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@ NANG KUANG PHARMACEUTICAL CO. LTD.

Fe 202045 & 5 20213748 A & 20225F A A
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Nicardipine Inj.10mg/10mL | Neocetin FC Tab>™9
Pemetrexed inj.100&>00mg
Pemetrexed Inj,100&500mg | [handronate Inj.3mg/3mL
;\E N(2)-L-Alanyl-L-Glu Inj. | Nicardipine Inj.10mg/10mL
N-Acetyl-L-Cys Inj.
A% = You care cream 5% Iron sucrose Inj.2&5mL
Nicardipine Inj.10mg/10mL | Tranexamic acid Inj.50 mg/mL
Iron sucrose Inj.>m-
R Iron sucrose Inj.5mL
Azacitidine Inj.190mg Iron sucrose Inj.>mt
Azacitidine Inj.100mg
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Linezolid Inj.600mg/300mL
Icatibant Inj.30mg/3mL Ibandronate Inj.3m3mL | Pemetrexed Inj.100&500mg
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NANG KUANG PHARMACEUTICAL CO. LTD.

ND-340 % & ps £2 4§

1. TW surgery patients
[Phase I/PK]

2. TW healthy volunteers
[Phase I/PK]

O Multinational Phase |11

O Multinational Phase 111
[15t Indication]
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O Multinational Phase 111
[2nd Indication]
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ND-458 : 34 & s % %
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Treatment: 50mg/kg per Rat

80.0

~-RLD —~+-ND-458

B 2EAERR RLD - ND-458

60.0

NG/MI

TRATION(

40.0

API PLASMA CONCEN

1344 1680 2016 2352 2688 302

20.0 TIME AFTER SINGLE IM INJECTION

API plasma concentration(ng/mL)

. == —3

0 48 96 144 192 240 288 336 384 432 480 528 576 624 672 720 768 816 864 912 960 1008
Time after single IM injection
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READY TO USE
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R A Dopamine @ A Ciprofloxacin @ A
o Midazolam % #2 %  Moxifloxacin 5] A
&GH#  ND-486 o
(2021/04) 5] A Linezolid 5] A
R A Glycerol 5] Palonosetron /f@
Wt ek 3R AR
Ve R AR Nicardipine } @ A ND-482 ﬁ
Ibuprofen
4mg/mL pre- @® ACUT@ Ond
. ‘ mixed &
TRER 100mg/mL. 6 gﬁﬁgiﬁ&iﬁﬂﬁgm
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NANG KUANG PHARMACEUTICAL CO. LTD.

£ Holdipine (Nicardipine) *: P ¥ F BRI VR L ¥
ok AR 4 TREEARR
W RN AR H40%342% "

#5 Okmilon (Palonosetron)

Fiond e i

@y I e

Ny

PIC/S us JP 1SO

_ - e ' @

Wb 3 A

NANG KUANG PHARMACEUTICAL CO., LTD.




& AL H A

NANG KUANG PHARMACEUTICAL CO. LTD. - ' I 5 mg/mL :
Midazolam L & BmL A
1,800,000 50mL vial
1,600,000 —_———
W & F£50%
1,400,000 —— e B TeFNR
gl 1,200,000 - 10%
E N
% 1000000
£ 800,000
R
600,000
400,000
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2016 2017 2018 2019 2020
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Ibuprofen
4Amg/mL pre-
mixed & -
100mg/mL Amp.
2,000,000
100 mg/mL :
6 4 & 8mL Amp 1,500,000
4 mg/mL : 1,000,000
@ 100 & 200mL Bag
500,000
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NANG KUANG PHARMACEUTICAL CO. LTD.
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US Marketing of Linezolid in 2021(~09/30)

SCPT

NDC 57664.683.1 Rx only

Linezolid Injection

{600 mg/300 mL
(2 mg/mL)

linezolid 2 mg
xtrose , USP 50.24mg
ium citrate, USP 1.64mg
itric acid, USP 0.85mg

hydroxide or hydrochloric acid.
For intravenous administration.

Do not add supplementary medication.

= NangKuang

Store at 25°¢ TT°F); i
10 15.30°C (5 gp o 0TS Pemiteg

) [see USP Conty
Room T_er!\perature - Do not freeze -
Linezolid is sensitive to light,

Retain QVerwrap prior to yse,
Check for leaks b
If leaks are foung

m MYLAN

¥ Squeezing conlainer.
, discard, as sterility may

be impaired. Check linezolid solution for
clarity; it may exhibit a yellow color that
intensifies over time, with no adverse
effect on potency '
See accompanying prescribing information
g Distributed by:
¥ _  SunPharmaceutical Industries, Inc. |
SUN  Cranbury, N 08512
PHARMA
/S G, Manufactured by:
Q o) 1
Nang Kuang Pharmaceutical Co,, Ltd
No. 1001, Zhongshan Rd., Xinhua Dist|
Tainan City 71243, Tawan ’

Issue no. : 090518-03
L
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Pemetrexed Inj.
e 100 & 500mg/vial
ce®BBE ia&%x
* S RBERFR
« £ FIET2022B=1HFTHE

Azacitidine Inj

e 100mg/vial
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Ilcanticure injection 30 mg/3 mL (10 mg/mL)
(£ B Ys.roon s o
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ANDA 212081
ANDA APPROVAL

[ ]

U.S. Agent for Nang Kuang Pharmaceutical Co. Ltd.

