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TRAININGS SUBJECTS
RECRUIT TRAINING COMPANY POLICIES
cGMP REGULATIONS
SAFE AND ENVIRONMENTAL REGULATIONS
PRODUCTION OPERATION TECHNIQUES
MORNING MEETING DAILY PRODUCTION PROGRAMS

TUESDAY WEDNESDAY ANNOUNCE NOTICES

FRIDAY
08:00AM~08:15AM SPECIAL CASE DISCUSSION
WEEKLY MEETING ISO 9001/14001 OHSAS 18001

08:00AM~09:00AM MONDAY ¢GMP REQUIREMENTS

MANAGEMENTAL SKILLS for PRODUCTION
WEEKLY TRAINING SOPs for PRODUCTION OPERATIONS
08:00AM~09:00AM THURSDAY SAFE and ENVIRONMENTAL KNOWLEDGES

PRODUCTION OPERATION TECHNIQUES
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1St WEEK  SCALE CART AIR PUMP

ond \WEEK CENTRIFUGE VACUUM PUMP FILTER MILL
3'"d WEEK PALLET CART BARREL CART FORKLIFT
Ath WEEK  REACTOR SCRUBBER DRYER

5th \WEEK  WASTEWATER CHAMBER

- Monthly maintenance at 08:00~09:00 Wednesday
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——— R— MEMOBANDUM
00 W, Lincoln Ava Lithiz, Pennisyivania, 17543 USA Fi7 6282011
February 11, 2002
Mr,
Ve ., Inc.
10 Cutter Mill Road
Great Neck, NY 11021
Subject: SPECIFICATION/SHOP PACKET NUMBER: 218A007-10

Please sign this memo to verify your receipt of the new/revised Specification
Sheet and/or Shop Packet listed abhove.

+ Immediately upon receipt, sign below and return this cover page to:
. Inc,
400 West Lincoln Avenue
Lititz, PA 17543

Attn.: - (Fax 717-627-9309)

* Forward the Specification/Shop Packet to a qualified reviewer for the
second signature or comment.

« Upon agreement, forward the Specification.fShop Packet to the
manufacturing site, and return within 20 business days.

b |
+ Please provide the manufacturing/packaging location: ﬁfﬁbr’lﬂ; ":2'59‘1'

» Please destroy all previous copies of the Specification/Shop Packet upon
effective date of the new/revised Specification/Shop Packet.

Thank you,
Z?;me/ —_uf-{m_h — =</ /fcf;-?
: - ﬂ/{:"F'W s iDate}

Senior Buver, . . _. . Inc.
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DATE IMPLEMENTED o
!
JAN 3 1 2002 /—\l
Material Specification 318A007 \\\\\
. Company Issue 10
Pharmaceutical and Consumer Healthcare Page 1 of 31
- - Company Supearsedes Daf@ﬁ1zfﬁ)‘;
Effective Date: 1 2002

- ~ HYDROCHLORIDE us/_\\\
CarHas - HCI /’"“" %Wt 329.87

¥

Freely soluble in water and alcohol, soluble in chlorofor ry 5lughtl spiuble in ether. pH
of a 1% aqueous solution is about 4.5, w

TABLE OF CONTENTS \ P

Specifications Description : FPage 3
ldentification ' S Page 3

’ Page 3

Page 3
Fage 3
Page 3

Additional thn Page 4

Specifications

Tsstﬁng/ m;;m—f‘g) Page 6

Procefiures . ~Test Schedule Page 5

/> \:etest Requirements Page 8
scription Page &

( : Page &

Cantinuwed on next page

/P entification
3 - Melting Range Page 7
& Loss on Drying Page 7
~. \hv_ Residue on Ignition Page 7
T Assay Pages B
]
i
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INTERNATIONAL AND TECHNICAL OPERATIONS BRANCH
DRUGS AND BICLOGICS SECTION

B ———
 EBIANNS S
AELS .

