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L1h) Test Items

Specifications

a.@.& | Impurities (Organic impurity)

Meropenem open ring ®

Not more than o.& %

Meropenem dimer °

Not more than o.b %

Any individual unspecified impurity

Not more than o.@o %

Total unspecified impurities

Not more than e.0 %

Total impurities

Not more than v.o %

m.@.D | Bacterial endotoxins

Meets the requirements

m.a.0 | Constituted solution

Meets the Requirements

m.e.c | Loss on drying

®.0 —ab.o %

m.e.& | Particulate matter
- UM > @0 Um

- YUIA > lo& KUm

Not more than b,000
/container

Not more than boo /container

m.e.e0 | pH

elen — @.en

m.e.em | Sterility test

Meets the Requirements

e.lo Drug substance specification: Meropenem ( USP &n - NF a2 )

¥

U Test Items

Specifications —’

m.lo.e | Identification

A: infrared spectroscopy

B: Ultraviolet spectroscopy (Major peak in assay)

Meets the Requirements

mbolo | Assay

®z.0 - ®o0e.0 % on the

anhydrous basis

mlo.m | Residue of ignition

Not more than o.5% J
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11 Levofloxacin tab 750 mg 1 la 14.98
12 Moxifloxacin hydrochloride sterile sol 400 mg/250 ml 1 luea 642.00
13 Moxifloxacin hydrochloride tab 400 mg 11 65.52
14 Norfloxacin tab 100 mg 1 Wi 0.60
15 Norfloxacin tab 200 mg 1l 1.01
16 Norfloxacin tab 400 mg 1 dlm 1.21
17 Ofloxacin tab 100 mg 1 uWin 1.00
18 Ofloxacin tab 200 mg 11ln 1.40
19 Prulifloxacin tab 100 mg 1 1A 25.68
20 Sitafloxacin tab 50 mg 1l 93.41
12.7 nQuEN Carbapenems
1 Biapenem sterile pwdr 300 mg 1 luna 674.10
2 Ertapenem sodium sterile pwdr 1,000 mg 1 launa 935.18
3 Imipenem + Cilastatin sodium sterile pwdr 250 mg + 250 mg 1 lauaa 141.35
4 Imipenem + Cilastatin sodium sterile pwdr 500 mg + 500 mg 1 luea 282.69
5 Meropenem slerile pwdr 500 mg 1 luaa 198.33
6 Meropenem sterile pwdr 1,000 mg 1 luas 235.40
7 Doripenem sterile pwdr 500 mg 1 Touaa 505.00
12.8 N§XE" Sulphonamides and trimethoprim
Sulfamethoxazole+Trimethoprim
1 capl/tab 400 mg+80 mg 1 uALlgandna 0.63
(Co-trimoxazole)
Sulfamethoxazole+Trimethoprim
2 cap/tab 800 mg+160 mg 1 uwptlga/dn 1.00
(Co-trimoxazole)
Sulfamethoxazole+ Trimethoprim
3 syr/oral susp (200 mg-+40 mg)/5 ml (60 mi) 1299 14.00
(Co-trimoxazole)
Sulfamethoxazole+Trimethoprim
4 sterile sol (400 mg-+80 mg)/5 ml (5 ml) 1T UDNYA 27.24
(Co-trimoxazole)
12.9 ngN#E" Antituberculous drugs
1 Clofazimine cap 50 mg 1 wnlga 25.01
2 Ethambutel hydrochloride tab 400 mg 1 1dm 1.80
3 Ethambutol hydrochloride tab 500 mg 10lm 2.61
4 Isoniazid tab 100 mg 1 1Wm 0.20
5 Kanamycin sterile pwdr 1 g 119m 22.00
6 Pyrazinamide tab 500 mg 1 1.76
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