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Functional Jelly - Manufacturing Process Flow Chart

1. Raw Material Inspection & Acceptance

2. Gelling Agent Dissolution & Preparation

QCP: Test ingredient qualification (purity, heavy metals, microbial limits); Verify absence of foreign matter;
Review raw material COA; Confirm food-grade gelling agent (gelatin/konjac gum/carrageenan) & excipient
specifications; Implement batch number tracing and traceability management; Screen for allergen ingredients
(e.g., gelatin, soy).

QCP: Control water:gelling agent:sugar ratio (typically ~70:2:28); Maintain dissolution temperature (70-85°C);
Adjust pH to 3.5-5.5 for optimal gel strength; Ensure uniform solution viscosity (3000-6000 cP); Filter solution
through 80-100 mesh to remove impurities; Heat preserve the solution (65-75°C) to prevent premature
gelation.

3. Functional Jelly Mass Preparation

QCP: Mix active ingredients with food-grade carrier (sugar syrup, fruit puree, or polyols); Control mixing time
(10-15 min) and temperature (55-65°C); Test content uniformity (RSD <5%); Ensure no phase separation or
sedimentation; Degas under negative pressure (-0.05~-0.08 MPa) to remove air bubbles; Homogenize (2000-
4000 RPM) for stable emulsion if needed.

4. Filtration & Clarification

5. Stick Sachet Filling & Sealing

QCP: Filter through multi-stage filtration system (5pm — 1um); Monitor filter integrity; Ensure no visible
particulates; Check clarity and color consistency; Collect filtrate in sanitized stainless steel tanks; Maintain
positive pressure to prevent contamination.

QCP: Pre-sterilize filling equipment and stick sachets; Control filling volume accuracy (+1% tolerance); Monitor
sealing temperature (130-180°C) and pressure; Check seal integrity (no leakage, secure seal); Reject
underfilled/overfilled units on line; Conduct hourly sampling for volume and seal quality.

6. Cooling & Gel Setting

7. Visual Inspection & Polishing

QCP: Control cooling room conditions (15-20°C, 30-40% RH); Cool stick sachets for 2-4 hrs until fully gelled;
Check gel firmness (100-300 g/cm?); Reject deformed or leaking units; Classify by batch to avoid cross-
contamination.

QCP: 100% visual inspection for defects (bubbles, cracks, discoloration, leakage); Reject non-conforming
units; Check average weight (+3% tolerance) and sachet integrity; Clean sachet surface to remove residue;
Record rejection rate and batch information.

8. Inner Packaging (Stick Sachet/Bottle)

QCP: Control stick sachet/bottle filling count (tolerance +1 unit); Verify desiccant inclusion (if applicable);
Check bottle sealing integrity; Ensure accurate label alignment; Pre-sterilize all food-contact packaging
materials; Conduct sampling inspection for seal integrity and count accuracy.

9. Outer Packaging (Carton Box)

QCP: Verify carton labeling consistency (batch no., expiry date, dosage, nutrition facts, allergen warnings);
Control carton sealing (adhesive tape/staple) for firmness; Check carton dimension & print quality; Ensure
instruction leaflet inclusion; Affix outer box batch/quantity label.

10. Final Product Comprehensive Testing

QCP: Full test (sensory evaluation, pH, gel firmness, moisture content 15-25% w/w, water activity Aw <0.70,
active ingredient content, microbial limits); Comply with CN, USP & food health product specifications; Issue
final COA (Certificate of Analysis); Handle non-qualified batches per deviation procedures.

11. Warehousing & Storage

QCP: Store in cool/dry/light-proof area (15-25°C, 35-55% RH); Implement strict batch segregation and fixed
location storage; Adopt FIFO (First In First Out) inventory management; Track stock with factory ERP system;
Avoid direct sunlight/high humidity; Conduct regular monthly inventory checks.

Key Remarks & Compliance Note:

1. Clean Room Requirement: Steps 2-7 (Gelling Agent Dissolution to Visual Inspection) must be operated in a 100,000 Grade Clean Room with continuous positive

pressure; Monitor environmental parameters (particulate matter, settling bacteria, airborne microbes) per food GMP standards.

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

process; All equipment and utensils are food-grade and properly sanitized (CIP validation).

3. Cross-Contamination Prevention: Perform equipment cleaning validation between batches (residue testing); Use dedicated equipment for allergen-containing

ingredients (e.g., gelatin); Label allergen information clearly on primary and secondary packaging.

4. Record Management: All production and testing process parameters are recorded in real time; Production records, batch records, and COA are archived for 5 years
in accordance with national regulatory requirements; Ensure full traceability from raw materials to finished products.
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