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AMANYULIANIZYBL cisatracurium 10 mg/5 mL solution for injection/infusion, 5 mL

ampoule

1. ¥aen cisatracurium 10 mg/5 mL solution for injection/infusion, 5 mL ampoule

2 s
2.1 Uuuy Huansazareusiannide la Lifid feiindesdeuniomieseuien
2.2 daulsegnau Usgnaumiesaen Cisatracurium besylate USuauiguwin
Cisatracurium 2 mg/ml

2.3 MYULUTTY Uﬁ'iﬂuﬂﬁ“lmHU‘i‘iQEJ'lﬁﬂﬂﬁﬂmﬂL‘dga wazUaaiuuas

2.4 a8 - seyfioen dusznaudmendfuararuuss Tunde Fudueny Laviinan
waztaunziloussuelisgdaruunussgiue
_ gannuunurusiyesiasdessyydeumie dulstnaufieddy
kAL Tudueny waziauiinde

- 5

3. guawiAniunaiin

3.1 Finished Product specification: Cisatracurium 2 mg/ml, 5 ml injection

bl Test Items Specifications
1 | Identification test Complied with finished product specification
2 | YsunudaendiAgy 90.0 - 110.0% of LA of cisatracurium
3 | pH 3.0-3.8
4 | Bacterial endotoxins Complied with finished product specification
5 | Sterility test Complied with finished product specification
6 | Impurities test Complied with finished product specification
7 | Particulate matter
-size 210 um Not more than 6,000 particles/container
-size =25 um Not more than 600 particles/container
NUYLNA
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4. Joulvdu q
4.1 wnansnslasueygntunzfousmivsuiesiminglulsemelve wagduns (declare)
UNEINED

411 luddymstunadeusniuer e.2 ve3 ve.a vie 82 wdusinsd)

412 lusvetunsdeu ve.1/e.1 vesenfiaussim wieussazdeaiadonts
AUANAMNMYBINAR ST ATuNs Ty (finished product
specification) WavTaMVUAANAINYBNIRNOAU (Drug Substance
specification) nsfifiegszninansasunlasuslufiuiiy agfeauuy
wnasnsveunly (8.5) uwsay finished product specification wag/mie
Drug Substance specification

4.2 LENANTIUTDWIAIFIUNTHANY

421 nsdewaslulsemnalng gudadesiidunnmarenisdeiuseanesg
MIKAREIMUVANNEISNITIRIUNINAREY PIC/S (Pharmaceutical
Inspection Co-operation Scheme)lagnulsau PIC/S participating
authorities W3pillonans3UsTBRNAST UM SKARE ML NINUTILAE TS T
AlunsHARYEENTNILANYNTINNTOIMNTUALEN NTENTNANBITUGY 39
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AUMENINEIIEMSARNSKEREY PIC/S(Pharmaceutical Inspection Co-
operation Scheme) Tneuu8aUPIC/S Participating authorities 2Uuae
museumsasvasulnsiinamsiusesiciuimlsenmasemasnadidnng
findv3onaan1gTwuainmnsel

4.3 1NANTANNTNYDILILEAUDSIAN

431 HANINTIVIATIVANAMRENSUIIvBIENEN (Certification of analysis of
finished product) lugnjufidsiiagns

432 wamIIATIRANAWIngAUTRIRIId ALY (Certification of analysis drug
substance) ﬁkl?'j‘luﬂ'mqammquwamJumammwaawwamﬂ’ummwam
elChg

433 enasvsendngiududuauduiusseninegumsianuesingauveswie
d1fity (Drug substance) 194.3.2 flujunsndnvewdnsiusiduiagy
(finished product) %94.3.1

4.3.4 wansAne Long term stability 11 ASEAN guideline on stability study
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cisatracurium 10 mg/5 mL solution for injection/infusion, 5 mL ampoule
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