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mgﬂ‘wuﬂ’mﬁ]mmmi‘ﬁﬂ Budesonide 200 mcg/dose metered dose inhaler 200 dose

1. F81 Budesonide 200 mcg/dose metered dose inhaler 200 dose
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2.1 uansae (solution) wiesniuaungneu (suspensions) dmivgariunaUinvia
metered dose inhaler
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3.1 Identification m’aﬁlﬁi’lumuﬁizq’ﬁu finished product specification
3.2 UsunausendnAgy 80.0-120.0 % L.A. of Budesonide
3.3 uniformity of delivered dose : mwwﬁumuﬁwﬂu finished product specification

%39 uniformity of metered dose

3.4 Particle size U Fine particle dose (BP) mmhummﬁszqiu finished product specification
%59 Aerodynamic particle size (USP)

%58 Deposite of emitted dose (BP)

3.5 Number of deliveries per inhaler 13Jﬁfaaﬂ'j'lﬂ7iiw1uaa'm

3.6 Leakage msa’«asi’mmw?iizq’lu finished product specification
3.7 Sterility/Microbial limits mmmﬁumuﬁisq‘lu finished product specification
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Salbutamol sulfate 100 mcg/ puff 200 puff inhaler

m Salbutamol sulfate 100 mcg/ puff 200 puff inhaler
2.anuaudAalY

2.1 Wusuvauagnaudmiununisdin

2.2 Ysyneumegeen Salbutamol sulfate suspension %aamgaﬁu Salbutamol 100 mg /puff
97UU 200 puff
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2.1 Identification test miiﬁlﬁiﬁummﬁizﬂu finished product specification
2.2 YSunausiendnfgy 80.0-120.0% L.A. of Salbutamol %8 puff
2.3 IMIUYBINIINA valve luussniiszyhiluaain

2.4 Uniformity of delivered dose (or Gli’)ﬁ]ﬂ’]UGﬂﬂJﬁizﬁlu finished product Speciﬁcation
metered dose)

2.5 Deposit of emitted dose Tuuosn 35% vesUSunaeadene puff finAnu
lneN1SVAEBU aerodynamic

assessment of valve fine particles

2.6 Related substances m?%mumuﬁi%ﬂu finished product specification
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T 0 2001 5491-3 Fax : 0 2001 5490
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200 Bow AERONIDE 200MCG SUSPENSION @ 7062 13.200.00
Lot. AN101B Mfz.08, 21 Exp.08/02/2023
120 Bo AEROTAMOL 100MCG SUSPENSION @ 3638 34.00 4,080.00
Lot. AT104A Mfg.24/02/2021 Exp.24/02/2023
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