterinaria, Campania; Campania-Sarnelli; Campania-Toto;
Emilia Romagna AUSL,; Emilia Romagna-Pierantoni; Emilia Romagna-Squintani: Friuli-Palei:
Friuli-Zuttion; Lazio-Della Marta; Lazio-Marciano; Liguria-Alimenti veterinaria; Liguria-lgiene
pubblica; Liguria-Secco; Lombardia-Castoldi; Lombardia-Frazzi; Marche; Marche-Daurizio:
Molise-Dimuzio; Molise-Rossi; Piemonte-Corgiat; Piemonte-Lucignani: Piemonte-Prevenzione
veterinaria; Puglia-Mongelli; Sardegna; Sicilia-Curcio; Sicilia-Schembri; Toscana-Balocchini:
Toscana-Baronti; Trento-Costanzi; Umbria-Cives; Valle d'Aosta; Alessandra Amorena:
Fiorenza Anfuso; Giorgio Cester; Silvio Pittui; Saia

Noe Pietro; Giganti Donato Antonio; Ciorba Anna Beatrice

comunicazione dell'Ufficio di Rappresentanza di Taipei in Italia

FDA_certificazione.pdf; 1027012509-3.pdf; 1027012509-7.docx; 1027012509-8_pdf;
1027012509-9.pdf; Allegati_laboratori.pdf; Lettera.pdf

Si trasmette I'allegata documentazione inoltrata allo scrivente dall'Ufficio di Rappresentanza di Taipel in Italia
relativamente ai controlli che le Autorita sanitarie di Taiwan effettuano sugli alimenti per Ja ricerca di anidride maleica e

acido maleico.

Pertanto, si precisa che, per i prodotti alimentar! destinati all'esportazione verso Taiwan deve essere compilata
I'attestazione di garanzia da parte dell'esportatore riguardo all'assenza di acido maleico nel prodotto.

Dipartimento della sanitd pubblica veterinarla, della slcurezza
alimentare e deqli organi collegiali per la tutela della salute
Direziona Generale per Ilglene e fa slcurezza deqgli alimenti e della

nutrizione
Ulficlo IX ex DGSAN

* Via G. Ribofta n® 5 » 00744 Roma

Rosalia CANNISTRACI
&+ 39 06 59942888
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The Principles of Handling Foods Contaminated by Maleic Anhydride Modified Starch

[Announcement date: 2013-05-28]

1. These principles are aiming at the foods containing maleic anhydride modified
starch without approval, which has violated regulations of Act Governing Food
Sanitation.

2. According to “Standards for Specification, Scope, Application and Limitation of
Food Additives ”, the modified starch of food grade shall be items specified in
category 12 pasting agent to increase the thickness. If it is necessary to add
modified starch of food grade in foods, the manufacturer shall use items specified
in preceding standards.

(1) There are 21 types of modified starch of food grade approved by now and
“maleic anhydride modified starch” is not the approved item. Therefore, the food
manufacturers that use“maleic anhydride modified starch” to produce foods have

violated the Act Governing Food Sanitation.

(2) Maleic anhydride is the indirect food additive approved by the FDA and EU, which
is converted to maleic acid while reacting with water.

(3) Maleic acid originated from foods as follows:
i. Existing in legal additive malic acid (500 ppm) and fumaric acid (1000 ppm).

ii.Produced by the maillard reaction during baking at high temperature or from
malic acid or fumaric acid via fermentation process.

iii. Migrating from approved packaging materials with maleic anhydride to foods.

3. Where there is food with maleic anhydride from illegal use of maleic anhydride
modified starch instead of residue from legal processing or migrated from

packaging materials inspected and confirmed after investigation, the following

handling principles shall be applied (see attachment 1 for flowchart)

(1) Dealing with the product

a3/ 64
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i. Those products violating regulations shall be recalled and destroyed in
accordance with article 29 of Act Governing Food Sanitation.

ii. Ask the responsible manufacturers to implement the recall process in accordance
with “Regulations of Recall and Destruction for Food and Related Products.”

(2) Dealing with the doer

i. The fine between NT$30,000 and NT$150,000 shall be imposed in accordance

with article 33 of Act Governing Food Sanitation for violating article 12 of the.
same Act.

ii.In addition, if the level of maleic acid in end product is too high and it is
considered harmful to human health after risk assessment, the fine between
NTS60,000 and NT$6000,000 shall be imposed in accordance with article 31 of

Act Governing Food Sanitation for violating subparagraph 3 of paragraph 1 of
article 11 of the same Act.

4. The manufacturer shall get non-compliant products confirmed off the shelf by
deadline and stop the sales. For failure to recall the products within deadline, the

aggravate punishment will be applied in accordance with Regulations of Recall and
Destruction for Food and Related Products.

