AMANEZLANIZYY

m Furosemide 250mg/25 ml injections
2. auautanaly

2.1 Wuasezangla Lifid Unannide dmsuiadmasaidons

2.2 Tu 25 ml Usznausmesien Furosemide 250 mg

2.3 ussglumeuzusTadnunanidetuuasaadin

2.4 aanfiusnguuaruzuTIYRessEyTes dulsenausenddtuasauuse usdn
Junuaeny aviindn laanzifouiisuen uazanaglumsifusnunlitaau uaraainuuvine

stetpeszylon duusenausenddguarainuust Jununeny lwukan Legredniau

o w al

3. auaudinianaiia nduisunldosieaduaduiiieumimialndnitauiusen1Ansen s
a151504% 1399 szyssen nsdinldiduluaudsznian iluiugaefavesanznssuns (nsaluiem

sndandusinsunlinssiuandnsugianzvesenatull nganuuundusniungneds)

AuguUANanaila uspP43
1. YSuasendfgy 90.0- 110.0 % labeled amount of Furosemide
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90.0-110.0% L.A. of Furosemide

2. ldentification

G\’i’Jﬁ]B\immmﬁwﬂu Finished product specification

3. Dissolution

Not less than 80% (Q) of the labeled amount of

furosemide is dissolved in 60 minutes

4. Uniformity of dosage units
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5. limit of furosemide related

compound B

NMT 0.8% of furosemide related compound B
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AMANBALIANIZYN
1. Fau1 Insulin N 100 iu/ml 10 ml injections
2. aauifavaly
2.1 Wusnhunusgnou Usennidedviigu
2.2 Ysenaumemen Zinc insulin human wag Protamine sulfate Tu buffered for injection
TngdAuuty 100 iu Tu 1 ml
2.3 UssglunmvugusTyednnAn@euiings 10 ml
2.4 aannenUsINgUUN UL UTTYREIsEYTen dinudsznaudenddyuaraanuuse Sundn Su
vumeny laviingn lameiouiiue uazannglunsiiusnulidaey uaraanuuumee ogh
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a5150ug 30s seyshsen nsdiftlifulumayssmen Intufunasfievesnasnssunis (nsdusm

onsdanduirfunlinssiunudnvasanzeesssatull nsanuuundsiuneeds)

ANENUANIUNALA UsP 43
1. YSunausendiAgy 95.0 —105.0% LA of Isophan insulin
2. ldentification m’sﬁw\i’mmuﬁisﬂu finished product specification
3. Impuirities msa%ﬂhummﬁi:ﬁuﬂu finished product specification

4. Specific tests

- pH 7.0-7.5

- Zinc Determination 0.021-0.04 mg/100 ml insulin

- Bacterial Endotoxin NMT 80 USP Endotoxin Units/ 100 ml insulin human units
- sterility test mwmum’mﬁ'isﬂu finished product specification
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AMANBAILIANIZYY
M Ipratropium Bromide 0.5 mg Waw Fenoterol Hydrobromide 1.25 mg
Tu 4 ml Solution for Nebulizer

2. pauawdanaly

2.1 Wughusmanide Ta liild dmsuldruieSoaviugn (Nebulizer)

2.2 Usgnaumiemen lpratropium bromide 0.5 mg e Fenoterol Hydrobromide 1.25 mg
Tu 4 ml

2.3 ussqlumvusnain Unanndouuuliadais (Unit dose)
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1. Ysunumiendidny 90.0 —110.0% LA of Ipratopium bromide
90.0 -110.0% LA of Fenoterol Hydrobromide

2. ldentification m’mmumuﬁizﬂu finished product specification
3. Related substance mw&humuﬁszﬂu finished product specification
4. Minimun fill livfendnfiszyliluaann
5. Specific tests

- pH mwmumu‘ﬁlizﬂu finished product specification

- Sterility test G\iwﬂhumuﬁssﬁlu finished product specification
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