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b. d@uusznou U38Naumesiien Labetarol Hydrochloride & mg/ml
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Finished product specification
- Description asazavla luldtedivaesgou
- ldentification mmﬁhumu‘ﬁlisﬂu Finished product specification
- Assay
- Labetarol Hydrochloride L.A. & mg/ml ®o.0% - ®90.0% of L.A.
- Methylparaben L.A. o.@ mg/ml 0&.0% - @0.0% of LA
- Propylparaben L.A. 0. mg/ml 0&.0% — @@0.0% of L.A.
- Bacterial endotoxins test NMT e.o USP EU/mg of Labetarol Hydrochloride
- Sterility m’gﬁwhummﬁizqiu Finished product specification
- pH m.o - &&
- Color of solution The solution is not more intensely colored than & of the
range of reference solutions among BY or Y
- Particulate matter maﬁlﬁimmu‘ﬁlﬁzﬂu Finished product specification

Volume in container Not less than wo.lo ml
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- Impuirities
- Related substance by HPLC lo-hydroxy-&- NMT o.9%
[@-hydroxy-lo-[(@-methyl-e-phenylpropyl)

amino]Ethyllbenzoic acid

- Any other unknown impurity NMT o.0%
- Total impurities NMT @.0%
- Osmolality oo — mmo mOsm/kg of water
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veiou (finished product specification) uag TarmunamnwwesingAy (drug substance specification) ﬂiﬂjﬁagj
sewrinansasuadlfisi AEFBIUUUENEINIVOUA LY (8.8) 1wSaxl finished product specification
Way/¥50 drug substance specification
. LBNEITIUTAIUINTFIUNITNANY

Ananfodiiona13usownsgIunIsNaneImIuvdninusinagitn1sialunisudnen (Good
Manufacturing Practices) (GMP) lumnafiieadeafuimgiusedfyuaseniiiausune @uargamusou
nsnsIalagdiegluriainisiuses) Ussnausie

b.0 1BNA3TUTBUNATFIUNIHANEPLMENLNATIUAE TN ARUNSHAR TRgAY (Active
Pharmaceutical ingredient) ll#3uUsosnamInsgu WHO-GMP wiaifleusidusgralios

0o lONANTTUTBWATEIUNSHARS VNN siuaE IS ITRLUMMINERENEF a3 (Finished
Product) All#3usesninnnsgiu GMP-PIC/s viaileuwindusthaiios

- fndn 81815930 (Manufacturer)

% 1 1

- Juusussyuansusi (Packaging) lawznsalndnendusazuuazuusussyuaniausimouaz oy
b.on duliFenInsgIunsiusnylarnsEse N NINas LaE s MR luMTAUS v LAE
N3221881 (Good storage Practice/Good Distribution Practice; GSP/GDP)
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o, LONFITAMUINBULYDILITEUDTIA
m.e HAN1IATIVTATIERANAMKEN Ao duSa3UvenEn (Certificate of analysis of finished
product) Tugsundadusdaeeig

o w

oo HANITATIVILATIY wﬂmmwmmwaammmﬂw (Certificate of analysis of drug substance) il

o
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ma EnEIVsenang uEuSuaNNduRuSTERIIUNINER vesingRuvesiiendidy (drug substance)
1o o fuuNISHERTBINARSMetedENSagU (finished product) 48 m.e
. LONATUANINANTTANYIAIUAI (Stability data) I o JUNSHERUIZNOUME
- uan"3ANWN long term stability data naemtNegvesEitunsdsulifudinnunmnssung
9IMNIUAZEINTENTIEATITUEY
- HANSANEIAINAIAIUANTIZLSS Accelerated stability data
- HAMIANYIAUAWITZEEE1I On-going stability data Ya1gn 31U o JUNISHER
o€ LANATHANIANYIAIUAIRINGINITATABIAE/ IR0 uMYasaesnee AsUAIULATdRnAGed
nulenasAUEN
oo HONATUANITIBUNANTUTETUNSANY Risk assessment of elemental impurities Adulumu
ICH guideline QaD, USP uay EP
<. 77981981
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¢.& szuunsiivuazdndseniiliumsgiuniumdninas GSP (Good Storage Practice) uag GDP (Good
Distribution Practice) Ineuanaonansusznou (Wiansenansaléunissusesssun)
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