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Sample size of the administration of Evaluation and Approval

Approved sample size

Dosage form

Total

1-Uncoated tablet

If tablet wt < 100 mg

Total: 470 tabs

If tablet wt > 100 mg< 250 mg
Total: 400 tabs

If tablet wt > 250 mg< 650 mg
Total: 245 tabs

If tablellt wt > 650 mg

Total: 180 tabs

2-Uncoated scored tablet

If tablet wt < 100 mg

Total: 500 tabs

If tablet wt > 100 mg< 250 mg
Total: 430 tabs

If tablet wt > 250 mg< 650 mg
Total: 275 tabs

If tablet wt > 650 mg

Total: 210 tabs

3-Film coated tablet

If tablet wt < 100 mg

Total: 375 tabs

If tablet wt > 100 mg< 250 mg
Total: 325 tabs

If tablet wt > 250 mg< 650 mg
Total: 205 tabs

If tablet wt > 650 mg

Total: 160 tabs

4-Sugar coated tablet

If tablet wt < 100 mg
Total: 370 tabs

If tablet wt > 100 mg
<250 mg

Total: 320 tabs

If tablet wt > 250 mg
<650 mg

Total: 200 tabs

If tablet wt > 650 mg
Total: 155 tabs
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5-Film coated scored tablet

If tablet wt < 100 mg
Total: 405 tabs

If tablet wt > 100 mg
<250 mg

Total: 355 tabs

If tablet wt > 250 mg
<650 mg

Total: 235 tabs

If tablet wt > 650 mg
Total: 190 tabs

6-Hard and soft gelatin cap

If capsule content wt < 100 mg
Total: 390 capsules

If capsule content wt > 100 mg
<250 mg

Total: 340 capsules

If capsule content wt > 250 mg
<650 mg

Total: 220 capsules

If capsule content wt > 650 mg
Total: 175 capsules

7-Lozenges

If lozenge wt < 100 mg
Total: 470 tabs

If lozenge wt > 100 mg
<250 mg

Total: 400 tabs

If lozenge wt > 250 mg
<650 mg

Total: 245 tabs

If lozenge wt > 650 mg
Total: 180 tabs

8-Capsules for inhalers

If capsule content wt < 100 mg
Total: 345 capsules

If capsule content wt > 100 mg
<250 mg

Total: 295 capsules

9-Fast dissolving films

If Film wt < 100 mg

Total: 350 films

If Film wt > 100 mg&< 250 mg
Total: 220 films

If Film > 250 mg &< 650 mg
Total: 100 films
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10- Dry powder inhaler (diskus) (min 30 doses per pack)

If <30 doses

Total: 42 containers

If > 30 doses
Total:37 containers

11- Dry powder inhaler (min 30 doses per pack)

If <30 doses

Total: 40 containers

If > 30 doses

Total: 35 containers

12- Aerosols (Pressurized metered dose preparation for
inhalation or nasal)

70 containers

13- Topical pressurized aerosols continuous dose
preparation

60 containers

14- Topical pressurized aerosols metered dose
preparation

70 containers

15- Sprays (Non-pressurized metered dose preparation
for nasal)

65 containers

16-Powder granules in sachets giving solution (unit dose
uni-component)

If wt<3 gm
Total: 115 sachets
If wt >3 gm
<5gm

Total: 82 sachets
If wt>5gm
Total: 80 sachets

17-Powder granules in sachets giving solution (unit dose
multi-component)

Ifwt<3gm
Total: 125 sachets
If wt>3gm
<5gm

Total: 92 sachets
If wt>5gm
Total: 90 sachets

18-Powder granules in sachets giving suspension (unit
dose uni-component)

Ifwt<3gm
Total: 125 sachets
If wt>3gm
<5gm

Total: 92 sachets
If wt>5gm
Total: 90 sachets
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19-Powder granules in sachets giving suspension (unit
dose multi-component)

[fwt<3gm
Total: 135 sachets
If wt>3gm
<5gm

Total: 105 sachets
If wt>5gm
Total: 100 sachets

20- Powder granules giving suspension (multidose, uni-
component or multi-component)

40 containers

21- Powder granules (multidose)

40 containers

22- Supp and pessaries

130 suppositories

23- Transdermal patches

70 patches

24- Ophthalmic ointment

55 containers

25- Creams/gels/ointments

45 containers

26-Eye drops (single dose)

140 units

27-Eye drops (multiple dose)

80 containers

28-Solution (single dose) (inhalation -oral)

If volume <1 mL

Total: 115 units

If volume >1 mL and <2 mL
Total: 110 units

If volume >2 mL

Total: 100 units

29-Solution and suspension multiple dose (otic -nasal -
oral-topical)

If volume >1 mL and <2 mL
Total: 64 units

If volume >2 mL and <30 mL
Total: 57 units

If volume > 30 mL

Total: 50 units

30-Parenteral powders If wt<5gm
Total: 125 units
Ifwt>5 gm
Total: 95 units

31-Parenteral solution up to 20 mL 90 units
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32-Parenteral solution more than 20 mL

50 units

33-Prefilled syringe containing solution and suspension | 59 syringes
34-Large volume infusion > 100mL 15 units
35-Implant prefilled syringe 59 syringes
36-Solution and suspension enema 50 units

Jilnt /s # U Jabralls 0 93 g e Jalill cilllie calla Al pall 0 0 2 S ,all 500l 3oy @
Leal a1 Jla 4l e ke &l i1 80 5,050 G o
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