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Nicardipine Inj.10mg/10mL | Neocetin FC Tab®™M9
fﬁ Pemetrexed inj.100&500mg
Pemetrexed Inj,100&500mg | |handronate Inj.3m/3mL
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AX 3 You care cream 5% Iron sucrose Inj.2&5mL
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Treatment: 50mg/kg per Rat

80.0

—~-RLD -+-ND-458

HERSEA RLD --ND-458

60.0

ATION(NG/MI

40.0

API PLASMA CONCENTR

1008 1344 1680 2016 2352 2688 3024 3360 3696 4032

20.0 TIME AFTER SINGLE IM INJECTION

o —2— —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

PIC/S us JP ISO

GMP J FDA JAPMDAJA14001 @ & £ %‘{ _ﬁ_
NANG KUANG PHARMACEUTICAL CO., LTD.

0.0



@ AL A
T LR E T

Premlxed 1V Infusion

.

PES technlque

NKI

READY TO USE

NANG KUANG PHARMACEUTICAL CO., LTD.




17

Bp A A 7E & #

@ NANG KUANG PHARMACEUTICAL CO, LTD.

READY TO USE
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NDC 57664.683.31

Rx only

Linezolid Injection

600 mg/300 mL
(2 mg/mL)

Each mL contains:

linezolid 2 mg
xtrose , USP 50.24mg
sodium citrate, USP 1.64mg
tric acid, USP 0.85mg
ater for injection, USP gs
H adjusted to 4.8 with sodium
ydroxide or hydrochloric acid.

For intravenous administration.

Do not use in series connections.
Sterile and nonpyrogenic

Do not add supplementary medication.
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Store at 25°¢ (T7°F); excursi

10 15-30°C (59.86°F) s

ee USP Contro||
Room T_empemurel. Do not freeze e
Line;olld is sensitive to light,
Retain Overwrap prior to yse,

Check for leaks by squeezing container
If leaks are found. 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

US Marketing of Linezolid in 2021(~09/30)
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See accompanying prescribing information

g Distributed by:
o, SunPharmaceutical Industries, Inc.
S[ A\ Cranbury, NJ 08512
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oS S, Manufactured by:

Q@ Nang Kuang Pharmaceutical Co., Ltd.

No. 1001, Zhongshan Rd., Xinhua Dist,
Tainan City 71243, Tawan
Issue no. : 090518-03
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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 |catibant 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, fo be bioequivalent 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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Vitamins, Amino acids, Minerals
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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 Ca
*Vitamin C supplementation in the criticall
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Ginkgo Vitamin B12 Tranexaminc acid Thioctic Acid Acetylcysteine
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2021/9/30 2020/9/30
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ZEFERI AP EFEZE&RTA 54 2% 58 2%
RS r2F7E2 4T A 137 4% 0 0%
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BFHT A ELE 7 0% 7 0%
RN TN 17 1% 25 1%
HuwFi 41 1% 43 1%
it R 1,035 31% 996 31%
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2021&75?3? 2020 #3% | 2020

TR 1,331 1,327 1,755 0%
CE TR 442 455 597 -3%
ERE 34% 34% 34%
YER 251 279 374 -10%
¥ £ F 191 176 223 9%
RS2 E 15% 13% 13%
R TN -10 5 1 100%
3 3% 91 144 136 183 6%
AL 144 136 189 6%
fa 3 0 41 & 14% 13% 13%
f 18 0% 41 % 11% 10% 11%
EPS 1435 1.34= 1.82% 7%
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