T =

FACSIMILE MESSAGE FROM:

U.S. Food and Drug Administration TO: -
Internationsal and Technical o
Operations Branch, HFC-134

5600 Fishers Lane ' CHEM. & PHARM. CO., LTD.
Rockville, Maryland 20857 U.S.A. 5011 55E
Telephone: 301-443-1855, 1856 -
Telefax: 301-443-8919 FAZX;
Talex: 197623

REMAREKS:
DEAR HMR.

I HAVE RECELVED THE WRITTEN RESPONSES TO THE FDA 4853. THEY ARE
SATISFACTORY .

THE OQOFFICE ©OF GENERIC DRUGS HAS INFORMED ME THAT ANY CONTROLLED
ROCOM TEMPERATURE STABILITY STUDIES BEGUN AFTER JANUARY 1992 MUST BE

CONDUCTED BETWEEN . . ARND C. ¥YOU'LL, NEED TCO REVISE THE SOF
AND REPORT THIS AND OTHER CHANGES IN YOUR ANNUALT, UPDATE TO THE DMF

BEST REGARDS,
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1S0 9001 SYN- M. &,PHARM. CO.,LTD.

N.
.J/g- DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Heallh Service
Food and Drug Administration CENTER FOR DRUG EVALUATION AND RESEARCH

Ciffice of Compliance

Divisian of Manuizcturing and Product Quality
Foreign Inspeclion Team, HFD-325

11819 Rockvills Pike

Rackville, Marylond 20852

TELEPHONE; (301] £27-5544
Fas: (301 ) B2T-0005

January 15, 2008

MAr.

Chem. & Pharm. Co. Lid.

Taiwan, ROC

Crear br. .
We have reviewed the Inspection reports on the inspection of your active pharmaceutical
ingredient (AP} manufacturing facilities in Talwan by Investigators .

and of the United States Food and Drug Administration
{FDA} on The inspection revealed significant deviations from
current good manufacturing practu::-& in the manufacture of APls. These deficiencies
were listed on a Form FDA- 483 issued to you at the conclusion of the inspection.

WWe have remewed your response to the Form FDA 483 cbservations dated on

. 25 well your response dated - in response o
our |nfnrmat|on requesl letter of Based on the comrective actions
slated in the response, we are classifying yuurfac]l[ty &as acceplable. This letter is not
intended as an endorsement or certification of the facility. The comective actions will be
further evaluated during the next routing inspection. H remains vour responsibility to
assure continued compliances with current good manufacturing practices.

Additionzslly, we enclose a copy of the EIR for the inspection. This report is being
provided to you for information purposes. The Agesncy is working to make its regulatory
process and activities mare transparent to the regulated industry. Releasing this EIR to
you is part of this effort. The copy being provided to you comprises the narrative portion
of the report; it may reflect redaction made by the Agency in accordance with the FOIA
and C.F.R. Fart 20. This, however, does not preclude you from requesting and, possibly,
chtaining any additional information under FOLA.

If you have any guestions regarding this lelter, you may contact me at the address or
telephone number listed above.

Sincerely,

Complisncs Office



LD L AL

j}_“é‘.r}; ‘.}l{:);l}v}i
SYN-

1SO 9001
1

. & PHARM. CO.,LTD.

OHSAS 18001

4,

2N
2
3
H
4
‘ﬂ

5z
7
3

E N
R

i
\«f-@
55 B

‘\*ﬁj.'_' =\

T
SN
prali 2l ri
SORD o

-«\\
|

«%Mv

- e =y
>
iy
>
- &Y TR

.-:E
lmf\)\%\*‘/ £
T

A
g
g
“ \
—=
k=
=
a

Y

~
AN
o
2
i
@/o
4
[
2%
&=
Rt

AR
NOM N
P
8
i

! 3;
5



Jfﬂﬁii}iﬁﬂ’Q’?FﬁJ
EPTRERE,



; I
43 X gL f
EETy SYN- . & PHARM. CO,,LTD.
OHSAS 18001

(D) L2 d 8P e P FRFTAFEATER
8,000 F <~ T ¥ ;& ¥ F1dAE 200 L F
(E¥r iz BA% AR 104 # 4 23
105 # 3 7 2 ¥ T 354 d)

