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May 32012

Letter of Declaration of Manufacture
Regarding the Risk of Transmitting Agents of
Animal Spongiform Encephalopathies

To Whom It May Cencern:

We. Fujian Kerui Pharmaceutical Co.. Ltd, hereby con firm that materials used

in the manufacturing process of Cyclosporine are not derived from animals

which are susceptible 1o TSE (¢ll Ph. Bur. Chapter 3.2.8 Minimizing the risk of

transmitting animal spongiform agents via medicinal products and the related

general monograph no. 1483).
Sincerely vours,
Guivun Chen

General Manager

Fujian Kerui Pharmaceutical Co. Lid.
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May 3, 2012

Letter of Declaration of Manufacture
Without GMO

To Whom It May Concern:

We. Fujian Kerui Pharmaceutical Co.. Ltd.. hereby confirm that our product
Cyelosporine is a microbial fermentation product and no Genetically Moditied

Organisms have beer used in the whole manufacturing process,

Sincerely yours,
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CGuivun Chen
General Manager

Fujian Kerui Pharmaceutical Co, 1Ld.
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China Councif for the Promotion of International Trade is China Chamber of International Commerce
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China Council for the Promotion of International Trade
China Chamber of International Commerce
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CERTIFICATE

241 No. 12350080/01451
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THIS IS TO CERTIFY THAT:the annexed photostated
copy of FILE is in conformity with the original.

Chmgw';_Council ﬁur the Promotion

C”i?‘ﬁ ( O } *(C IL ﬁ( R MHE vf ‘Inttmatwnal Tradc

!
PROMOTION OF INTTRNATIONAL mf’i”f"'?‘i? -
TRADE IS CHING (UARIR OF  4BANEET
L INTERRATIONAL COVMERCE )
Authorized

Signature :

H#A: 2012 ££04H26H
(Date: APR. 26,2012)
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NOTICE ABOUT PROLONGING THE VALID PERIOD OF

CERTIFICATE OF GMP FOR PHARMACEUTICAL PRODUCTS

FFujian Kerui Pharmaceutical Co.,Ltd

Your company has applied to prolong the valid period of the Certificate of Good
Manufacturing Practices for Pharmaceutical Products covering bulk drugs
(cyclosporine) and oral solutions. According to the requirements of Notice about
Implementing and Complying With The Good Manufacturing Practices For
Pharmaceutical Products (Amended In 2010) (Certificate No: E&Z5% (2011)

101) and Notice about Prolonging The Valid Period of The Certificate Of Good
Manufacturing Practices For Pharmaceutical Products (Certificate No: & #5147 %
BRI (2011)269) issued by State Food and Drug Administration of P. R. China, the bulk
drugs (cyclosporine) and oral solutions of your company meet the evaluation criteria
for extending the expiration date of GMP Certificate and the Certificate of Good

Manufacturing Practices for Pharmaceutical Products (Certificate No: [ HO096) will

remain valid until 31/12/2012.
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CERTIFICATE OF GOOD MANUFACTURING PRACTICES FOR PHARMACEUTICAL PRODUCTS
PEOPLE'S REPUBLIC OF CHINA
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Scope of Inspectioniulk Drugs tCvclosporin 1. Oral Solutions. Mixture.
, Oral Solution
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This is to certify that the abote-mentioned manufacturer complies with the
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requirements of Chinese Good Man ufucturing Practices for Pharmaceisical
Products.
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