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MANG KUANG PHARMACEUTICAL CO, LTD.

4 Nicardipine Inj.!0mg/10mL | Neocetin FC Tab ™
1 Pemetrexed inj.!00&500mg
Pemetrexed Inj.!00&500mg | Thandronate Inj.3me3mk
; fj: N(2)-L-Alanyl-L-Glu Inj. | Nicardipine Inj.!0mg/10mL
N-Acetyl-L-Cys Inj.
AXm You care cream 5% Iron sucrose Inj.2&>mL
3 @ Nicardipine Inj.!om¢10mL | Tranexamic acid Inj.>0 mg/mb
‘ Iron sucrose Inj.>mb
R Iron sucrose Inj.>mC
5 5. B | Azacitidine Inj.!00me Iron sucrose Inj.>mk
5 Azacitidine Inj.!%0me
B oA Ibandronate Inj.!mg/Imk
I Saline Lock Flush!90USP
Linezolid Inj.600mg/300mL
% R | Icatibant Inj,30mg/3mL Ibandronate Inj.3me3mL | Pemetrexed Inj.!100&500mg
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1. TW surgery patients
[Phase I/PK]

2. TW healthy volunteers
[Phase I/PK]

0 Multinational Phase 11
[0 Multinational Phase I11
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[1%t Indication] | D
O TW NDA ! 5 —->
o I TW, 2026:% i#
O Multinational Phase 111 i — | [ _)
[2"d Indication] i
O NDA ! \ ==
. USA I USA, 2027:% i#
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Treatment: S0mg/kg per Rat

o @ e

80.0

—~-RLD -+ ND-458

BEHELEEAN RLD = ND-458

60.0

40.0

API PLASMA CONC

1344 1680 2016

0 336 672 1008 80 6 2352 2688 024 3360
20.0 TIME AFTER SINGLE IM INJECTION

API plasma concentration(ng/mL)

0.0
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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EVEN WITH THE USE OF AN 18G NEEDLE

FOR DRAWING UP THE CONTENTS OF THE

AMPOULES Sm“ GI.AS
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SYRINGE A STUDY SHOWED

INTO P/ IOLOGIS

HANDS FRO

GLASS AMPOULES
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Dopamine

Midazolam

ND-486
(2021/Q4)

Glycerol

Nicardipine

Ibuprofen
4mg/mL pre-
mixed &
100mg/mL
Amp.

(202147 A7)
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Critical Care Medicines
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MANG KUANG PHARMACEUTICAL CQ. LTD.
o 5 mg/mL :
I\/ljl(ilililﬂ[)liﬂll][l 1 & 3mL Amp
V3 BN 23 T Ay 2 3 ;’ > B
mEN mak il mREE . FIEESN S AR | mg/mL :
1,800,000 50mL wvial
1,600,000 .
IREECY
1,400,000 —_——_——_—— —_ _——
1,200,000 10%
1,000,000
800,000 .
600,000 -
400,000
200,000 .

2016 2017 2018 2019 2020
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mixed & R RRLE S i
100mg/mL Amp.
2,000,000
100 mg/mL :
4 & 8mL Amp 1,500,000
4 mg/mL : 1,000,000
@® 100 & 200mL Bag
500,000 o
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« v JR Ibuprofen # /| 82 @& * : Ibuprofen Inj
Number 1 m %8 e * v PRIZEZ Tbuprofen (200mg)
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NDC 57664-683-31

Rx only

Linezolid Injection
— = Tjection

600 mg/300 mL
(2 mg/mL)

Each mL contains:
linezolid

0.85mg
ater for injection, USP gs

pH adjusted to 4.8 with sodium
ydroxide or hydrochloric acid.

For intravenous administration.
Do not use in series connections.

Sterile and nonpyrogen.ic
Single dose container

Lot No.:
xp. Date:

Do not add supplementary medication.

% % &
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US Marketing of Linezolid in 2021(~09/30)
® NangKuang

SCPT

Store at 25°¢ (TrF);

to 15.30°C (59-86°F) [s
ee USP Contro|
oom Temperature). Do not freeze e
Lme;olld IS sensitive to light, '
Retain Overwrap prior to use,

Check for leaks by squeezin
con
If leaks are found, di oo

Scard, as sterility ma
be impaired. Check linezolid solution for !

