CDSCO Guidelines for sampling: Click to download the guidelines

Quantity of Drugs Sample Required For Complete Analysis

S. No. Name of Drug Sample Legal Samples Survey Samples
l. Tablets 100 Tablets 20 Tablets
2. Capsules 100 Capsules 20 Capsules
3. Syrups / Oral Liquids / Suspensions 12 Bottles 2 Bottles
4. Injection (Ampoule) (1-10 ml) 40 Ampoules 10 Ampoules
5. Injection (Ampoule) (10-100 ml) 25 Ampoules 10 Ampoules
6. Large Volume Parentrals (more than 10 Bottles 2 Bottles
100 ml )
7. Powder for injection ( Sterile) 40 Vials 5 Vials
8. Dry Powder for Oral/ Liquid 25 Bottles 5 Bottles
Suspension
9. Oral Rehydration Salt Sachets 30 Pcs 5 Pcs
10. API Drug 2x 10 gm 5 gm
11. Ointment / Creams / Paste / Gel (Non | 12 Pcs 2Pcs
Sterile)
12 Ointment / Creams / Paste / Gel 20pcs Spcs
(Sterile)
13. Eye / Ear Drops 40 Vials/ pcs 5 Vials/ pcs
14. Nasal Preparation 20 Vials 5 Vials
15. Inhalers/ Spray 40 Pcs 5 Pcs
16. Pessaries / Lozenges 60 Pcs 20 Pcs
17. Empty Gelatine Capsules 500 Capsules 100 Capsules

Quantity of Cosmetics Sample Required For Complete Analysis

S. No Name of Cosmetic Sample Legal Samples Survey Samples
1. Skin Cream 3 x50 gm 1 x50 gm
2. Hair Cream 3 x50 gm 1 x50 gm
3. Shampoo 3 x 200 ml 1 x 200 ml
4. Soap 3x 150 gm 1 x 150 gm
3. Transparent Toilet Soap 3x 150 gm 1 x150 gm
6. Tooth Powder 3 x50 gm 1 x50 gm
7. Shaving Cream 3x15gm 1x15gm
8. Cosmetic Pencil 20 Pencils 5 Pencils
9. Hair Dyes (Liquid, Gel & Cream) | 3 x 100 ml 1 x 100 ml
10. Powder Hair Dyes 4x20gm 1 x20gm
11. Liquid Toilet Soap 3 x 100 ml 1 x 100 ml
12. Bathing Bar 3x75gm 1x75gm
13. Hair Oil 3 x50 ml 1 x 50 ml
14. Lipstick 15 Packs 5 Packs

15. Nail Polish 15 Packs 5 Packs

16. Talcum Skin powder 3 Packs 1 Packs

17. Kajal 10 Packs 1 Packs

18. Any other cosmetic 3 Packs 1 Packs
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Quantity of Vaccine Sample Required For Complete Analysis

S.N

Name of Vaccine Sample

Legal Samples

1.

Antitoxin / Anti Serum

10 ml x 10 vials / ampoules
1 ml x 50 vials / ampoules

2.

Anti-Snake Venom Serum / Anti Rabies
Serum

10 ml x 5 vials / ampoules
5 ml x 10 vials / ampoules

Bacterial Vaccine BCG

10 dose x 50 vials / ampoules/PFS
5 dose x 20 vials / ampoules

10 dose x 10 vials / ampoules

20 dose x 10 vials

10/20 dose x 40 vials

Viral Vaccine OPV

1 dose x 50 vials/ampoules/PFS
5 doses x 20 vials/ ampoules

10 doses x 10 vials/ampoules
20 doses x 20 vials

Blood Products

3 containers of 50 ml above
5 vials of 10 ml each
10 vials of 2 ml each
25 vials of 2 ml each
50 vials of 1 ml each

6.

Surgical Sutures

50 Strands

Quantity required for Complete Analysis of Medical Device Samples

S.No | Name of Medical Device Legal Samples | Survey Samples
l. Hypodermic Syringe 50pcs 10 pcs
2. Hypodermic Needle/Disposable Syringe | 50 pcs 10 pcs
Needles
3. Infusion Set/Transfusion Set 50 pcs 10 pcs
4. IV Cannulas 50 pcs 10 pcs
3. Roll Bandage/Surgical Dressings 20 pcs 10 pes
6. Sterile Gauze Swab 50 pcs 10 pcs
7. Surgical Suture (absorbable) 50 pcs 30 pcs
8. Surgical Suture (Non-absorbable) 50 pcs 30 pcs
9. Medicated Tape (Band-aid) 100 pcs 20 pcs
10. Absorbent Cotton Wool I.P. 200 gm 100 gm
11. Catheter or Ryles Tube 30 pcs 10 pcs
12. Tubing for Micros-surgery or Endoscope | 50 pcs 10 pcs
13. Male Rubber Latex Condoms 100 pcs 100 pcs
14. Copper T 120 pcs 20 pcs
15. Tubal Rings 100 pcs 20 pcs
16. Blood Bags 10 bags 5 bags
17. Absorbent Sponge 50 pcs 5 pcs
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