ﬁ&laztﬁﬂﬂqmﬁnumzmmumuﬁ"mmnmsmsﬁh%&n%ﬁwﬁm
o
AN B45/ 2562
FEnsh 1 Nicardipine HCI 2 mg, 2 mL injection
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1.80m  Nicardipine HCI 2 mg, 2 mL injection

2. ansamsiana

2.1 3uuuy Wumsazaodsnanndels fndssdon (pale yellow) #msufa

2.2 dwdsznay Usznaudiudaen Nicardipine HCI 1 mg / mL lut/Su1as 2 mi

2.3 MTUUIN ussag'lumw:ms'gmaﬂ’nﬁﬂﬂﬁﬂmm%a Ltaxussqn”m'vfﬂ'aoﬁ’uum o
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3. AMENUANIIINARA

3.1 Finish product specification 42

1. ﬂ?mmﬂ”ﬁméﬂﬂ"fg 90.0 - 11A0.0% of the L.A. of Nicardipine 93.0 - 107.0% of the L.A. of Nicardipine
hydrochloride hydrochloride

2. Identification AU ATIWIU

3. Limit of N-Benzyl-N-Methyl- NMT 0.7% -

Ethanolamine

4. Organic impurities - Nicardipine monoacid : NMT 0.2% The areas of the peaks other than
- Nicardipinepyridine analog : NMT 0.9% nicardipine from the standard solution, and
- Any unspecified degradation impurity the total of the areas of the peaks other than
: NMT 0.2% nicardipine is not larger than 2 tims of the
- Total impurities : NMT 3.5% 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 hydrochloride NMT 8.33 EU/mg of Nicardipine hydrochloride

7. Sterility ATIHIU AT

8. pH 3.0-39 3.0-45

9. Particulate matter ATIWU AU

10. Extratable volume ATIVWYU AU

U UAENITYNTT
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3.2 Drug substance specification : Nicardipine HC} e

1. ﬂsmmmmmmy 98.0% - 102.0% of Nicardipine HCI NLT 98.5% of Nicardipine HCI

(dried basis) (dried basis)
2. ldentification AU AU
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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2. 19NEITVITBINIATFIRMIHAALN
2.1 nadfiguiaTusznalng ANRadaslienasiisasnaspumMINEaueamAnInaeiLaz S Wialu
mInaae PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiagaw PIC/S participating authorities
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Fnafialumsnane GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lagmitiy PIC/S
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Uzmanasiannsafing wiaaganeadn usudnsdl
3. mnmsqmmwmaomﬁmua-nm
3.1 HAMIATRAATRAIMINAR AL T end3agLluasnia (Certification of analysis of Finished product)
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s'maztﬁaﬁqmﬁ’numzmmztmuﬁ"lmanmsm‘siﬁgmwﬁm'ﬁm
Laafl B45 /2562
7’12171’15?41 2 Norepinephrine 1 mg/mL injection, 4 mL
madszmadinauasysii

1. o Norepinephrine 1 mg/mL injection, 4 mL

2. anvaniana
X o . ) 4 o
2.1 3‘]JLL1.I'1J Lﬂumsazmvlaﬂﬁﬂmm’ﬁa FRTVAALDINRBALRAAAN
1 v o . . al Al N N
22 dmdwenay  Usznaudlaan Norepinephrine bitartrate yauyany Norepinephrine base 1 mg/mL
USines4 mL/ MIUUTT
'Y & - o ¥ o
2.3 MIULUIN U'ssiflumml.n’mﬁﬁa'\nt'ﬁa sUaType | Lmzmifgnmmﬂadnuuad
a ' a P . .
24 281N - TYTOLN fulsEna UMt EAYUIZAVLTI (s:'.l.quﬂu mg 283 Norepinephrine base/mL.)
“ A o & a a ) o O ad & o v o
AUHAN maumq IRVNHAN LRUNSIUEURITLEN LLa:'Jﬁn'rsmmnmm'hamwmwuu
e b
[} v A A A «“ )
- uum'ﬁu:ussqm amauaumaas:wazrm?a‘namsﬂ'l a’mﬂs:namm:m’mm’muﬂ"umm
(szyrlu mg 89 Norepinephrine base/mL) (8UNHA® TuRuay i

3. AENLAMINATA
1,2)

3.1 Finish product specification

1. ﬂ‘%mtummﬁ'lmy 90.0 - 115.0% of the L.A. of Norepinephrine 90.0 - 110.0% of the L.A. of Norepinephrine
2. identification AU ATIHYU
3. Color and clarity ATIIU -
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 3.0-46
8. Sterility AU AU
9. Volume in container ATIU ATIHIH
10. Particulate matter AT ATITHY
- AWNATWIA > 10 pm
Liiifin 6,000 syme
- DUMAYUTA 2 25 pm
Litin 600 oynn
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3.2 Drug substance specification : Norepinephrine Bitartrate m4a

1. dRnmdamardny 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 a9 % AT
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% to 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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