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lpratropium bromide 21 Stg/puff ttnu Fenoterol Hydrobromide 50 pg/puff lnhaler 200 puffs
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2. f:vnor:rirafr'rur - lpratropium bromide 21 S.tg/puff *au Fenoterol HBr 50 pg/puff

3. r::n"lunrtuv pressurized container 6sfin6'{ metering valve iln1nlun'ttuulJi:1:vrl6our
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i ldentification test n:lqtiru
2. r.J3lrrun-rarr{rd41 95.0 - 105.0o/o LA of lpratropium Br

95.0 - 1"05.0o/o LA of Fenoterol HBr

3. siruru?ornt:nor valve tririounr'rfr:vrtfluanrn
4. Uniformity of metered dose m:rnriru

5. Particle size n:rqhiru Fnlltu'rnoun'rFr ttas Fine ParticLe

size Fraction firirrauertflu Finished product

specification

6. Particulate Matter kirfru 50 Particles/50puffs Particles the longest

axis of which > 100 pm

7. Decomposition of lpratropium Br hirfiu t.Oyo

Decomposition of Fenoterol HBr trirfiu Z.OZo

B. Pressure 4.5-5.5 bar

9. The leakage rate trirfru 400 mg/year
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t.t lu;irdrynr:fiuvrvrfraupirirur teiuri vra.z va.3'1,4u.4 uto r.2 urdrurin:fi

1.2 1ur{noduvrvrriuueir:-uur 11u.1 u6o a.1 vrYor:ruavrdun#'r{ofl'r:FrrrFr}lnrun-}ilfl0{r.rfrpr:iruq{Frr:Jfi

dulrvrfiau (flnished product specification) riav {orirvunqiln'r?,nlorTnqfir {Orr, ,roraance specifi-

cation) n:aifroej:vu'jxnr:ujdauurjaru#trrfiu16:r ovfrosLrul.lLofld'r:flr:rorrTh (u.5) ilrfliolr finished

product speclflcation *nvluto drug substance specification
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zu zua mpi0ltr tonal:iu:0{:.t1n:f,1ufl't:tin Fru'tFr'uryn nlnruq,r *av't o nr:vt ot lunl:tia nurPlTs (Pharmaceutical

t"nspectlon Co-operation Slf,".") Tpruuilrulru PIC/S participating authorities iltlilrirqnntr:oll
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