Dear Sir:

This letter is in reference to your abbreviated new drug application (ANDA) received for
review on July 13, 2018, submitted pursuant to section 505(j) of the Federal Food, Drug,
and Cosmetic Act (FD&C Act) for Icatibant Injection, 30 mg per 3 mL (10 mg/mL)
Prefilled Syringe.

Your product is a combination product as defined by 21 CFR 3.2(g) and is comprised of
drug and device constituent parts.

Reference is also made to the complete response letter issued by this office on
September 14, 2020, and to any amendments thereafter.

We have completed the review of this ANDA and have concluded that adequate
information has been presented to demonstrate that the drug meets the requirements
for approval under the FD&C Act. Accordingly, the ANDA is approved, effective on the
date of this letter. We have determined your Icatibant Injection, 30 mg per 3 mL

(10 mg/mL) Prefilled Syringe, to be bicequivalent and therapeutically equivalent to the
reference listed drug (RLD), Firazyr Injection, 30 mg per 3 mL (10 mg/mL), of Shire
Human Genetic Therapies, Inc.
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NANG KUANG PHARMACEUTICAL CO. LTD.
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| Vitamins, Amine acids, Minerals ’ @ ‘
A ENHEL C AL RBEFHRSRILM S N FEREEH
LB L2 ¥R E
A BB K Rea st F R4 B35 !
v a3 F 2 #HPFA w2 (Myer's Cocktail)
ARAELWPB L2 R EFVEFIHRLES - FERY -
g G RORERAREE ) A FHMELVILC e
4 @ % 3R & 2 Vit. Cig3H2022/Q1 2 # TFDAFF ¥
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*High-dose intravenous vitamin C improves quality of life in cancer patients. 2012

*Effects of High Doses of Vitamin C on Canc
*Vitamin C supplementation in the critically
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Kinpomin Aminogen-X
[L-alanyl-L- 14 A.a., 3 Electrolytes
glutamine] 5 Vits., 3 Nutrients

Trentine Cyanocobalamin
Ginkgo Vitamin B12

=y g Coming soon~

- - B R+1

Keyamin-S Soragen-S Mejuoline
9 Amino acids Glycyrrhizin Methionine, Thiamine
2 Nutrients Glycine Riboflavin, Dextrose
. _Em L-Cysteine Nicotinamide, Taurine
LN - = m[

i o -
(ﬁ siin (Tﬁ“ﬁ“ -] h« £ |
R R SR

*1 Llsamj?%ﬂ Thloccanj’#%"‘l Ancar? R+p

Tranexaminc acid Thioctic Acid Acetylcysteine
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NANG KUANG PHARMACEUTICAL CO. LTD.

2020/9/30
R A | 1367 4w | 1376 43%
SEFERI L EFR2 apTAE | 54 2% | 58 2%
RS AR ARTA | 137 4% | 0 0%
A A RS A KA | 1700 519 | 1726  53%
KT 82 EIR | 7 0% | 7 0%
FHR A& | 1% | 25 1%
RS ] |  « 1% | 83 1%
Fau5
T8 BN | 1035 31% | 996  31%
LY EH | 4 1% | 26 1%
#wnds f i | 57 2% | 62 2%

L4 1136 | 34% 1,084




A ——————
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R L9 | 133t | 1327 1,755 0%
¥E= 1 | a2 | s 597 3%
ERLE | 346 | 3% 34%
R | 51 | 219 374 -10%
¥EE | 191 | 176 223 9%
yrepx | 1w | 13% 13%
yEARL | ST 5 1 100%
3 % 41 | 144 | 136 183 6%
ST S 144 | 136 189 6%
posnsx | 14% | 13% 13%
perqx | uw | 10% 11%
EPS | 1432 | 134= 1.82 7%
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NANG KUANG PHARMACEUTICAL CO. LTD.
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NANG KUANG PHARMACEUTICAL CO. LTD.
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: : v' Linezolid Inj.
v' Linezolid v Oncology Drug & L:';mszo IrazoIJe
v' Ibandronate \/ Orphan Drug £

-| v Pemetrexed 30mg ER Cap.

v Oncology Drug
v Orphan Drug
v IV Nutrition
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