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&% g #80 E Quality Statement PREZLILIEE L A P, 22 R R 2 EC T SR L& 33
BT AARRII 10457 7 16 B 2457 3k 8 4 ORI LIL(H =00 1 3840) |
K/ BB R A & i 4 @8, PIC/S PART I (PE009-14)2 .46 By B e it
B IAA SRR S > R LT RASA A G R YL LW - a2 b

A 8 4 b A U A IR 4 AL S LA A TR B QAT AR do k" X E S

g AT E R
WA & T & K ) ) % RHK QAR - KA LR IRN LI T L 2GSl m iR
Hereby, we declare that manufacturing Products supplied to Nang Kuang NS R

Phar tical Co., LTD., hereinafter referred to as ("Nang Kuang ") shall meet the . . L
3 laxm.aceu d. ( 2 s ") We  (includes authorized distributors, subsidiaries or branches) do
following requirements: . . . . . . . .

trading/manufacturing of starting materials, packaging materials or intermediates

and/or take possession, repack, relabel, manipulate, distribute, or store in

1. g2 b 48 M e ds R 0 LACRRATRE S S R B A e U B SR R R
S BT o Bl FAS IR BRE M E B E ko o
Starting materials used for manufacturing shall not be changed without prior

accordance with Taiwan Food and Drug Administration announced on July 16
2015, PIC/S PART IIL: Distribution OR/ AND PIC/S PART II (PE009-14)

regulation, the quality of the raw materials and packaging materials provided to
notification. Also, if the production process, test method, stability, efficacy etc. are auay . P sine P .
! . > Nang Kuang shall be transported in a manner that does not adversely affect their

to be modified or any product quality related recall occurs, shall inform Nang N . . )
K ) X ) ) quality. Also, if the contractor for transportation has been changed or any quality
Kuang proactively in accordance with regulation of statutory period to B . . L .
I related of abnormality occurred, shall inform proactively and provide investigation

ensure no quality impact.
report upon request.

w

2. P d S A o R IRR A e MR AR R A 5 (TSE) Ao 4 35 668 AR A 5 "
AR E) A 2R R A ol e B s g N-2m sk =
(BSE) » 3t 38524 M) 6 JRRH 7R G424 91 400 1 AR R 0 B K 8] o B Hbnra R TR L N 2HE= 01
- - (N-nitrosodimethylamine, N-NDMA) s, N- 25 54 & = Z iz (N-Nitrosodiethylamine,
ZE S A A A0 ST A AR T F R GGy b Sh AR o N-NDEA) 2 AL i #4
Products supplied to Nang Kuang are frecc from Transmissible Spongiform B
Encephalopathy (TSE) and Bovine Spongiform Encephalopathy (BSE), the
manufacturing process do not use any raw materials or substances derived from

We do not manufacture raw material contains a nitrosamine impurity and assures
that either N-nif dimethylamine or N-Ni dicthylamine shall not be
contaminated during production.

animal origin nor come in contact with animal products during storage and

shipping.

LR b A S BIRGRHERBNEE R OH 0 LERF LKA
B & i FmF oA 2 A& ¥4 & (CPG) " Q7A Good Manufacturing
Practice Guidance for Active Pharmaceutical Ingredients | 2 2010 £t 5047 4 48
R OST BRHATIA QYA 2 TR B AR R MG -

Products that provided to Nang Kuang are uniformity from batch (lot) to batch

w

(lot) . The term uniformity refers to US FDA Compliance Policy Guide (CPG), YT T LAl o8 3
/8] :

Guidance for Industry, Q7A Good Manufacturing Practice Guidance for Active

Ph tical I dient: d World Health O izati (WHO) Good Company Name:

g r t 7 .
harmaceu 'ma ngle ents an. or] ea. - rgam'/a on ) JOO 2&%1&%}\(% ﬁ) gtw e"

manufacturing practices for active pharmaceutical ingredients Technical Report Signature of 7 B 48 Date:

Series, No. 957, 2010 Annex 2, WHO. e . ate:
authorized person

4. AN HEFRAR ~ QR R P M AR R 5/ E (S X a8
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CEMEZBRHERRNERS T HERUE.
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