
Hard Capsule - Manufacturing Process Flow Chart

Compliance Note: Equipment cleaning validation is performed between batches to prevent cross-contamination; Production records are archived 

 Remark:100,000 Grade Clean Room Area (Steps 2-6); All processes comply with GMP guidelines for hard capsule health food production.

for 5 years in accordance with regulatory requirements.

 QCP: Test ingredient qualification (purity, heavy metals,
microbes); Verify absence of foreign matter; Check raw 

material COA

QCP: Control sieve mesh size; 
Remove oversize particles & foreign impurities; 
Use stainless steel sieves

QCP: Calibrate electronic scales (±0.01g accuracy); Verify
ingredient weight per formula; Record weighing data

QCP: Control mixing time (25-30 mins) & rotation speed
(18-22 rpm); Test content uniformity (RSD ≤3%); Ensure no
dead corners in mixer

QCP: Control filling capacity (±5% per capsule);Check 
capsule shell integrity; Verify fill weight accuracy (100 
capsules sampled per batch)

QCP: Control blister temperature (120-150°C) & sealing 

pressure; Test blister seal integrity (leakage test); Verify 

cavity size (capsule size fit)

QCP: Verify carton labeling (batch no., expiry date,
dosage); Control carton sealing (adhesive tape/ stapler);
Check carton dimension & print quality

QCP: Full test (sensory, disintegration time, active
ingredients, microbes); Comply with ChP & product
specifications; Issue final COA

QCP: Store in cool/dry/light-proof area (5-25°C, 45-70%
RH); Implement batch segregation; Track stock with factory 

system

1. Raw Material
Inspection & Acceptance

2. Sieving

3. Weighing

4. Powder Mixing

5. Hard Capsule Filling

6. Inner Packaging
(Alu-Alu Blister)

7. Outer Packaging
(Carton Box)

8. Final Product
Comprehensive Testing

9. Warehousing & Storage
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