Huanggang Huayang Pharmaceutical Co., Ltd.

;Mq % XA BN 25 M1 A7 B2 )

MAJOR ALLERGENS STATEMENT AND CHECKING LIST

We HUANGGANG HUAYANG PHARMACEUTICAL CO., LTD, hereby confirm that our
products L_Carnitine Fumarate do not contain any allergens and the checking

list is as below.

Directive 2000/13/EC regarding labelling, presentation and advertising of Foodstuffs, Article 6(3a), 10 & 11, and Annex 111a, as amended by Directive 2007-68-
EC, establishes a list of food ingredients which must be indicated on the label of foodstuffs as they are likely to cause adverse reactions in susceptible individuals.

1 Please fill in each square with YES or NO and when applicable the name of an ingredient. Do not leave empty spaces.

PRESENT IN

PRESENT IN PRESENT IN

COMPONENT THE SOURCE

PRODUCT SAME LINE SAME PLANT
Cereals containing gluten (i.e. Wheat, rye, barley, oats, spelt, kamut or their hybridised
strains and products thereof,  except,
a)  wheat based glucose syrups including dextrose
b)  Wheat based maltodextrins No No No No
c¢)  glucose syrups based on barley
d)  cereals used for making distillates or ethyl alcohol of agricultural origin for

spirit drinks and other alcoholic beverages.
Crustaceans and products thereof No No No No
EGGS and products thereof No No No No
FISH and products thereof except:- No No No No
a)  fish gelatine used as a carrier for vitamin or carotenoid preparations
b)  fish gelatine or isinglass used as fixing agent in beer and wine.
Peanuts and products thereof No No No No
Soybeans and products thereof,  except
a) fully refined soybean oil and fat
b) natural mixed tocopherols (E306) natural D-alpha tocopherol, natural D- alpha
tocopherol acetate, natural D-alpha tocopherol succinate from soybean sources | No No No No
c) vegetable oils derived phytosterols and phytostrol esters from soybean sources
d) plant stanol ester produced from vegetable oil sterols from soybean sources.
MILK and products thereof (including lactose), except
a) whey used for making distillates or ethyl alcohol of agricultural origin
for spirit drinks and other alcoholic beverages No No No No

b) Lactitol
Nuts i.e. almonds (Amygdalus communis L) ,hazelnuts (Corylus avellana), walnuts,
(juglands regia), cashews (Anacardium occidientale), pecan nuts (Carya illinoises
(Wangenh) K. Koch), Brazil nuts (Bertholletia excela), pistachio nuts (Pistacia vera),
macadamia nuts and Queensland nuts Macadamia ternifolia), and products thereof, No No No No
except
a) nuts used for making distillates or ethyl alcohol of agricultural
origin for spirit drinks and other alcoholic beverages.
Celery and Products thereof No No No No
Mustard and products thereof No No No No
Sesame seeds and products thereof No No No No
Sulphur dioxide and sulphites at concentrations of more than 10 mg/kg or 10mg/litre as
KYoRt No No No No
Lupin and products thereof

No -4 | No No No
Molluscs and products thereof i N[; No ' No No
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GMO Free Statement

We, (Huanggang Huayang Pharmaceutical Co., Ltd), herewith confirm

that L-Carnitine Fumarate produced by our company is NON-GMO.

NON-GMO: all ingredients is this product were not derived from
genetically modified source material, and free from both genetically

modified DNA and the proteins derived from genetically modified DNA.

Huanggang Huayang Pharmaceutical Co., Ltd

Date: Jun 12th, 2018
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BSE/TSE Statement

We, (Huanggang Huayang Pharmaceutical Co., Ltd), herewith confirm that
L-CARNITINE FUMARATE has been assessed in respect to materials identified
in the “Note for Guidance on Minimising the Risk of Transmitting Animal
Spongiform Encephalopathy Agents via Human and Veterinary Medicinal

Products (CPMP TSE Guideline EMEA/410/01 Rev-02)".

No risk materials identified in this guidance are:

e Used as reagents or starting materials in the manufacturing process

e Used as cleaning agents, lubricants, and softeners that are product contact
e Used in product contact packaging

e Used in the same equipment, or part of the manufacture of another

material manufactured in the same equipment

e Used in another product within the same facility and have a potential to

cross contaminate the material in question

Company Stamp

Date: JUN 12th, 2018




xmﬂz 85 DX 45 B 26 o 47 KL il

Huanggang Huayang Pharmaceutical Co., Ltd.

Pesticide Residue statement

We HUANGGANG HUAYANG PHARMACEUTICAL CO., LTD confirm that

Our product L-carnitine Fumarate is synthetically produced with the
starting material epichlorohydrin. There is not any vegetable or animal
material or ingredient used during the production and we guarantee our

finished product is free from pesticide residue risk.

Date: JUN 12th, 2018
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GRAS Statement

To whom it may concern,
we herewith confirm that the product produced by our company:

L-Carnitine Fumarate

is Generally Recognized as Safe.

Company Stamp:

Date JUN 12th, 2018

Add: 8 Wangu RD, Sanlifan Town, Luotian County, Hubei 438621, China
Tel: 86 713 5811498/5811489/5811558 Fax: 86 713 5811628www. huayangbio.com
Email: info@huayangbio.com
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To Whom It May Concern:

Hereby we declare that our product L-Carnitine Fumarate is

produced in China.

Testimony thereof.

Add: 8 Wangu RD, Sanlifan Town, Luotian County, Hubei 438621, China
Tel: 86 713 5811489 Fax: 86 713 5811628
www. huayangbio.com Email: info@huayangbio.com
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