5. From now on, all the starch materials providers shall provide the letter of
guarantee (see attachment 2 for the format of |letter of guarantee) to all food
businesses selling products containing starch, including the flat rice noodle,

Taiwanese meat ball, tempura, tapioca pearl, tofu pudding, rice patty, taro ball
and sweet potato ball etc.

6. Starting June 1, the health bureaus nationwide will launch overall inspection. For
any violation or false guarantee found, the aggravate punishment will be applied.

a4/84



Method of Test for Total Amount of Maleic Acid and Maleic Anhydride in Foods (Draft)

1. Scope
This method is applicable for the determination of total amount of maleic acid and maleic
anhydride in maleic anhydride esterified starch and its products.

2. Method
After extraction and basic hydrolysis, maleic acid is determined by high performance liquid
chromatograph (HPLC).

2.1. Equipment
2.1.1. High Performance Liquid chromatograph.
2.1.1.1. Detector: photodiode array detector.

2.1.1.2. Column: GL Sciences InertSustain C18, 5 ym, 4.6 mm i.d. x 25 cm, or an
equivalent product.

2.1.2. Shaker.
2.1.3. pH meter.
2.2. Chemicals
Methanol, HPLC grade;
Phosphoric acid , 85%, AR grade;
Hydrochloric acid, AR grade;
Potassium hydroxide, AR grade;
Mili-Q water, resistivity = 18 MQ - cm (at 25°C);
Maleic acid, reference standard.
2.3. Apparatus
2.3.1. Volumetric flask: 50 mL and 100 mL.
2.3.2. Centrifuge tube: 50 mL, PP.
2.3.3. Membrane filter: 0.22 um, PVDF.
2.4. Reagents
2.4.1. 50% methanol
Dilute 250 mL of methanol with Mili-Q water to 500 mL.
2.4.2. 5N hydrochloric acid

Cautiously add 42 mL of hydrochloric acid to 50 mL of Mili-Q water, then cool to room
temperature, and dilute with Mili-Q water to 100 mL.

2.4.3. 0.5N potassium hydroxide

Dissolve14 g of potassium hydroxide in Mili-Q water and dilute with Mili-Q water to



500 mL.
2.4.4. 0.1% phosphoric acid

Dilute 1.2 mL of phosphoric acid with Mili-Q water to 1000 mL.
2.4.5. Mobile phase solution

0.1% phosphoric acid : methanol (98:2, v/v).

2.5. Standard solution preparation

Accurately weigh 100 mg of maleic acid reference standard to 100-mL volumetric flask,
dissolve and dilute to volume with Mili-Q water as standard stock solution. When to use,
dilute standard stock solution with Mili-Q water to 0.02 - 1.0 pg/mL as working standard
solution.

2.6. Sample solution preparation

Transfer about 1 g of the sample accurately weighed to a centrifuge tube, add 25 mL of
50% methanol, shake for 30 min. add 20 mL of 0.5N potassium hydroxide and mix. After
standing for 2 hrs, acidify with about 3 mL of 5N hydrochloric acid, dilute with Mili-Q water
to 50 mL, and stand for several minutes. Dilute 100 pL (a) of the upper solution with Mili-Q
water to 1000 pL (b), then mix and filtrate with membrane filter as the sample solution.

2.7. ldentification and quantification

Accurately inject 20 uyL of the sample solution and standard solution into HPLC
respectively according to below HPLC operating conditions. Identify and quantify maleic
acid against the retention time and absorbance spectrum. Calculate the total amount of
maleic acid and maleic anhydride in the sample by the following formula:
The total amount of maleic acid and maleic anhydride in sample (ppm) = CxVxF XI:/I/X F
where

C: the concentration of maleic acid in the sample solution calculated by the standard

curve (ug/mL)

V: the make up volume of sample (mL)

M: the weight of sample (g)

F: the dilution factor, b/a

Note: The total amount of maleic acid and maleic anhydride is expressed “as maleic acid”.

HPLC operating conditions:
Photodiode array detector: UV 214 nm
Mobile phase: 0.1% phosphoric acid : methanol (98:2, v/v)
Column: GL Sciences InertSustain C18, 5 ym, 4.6 mm i.d. x 25 cm
Injection volume: 20 pL
Flow rate: 1 mL/min
Note:
1. The column used should effectively separate maleic acid with other acids, such as
fumaric acid, acetic acid, malic acid and succinic acid, etc.



2. All the parameters can be adjusted according to the equipment used if above
conditions are not applicable.

Remarks:

1. The limit of quantification (LOQ) for maleic acid is 10 ppm.
2. Further validation shall be done when interference compounds appeared in samples.