Clarity; it may exhibit a yellow color that
Intensifies over time, with no adverse
effect on potency

eXcursions permiteq

® MYLAN

m PFIZER

NOVARTIS
See accompanying prescribing information

( Distributed by:

‘) . Sun Pharmaceutical Industries, Inc. [ | SAGENT
SUN  Cranbury, Ny 08512
PHARMA -—

CJS St Manufactured by:

Q Nang Kuang Pharmaceutical Co., Ltd

No. 1001, Zhongshan Rd., Xinhua Dist,
Issue no. : 090518-03

Tainan City 71243, Tawan

57664

IRRESENIUS
KABI

m AUROBINDO

68331 6

5 pdie qo2e coufgiuet
. youbhodeuic

m PIRAMAL

S ap

PIC/S us

CLYN ¥

NANG KUANG PHARMACEUTICAL CO., LTD.




@ woeeia

MANG KUANG PHARMACEUTICAL CO, LTD.

A LB

cH ML ABRB RO FRERATD R g
:?3:(@'9:'—;’—‘ 2 E—"
. ci»u;']é‘_ﬁéfgi:}]%i e e (6] AT T
£)0 s RBFF A T

o BT

R 4. 8 2 ﬁ%l A% 2% % (IV Nutrition)

N

s

IEN
w
T\.
f’ﬂ‘}
==
A,\..
&
I
LY



& KA

MANG KUANG PHARMACEUTICAL CQ. LTD.

Development Center

ncology

2

4




S AL EN R

MANG KUANG PHARMACEUTICAL CQ. LTD.

C

HZN’(\ / \

o) COzH

COZH

Pemetrexed Inj.

* 100 & 500mg/vial
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Azacitidine Inj
. 100mg/vial
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Bendamustine Inj
* 25 & 100mg/vial
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Icanticure injection 30 mg/3 mL (10 mg/mL)
(g s roons veue

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(e) 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.
o A3 4
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IV NUTRITION ¢
Whatism THERAPY =
. Therapy?

- "
‘&' ' Vitamins, Amino acids, Minerals ) § 3

AHWRE  BLREREFEHEFIIND N VR
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vV a3 % 2 FHf T L2 (Myer's Cocktail)
ARDVEMBPLIZFEEVEDHBALES S RERY -
e S RO ERRRE ) AHZRELVIiLC  an
4 % % % A€ 2 Vit. C5£3-2022/Q13~ # TFDA# ¥
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Ref:

*High-dose intravenous vitamin C improves quality of life in cancer patients. 2012
*Effects of High Doses of Vitamin C on C

*Vitamin C supplementation in the criticall
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Coming soon~
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Kinpomin Aminogen-X Keyamin-S Soragen-S Mejuoline

[L-alanyl-L- 14 A.a., 3 Electrolytes 9 Amino acids Glycyrrhizin ~~ Methionine, Thiamine

glutamine] 5 Vits., 3 Nutrients 2 Nutrients Glycine Riboflavin, Dextrose
e L-Cysteine Nicotinamide, Taurine
lt'@u@;:fmt - pickcent EM[

"?E?. F Rmta = =
. 5 4 3% 4

,ﬁ "
%- £%+1 Ancarf %41

+1 AR+ 1
Ginkgo Vitamin B12 Tranexaminc acid Thioctic Acid Acetylcysteine

Trentine Cyanocobalamin Lisamin
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2021/9/30 2020/9/30

T ] | 1367 41% | 1376  43%
SEFERO>AFEFRssRTE | 54 2% | 8 2%
R 2 A PR AT A | 137 4% | 0 0%
(R TR TEET | 1701 si% | 1,726 s53%
REPI 8 R L | 7 0% | 7 0%
FHRA & S VA U7 25 1%
AuFa | & 1% | 8B 1%

NS 3,324
s i | 1035 31% | 996  31%
T | 44 1% | 26 1%
CRUETS R | 57 2% | 62 2%

1,136 | 34% 1,084

AP R
NANG KUANG PHARMACEUTICAL CO., LTD.
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¥ £ e | 1331 | 1327 1,755 0%
R SR | 42 | 4ss 597 3%
ERIE | 34% | 34% 34%

ETE 251 279 374 -10%

7

¥ E1E | 191 | 176 223 9%
y¥epx | 1% | 13% 13%
§ £k | ST 5 1 100%
3y 5 41 | 144 | 136 183 6%
rpEeE | 144 | 136 189 6%
oy | uw | 133% 13%
perqsr | uw | 1% 1%
EPS | 1432 | 134= 1.824 7%
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$25% INA

2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021
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v’ Linezolid v Oncology Drug v E::leszo(ﬂ;(;zl(l:ile.

v" Ibandronate v Orphan Drug 30mg ER Cap.
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