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to. airul:vnou il:vnolpi'lurirur Labetarol Hydrochloride d mg/ml
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Finished product specification

- Description ffl:avarula h.ifififilfirufio{eiou

- ldentification Ft:?atitunrilfi:vq1u Finished product specification

- Assay

- Labetarol Hydrochloride L.A. d mg/ml e{o.o%o - ooo.oTo of L.A.

- Methylparaben L.A. o.d mg/ml si&..oo/o - ooo.o0lo of L.A.

- Propylparaben L.A. o.o mg/m[ mi&.oo/o - ooo.oolo of L.A.

- BacteriaI endotoxins test NMT o.Lq USP EUlmg of Labetarol Hydrochloride

- Sterility st:?ati'tun1lfi:v1"Lu Finished product specification

- pH en.o - d.d
- Color of so[ution The solution is not more intensely colored than d of the

range of reference solutions among BY or Y

- Particulate matter m:?ati'tur]rilfi:vlJu Finished product specification

- Volume in container Not less than bo.lo m[
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- lmpurities

- Related substance by HPLC lo-hydroxy-d-

[o-hyd roxy-b-[(o-m ethyl.-en-phe nylpropyl)

aminolEthytl benzoic acid

- Any other unknown impurity

- Total impurities

- Osmo[ality
icJ
t.10U [?J0U dl

NMT o.b7o

NMT o.b7o

NMT o.oolo

loei/o - 6n6no mosm/kg of water
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zuzudn6olillonar:;u:o.rr1er:f,1un1:zufrsrurnrilua-nrnrue/i*avi6n1:fi6iunr:riamur (GoodU4

Manufacturing practices) (GMp) luulrnfirfiur{olriliprqfrr.ln-rarrirriryunvurfirauoflrrJ (arileirqrrnltrrolJ
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Pharmaceutical ingredient) fitoiYr:o.rer1lurer:5'ru wHo-Gtrlp ratoufruurvirr{Juodrlriou

te.b tona't:il:owrn:mun1:tiAnurot1ilild'nrnruq{uavi6nr:fi6"Lunr:zufrsrurr{rrEq:l (Finished

P rod u ct) fi triYl : o s n'.r u u ri rg',, G M P- P I C/s rai o rfi u I rvi r u{J uo ai r I rio u
9aod

- flilAFr U'tArt:a:! (Manutacturer)

- frtuJvJ::qzufrnfiru.?{ (Packaging) railrvn:fi{zufrnurr{ri5r:rJunv{ur-iru::nriaeuYru'firirrfiouavfiodgq

tq.en drtururirf;orrn:o1unr:tfi!;nurLLaun:veruurnrilil#nrnruqi'ttasi6nr:fi6"tunr:rfiLfnrcrttas

fl:vQlUU'l (Good storage Jractice/Cood Distribution Practice; GSP/GDP)
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en.b i.Iflfl'trFt:ro?ter:rvr,iq6un1fl;nrlfrr:totfr'rurr{rrr'cy (Certificate of analysis of drug substance) fitdq3
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