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i’lﬂﬂ'\iﬁ 1 Nicardipine HCI 2 mg, 2 mL injection
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Nicardipine HCI 2 mg, 2 mL injection
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3. AENIANIINAKA

3.1 Finish product specification

1. PRy

(1(2)

90.0 - 110.0% of the L.A. of Nicardipine

hydrochloride

93.0 - 107.0% of the L.A. of Nicardipine
hydrochloride

2. Identification

AT

amwn

3. Limit of N-Benzyl-N-Methyl-

Ethanolamine

NMT 0.7%

4. Organic impurities

- Nicardipine monoacid : NMT 0.2%

- Nicardipinepyridine analog : NMT 0.9%
- Any unspecified degradation impurity

: NMT 0.2%

- Total impurities : NMT 3.5%

The areas of the peaks other than
nicardipine from the standard solution, and
the total of the areas of the peaks other than
nicardipine is not larger than 2 tims of the
peak area of nicardipine from the standard

solution

5. Content of sorbitol

90.0 - 110.0%

6. Bacterial endotoxins

NMT 8.33 EU/mg of Nicardipine hydrochioride

NMT 8.33 EU/mg of Nicardipine hydrochloride

7. Sterility ATIWY anwn
8. pH 3.0-39 30-45
9. Particulate matter AU AU
10. Extratable volume ATIAW ATIWN
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3.2 Drug substance specification : Nicardipine HCI e

1. YRanuaendy 98.0% - 102.0% of Nicardipine HCI NLT 98.5% of Nicardipine HCI
(dried basis) (dried basis)
2. |dentification AT ATIWY
3. Residue on ignition NMT 0.1% NMT 0.1%
4. Heavy metals NMT 20 ppm -
5. Organic impurities - Nicardipine pyridine analog : NMT 0.1% - Heavy metals : NMT 20 ppm
- Nicardipine dimethyl ester analog : NMT - Related substances by liquid
0.5% chromatography : the relative standard
- Nicardipine bis analog : NMT 0.5% deriation of the peak areas of nicardipine
- Any other individual unidentified impurity NMT 3.0%
:NMT 0.1%
- Total impurities : NMT 1.0%
6. Loss on drying NMT 0.5% NMT 1.0% (1 g, 105 °C, 2 hours)
7. Melting point - 161 - 171 °C
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i’lzlm?‘?‘l 2 Norepinephrine 1 mg/mL injection, 4 mL
malzmadiniaguasesi & B n.9. 2562

1. 888 Norepinephrine 1 mg/mL injection, 4 mL
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2.1 puyy Wummaraneladnaangs dwsuiadinsaaiiaadn
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22 dmlsznay  Usznauaaeqa2en Norepinephrine bitartrate NRUYINY Norepinephrine base 1 mg/mL
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3. AENLGMIINARA
{1.(2)

3.1 Finish product specification

1. PTanadndey 90.0 - 115.0% of the L.A. of Norepinephrine 90.0 - 110.0% of the L.A. of Norepinephrine
2. ldentification AU ATIHU
3. Color and clarity ATIU -
4. Bacterial endotoxins NMT 83.4 USP Endotoxin U/mg of -
Norepinephrine
5. Noradrenalone - NMT 0.12%
6. Adrenaline - NMT 1%
7.pH 3.0-45 30-46
8. Sterility a319u AT
9. Volume in container AT ATIHIU
10. Particulate matter AU AU
- IRMAIUIA 2 10 um
Liitfiu 6,000 aymen
- IRNABWG 2 25 um
Lilfiu 600 ayna
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3.2 Drug substance specification : Norepinephrine Bitartrate

1. ﬂ?u'\mﬁ'ﬁmﬁ’m"ty 97.0 - 102.0% of Norepinephrine Bitartrate 98.5 - 101.0% of Norepinephrine Acid
(Calculated on the anhydrous basis) Tartrate (Calculated on the anhydrous
substance)
2. ldentification AU A
3. Related substances - - Impurity F at 254 nm : NMT 0.1%

- Impurity B, D, E at 280 nm

: for each impurity, NMT 0.1%

- Unspecified impurities at 280 nm

: for each impurity, NMT 0.1%

- Sum of the impurities at 280 nm and
impurity F at 254 nm : NMT 0.3%

4. Specific rotation -10° to -12° (50 mg/mL in water) -
5. Water determination 4.5% t0 5.8% 4.5% to 5.8%

6. Residue on ignition NMT 0.1%, from 200 mg -
7. Limit of arterenone NMT 0.2 -
8. Sulfated ash - NMT 0.1%
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