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R B BN A ALCTAERETMLAXTES AL JZAR
FRRARTER

l-hmby. we Jmht that manubicturing Products supplicd to Nang Kuang
Ph 1 Co., LTD., hereinafier referred to as ("Nang Kuang ) shall meet the
following requirements:

L fgdanznfa AARTHMLLRLNAFRURAHERR
SE T ¢ Bl B VLA MR B de -
Starting materials used for manufcturing shall not be changed without prior
notification. Also, if the production process, test method, stability, efficacy ete. are
1o be modified or any product quality related rocall occurs, shall inform Nang
Kuang proactively in accordance with regulation of statutory period to
ensare no quality impact.

2 R hELESSHAS SRR MG (TSE) S 4 R0 REG
(BSE) + A MR N ST A0 R ARG RH ST LELE
EF TR RS UETLS g e iYL

Products supplied to Nang Kuang are froc from Trassmissible Spongiform
Encephalopathy (TSE) and Bovine Spongiform Encepbalopathy (BSE), the
matifscturing process do not use any raw materials or substances derived from
mmmmhwmmmmmm
shipping.

3 et A RS BRI R RARE AN AT RSN
AeaRGERFan L 2EKidh (CPG)  "QTA Good Manufacturing
Practice Guidance for Active Pharmacocutical Ingredients 5 #§ 2010 44 f45 4. k.
W 95T AR WA 2 TR SR
Products that provided to Nang Kuang are uniformity from batch (lot) to butch
(Jot) . The term wniformity refees to US FDA Compliance Policy Guide (CPG),
Guidance for Tndustry, Q7A Good Manuficturing Practice Guidanee for Active
mw Ingredients and WH lluﬂl quﬂlnn {NHD) Good

ing practices for active p 1 Report
suh.xo.m.mnm:.m

4 RANRERHN CRHELY ST /LA (QFRRReMN T

EUEL

Comp
e
Signat

authoriz:

PLESSLIL S A SRR ¢ ERF 4 AF L2 RE LS 1.8
B AR 104427 A 16 B 2T 2 MR SRS 8 ),
0 P 00 00 A, PECUS PART LI (PE009-14) LEL » W 8 de it
Pk RemHAHES  RERLYXAMARSPFTHERALN - B0 d
HRARLLANY  RELALNRNHLATTER BLrHbbEMR
HHMERE -

We (inclodes anthorbred  distributors, subsidiscies or  branches) do
trading/mannfacturing of starting materimls, packaging materials or intermediates
andlor take possession, repeck, relabel, menipulste, distribute, or store in
socordance with Tuiwan Food and Drug Administration ansounced on July 16
2015, PIC/'S PART II: Distribution OR/ AND PIC/S PART I (PE009-14)
regulation, the quality of the raw mateiialé and packaging matecials provided to
Nang Koing shall be transported in & manner that does nol adversely affect their
quality. Also, if the contractor for transportation has been changed or any quality
related of abnommality accurred, shall inforn proactively and provide investigation
fepart upon Fequest.

Lo

AALALBHAADHRRENAARTRARNTRAL N-BRE=-TF
(N-nitrosodimethylamine, N-NDMA)#, N-2 3§ & = £ 8(N-Nitrosodisthylamine,
N-NDEA)L 5 4 -

We do not manuficture niw matecial conlalns & nitrodamine imparity and assures
that cither Menitrosodimethylaming or M-Nittosodiethylamine shall not be
contaminated during prodoction.

A ¥ Date: M.u.ij

AL SR L8] NEDI-04-001-QAGH01-07/01720
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