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Softgel - Manufacturing Process Flow Chart

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

1. Raw Material Inspection & Check raw material COA; Confirm gelatin and oil raw material specifications; Implement batch number

Acceptance - -
filing and traceability management.

. . . l QCP: Control gelatin:purified water:glycerin ratio (typically ~45:35:20); Maintain melting temperature (60-70°
2. Gelatin Melting & Preparation

C); Ensure uniform gelatin solution viscosity; Filter solution through double mesh to remove impurities; Heat
preserve the solution (55-60°C) to prevent gelation for subsequent use.

3. Fi . . QCP: Mix active ingredients with food-grade carrier oil (e.g., soybean oil, MCT); Control mixing time and
- Fill Formulation Preparation speed; Test content uniformity (RSD <3%); Ensure no phase separation or sedimentation; Degas under

negative pressure to remove air bubbles; Homogenize for high-viscosity ingredients if needed.

. QCP: Control die roll temperature (35-45°C); Verify fill volume accuracy (+5% per softgel); Check seal
4. Softgel Encapsulation ) L . . ) o ) ) .
integrity (immersion leak test on samples); Monitor gelatin ribbon thickness (0.8-1.2mm, adjustable); Real-

time record process parameters; Reject defective softgels on line.

QCP: Control drying room conditions (20-25°C, 20-30% RH); Tumble softgels for preliminary shaping to
prevent sticking; Monitor drying time (24-72 hrs) until moisture content <10% (optimal 8-10%); Check for

5. Tumbling & Drying

shape deformation; Classify by batch to avoid cross-contamination.

QCP: Polish softgels with food-grade agent to remove residual oil; 100% visual inspection (manual +
machine) for defects (cracks, bubbles, discoloration); Reject non-conforming units; Check average weight

6. Polishing & Inspection

and dimension consistency; Record rejection rate and batch information.

QCP: Control bottle filling count (tolerance %1 unit); Verify desiccant inclusion (if applicable); Check blister

7. Inner Packaging (BOttIe/BIISter) sealing integrity (no pinholes); Ensure accurate label alignment on bottles/blister cards; Pre-sterilize all

packaging materials; Sampling inspection every 1 hour.

QCP: Verify carton labeling consistency (batch no., expiry date, dosage); Control carton sealing (adhesive

8. Outer Packaging (Carton Box) tape/stapler) for firmness; Check carton dimension & print quality (clear, no smudging); Ensure instruction

leaflet inclusion; Affix outer box batch/quantity labels.

. . QCP: Full test (sensory, disintegration time, active ingredients, microbes); Conduct dissolution rate testing
9. Final Product Comprehensive

Testing (cumulative 280% in specified time); Comply with ChP, USP & product specifications; Issue official final COA;

Handle unqualified batches per deviation procedures.

QCP: Store in cool/dry/light-proof area (15-25°C, 35-55% RH); Implement strict batch segregation and fixed

10. Warehousing & Storage
9 9 location storage; Adopt FIFO inventory management; Track stock with factory system; Avoid direct sunlight/

high humidity; Regular monthly inventory checks.

Key Remarks & Compliance Note:
1. Clean Room Requirement: Steps 2-6 (Gelatin Melting to Polishing & Inspection) must be operated in a 100,000 Grade Clean Room with continuous positive

pressure and regular environmental monitoring (particulate matter, microbial load).

2. GMP Compliance: All processes strictly follow GMP guidelines for softgel health food and pharmaceutical production; No cross-contamination is allowed during the
whole production process.

3. Cross-Contamination Prevention: Equipment cleaning validation is performed between batches; Dedicated equipment is used for special ingredients (e.g., allergens)
to avoid residual contamination.

4. Record Management: All production and testing process parameters are recorded in real time; Production records and COA are archived for 5 years in accordance
with regulatory requirements.
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