3. As verify by liquid chromatograph/tandem mass spectrometer (LC/MS/MS), use 0.1%

formic acid: methanol (98:2, v/v) as the mobile phase, and the parameters of multiple
reaction monitoring (MRM) are shown as follows:

Detection ion (m/z)  Declustering  Collision
Analyte lonization mode precursor ion > potential energy
product ion (V) (eV)
Maleic acid ESI 115> 71 -15 -1

4. Trace amounts of maleic acid may be present in foods, therefore, to determine the illegal

addition of maleic anhydride esterified starch, further inspection and interpretation of raw
materials shall be conducted.



Attachment 1

The Principles of Handling Foods Contaminated
by Maleic Anhydride Modified Starch

Where there is food with maleic anhydride from illegal use of maleic anhydride

modified starch inspected and confirmed.

I
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Dealing with the Product Dealing with the doer

i[f the level of maleic acid inend :
iproduct is too high and it is
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;health after risk assessment.
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2. Ask the responsible IAct Governing Food :Food Sanitation for violating
manufacturers to Sanitation for violating subparagraph 3 of paragraph 1
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for Food and Related
Products .”




Attachment 2

Letter of Guarantee

The letter is hereby issued to guarantee that products sold by
( ) Company/Firm ( Chairman : ) are free from

Maleic anhydride modified starch and satisfactory to the food sanitation standards.

For any statement is found untrue, the undersigned will take legal responsibilities.

Company/Firm providing guarantee:

By :

Date:
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= lahiaticics Laboratory Address, Phone, and
Number Laboratory Name : .
E-Mail
ik GTAMER AR 423 5% 124
20 AERRRTH R E) Address : 8F, No, 423, Ruiguang Rd., Neihu
(LB R A HFEIWF) District, Taipei, Taiwan R.O.C.
1 Intertek Testing Services Taiwan Ltd. |[Phone : +886-2- 6602-2888 ext. 201
(Chemicals and Microbiology +886-2-6602-2275
Division) E-Mail : deborah.yang@intertek.com
. stefan.hsu@intertek.com
Wopk P AT EEAEE TR 125 5%
34 |
& AR A H R A TRA ) Address : No.125, Wu Kung Road, New
g (RRE®RE-44L) Taipei Industrial Park, Wu Ku
A SGS Taiwan Ltd. District, New Taipei City, Taiwan
(Food Laboratory-Taipei) R.O.C.
‘ Phone : +886-2- 2299- 3279 ext.6654
E-Mail : tw.food.reception@sgs.com
. o shak AL THE E PER 610 552 48
A PHEORR M AR PR 5] A B T 2R 6108
s , Address : 2FNo.610, Zhong Zheng Rd
(BHRDBESRBRTRE) . . N
- Xinzhuang Dist, New Taipei City, -
3 ‘Hwayo Tech & Lab Co., Ltd. . '
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Laboratory) E-Mail : lab@hwayo.com.tw
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Address : No.21, Wugong 5th Rd., Xinzhuang
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4 Super Laborat Dist., New Taipei City, Taiwan
P e:, acoratory Phone : +886- 2-2298-1887
(Testing Center) E-Mail : service@superlab.com.tw
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* kﬁ*ﬁ &ﬁjﬁj& &3 Address . : 3F, No.3, S. 7th Rd., Cianjhen
(BRHETHRE) : L. .
5 Rheinland % Lid Dist. ,Kachsiung, Taiwan R.O.C.
TOV Rheinland MMEX Lt phone © 886- 7-831-7000
(Kaohsiung, Taiwan)

E-Mail : Joyce.Chen@twn.tuv.com
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Institute(FIR DI)
(Analysis Research and Service Center)
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(BB B AT B BARAS T ) ‘ L i ’
, Taiwan R.O.C.
6 Food Industry Research and Development

Phone * 886-3-5223191 eXt 258 / ext. 259
E-Mail : hsc@firdi,org.tw
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‘ E-Mail : mattchen102@mail.mirde.org.tw
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10 (% B ﬁ T8 ) Kl{l-Shan, Tao;yuan.County‘,
Electronics Testing Center, Taiwan , Taiwan R.O.C.
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E-Mail : ccwen@ete.org.tw
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{Food Safety Institute International-Asia City, Taiwan R.O.C.
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Sheng Chang Pharmaceutical Co., Ltd
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Institute-Analytical Testing Center) . o
E-Mail : analysis@mail.agv.com
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National Pingtung Univetsity of Science Taiwan R.O.C.
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Product Inspection and
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17 ‘ (BB o) City, Ping-Tung County, Taiwan
National Animal Industry Foundation R.O.C.
(Technical Service Center) + [Phone : +886-8- 7230341 ext. 8227
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(Testing And Analysis Center for
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Laboratory Address, Phone, and
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. Food And Cosmetics)

Taichung City Taiwan R.O.C.
Phone : +886-4 -26318652 # 5072

E-Mail : long49104026@hotmail.com
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