(2) *#zpEFa b5 & (F) 2t (XK 100 & 5 1 3]
PR ) i 5 EREABEAL

(3) BiF 3 # (%R 104~103~102 &) £ 7 2 &4
fis ol 2 bt 1 &I HBIE Y -

(4) £F 7 7 4 R4eG ° EARRA -

(5) #EHFIIFEALEEM - g2 Fho L 4~ ¢ ]
CEFEBE  ARBMIE > pFEE S R



1SO 9001

18001

AR H T2 A

29%

20%

20%

20%

15%

SERLE -RAEERTH - FEINEEE
(2 g+ 1R S P IR - T30 R
2/t /R RS R TS R B
A~ P AR M SR A F e ~ GSP >
B iFER - SR ®)
RIFTE s (RIRTR S/ PRIR/EHT ~ RIRTF 4
Bt~ IR
¥ )
B (FATRBENHAESRE AR
3 & iy E)
LA FTRARRIEEY K (¢ 7 AEAIR
YEM A K
TR B3 AET] g )

AIRER TR - f R 2T

Gl

—i=
7 T4
P a3
At
AN g




e

1SO QOﬂl
18001

SYN

7.3 =248 @ AT P A 30%

AFRAS L%
T8 15%
¥EAIE L
Fis  E 12%

10%
10%
12%
15%

ey
[Tt

R
£

R

P
S
e
da
A

os
—
3{_\\
DI <
s B = N
- A o
"
La

wx
-
H\



- PR RPN
=M. & PHARM. CO.,LTD.

1SO 9001

18001



1SO 9001

HSAE 18001

B RAARY£4 L
2. ﬁ—‘_i? v IR Fad R J'E_,fg":
7 -gé“flémv v BB a
Bl 108§ 4% it o &
ﬁ)ﬁ%lﬁd“ﬁ’ F i ’\/37?/{;”7!?-

ks ¥ F RS fribin i £ 4B 7
'fft'iﬁ’;ié\}}ﬁ/‘ﬂﬁ’ UEF?’I??}B N
?F' PER T o B 1R £ R

L E¥RE CHPIT  LITEE
w2 7‘ ~
)

beggok i o3RRI AT p A g AR
FAETH R AR L o Y FEg

,%EZL‘S:,%}VJQ,AI\PI@’ "X;rz‘r’\'ﬁgﬁ 7"'35"5‘13‘”
FocEAl 0 R AR AR BB 24 AL
HAGASEHE X235k AP R
F 4k i B ARE T L - A o



1SO 9001

Tl
OH 18001

e f £ RARAANE
R F B2 N0 F 2 N ETehIT A
FREEAMMRTREL S 5 50 F
wAEE S L RBET R AL AR
i d MR AT Y T M RE TRR
,gyﬁngiéﬁa&?’%ﬁ
VHF I HEE O B A TAARL o ¥
PoREIFE S ARFEYIEE 2
PR EFTET R o



,}l‘r‘);)"- \‘} Kfl \ ’J
& PHARM, CO.LTD.

1SO 9001

18001

J‘!’f’_ﬂ‘s?‘riéﬁ iir??g\}%'@]p %?tﬁ%)#

HE A — 5?4

AP %w‘“ﬁ‘
MR p (TR ¥ 4 ALE



1SO 9001
1SO 14001
OHSAS 18001




1

z
>
wn

1SO 9001
1SO 14001
OHSAS 18001




z
>
wn

1SO 9001
1SO 14001

OHSAS 18001




O

1SO 9001

1SO 14001
OHSAS 18001

= _--_' -
&

N o =



