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b. USuuiiendiAgy ®& — ®0&% label amount of Doxofylline

o. weight uniformity L1=M+5 x M/100
Lo,=M+10x M/100
With M begin the ave.wt. of 20 tablets,not
More than 2 table may have weight Outside of L,
ALL of the tables must be within the L, limits

«. Dissolution test Not less than ®o% of Doxofylline must
dissolved in emo minutes

&. Loss of weight ®% - n%

. Average weight bloo mg Te&%
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99U WUU pMDI solution
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®. Apprearance Colourless to yellowish solution

. Number of acutations 2 oo

. Identification test mws\humuﬁizﬂu finished product
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& Content (HPLC) (mg/can)

- Beclomethasone dipropionate od - @o.D

- Formoterol fumarate 0./%00 — o.@«D
& Mean Delivered dose (DUSA/HPLC)(LLg) intra-can
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- Formoterol fumarate &m— &c
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©. Mean Delivered dose (DUSA/HPLC)(LLg) inter-can

- Beclomethasone dipropionate

- Formoterol fumarate

6.] — &6.6mn
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o). Uniformity of Delivered dose (DUSA/HPLC)(LLg) intra-can

- Beclomethasone dipropionate

- Formoterol fumarate

complies

complies

<. Uniformity of Delivered dose (DUSA/HPLC)(LLg) inter-can

- Beclomethasone dipropionate
- Formoterol fumarate

«. Impurity/Degradation products
- Beclomethasone alcohol
- Beclomethasone ee-Propionate
- Beclomethasone be-Propionate
- Deformylate
- Ethanolate
- PMA
- Single unknown impurities BDP
- Single unknown impurities FMT
- Total impurities BDP

- Total impurities Formoterol

@o. Foreign particulate matter > @ocolm

®®. Microbial count
- TAMC (CFU/g)
- TYMC (CFU/g)
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