g Vitalife Biotech

Tablets - Manufacturing Process Flow Chart

1. Raw Material QCP:
Inspection & Acceptance Test ingredient qualification (purity, heavy metals, microbes); Verify absence of foreign matter; Check raw
material COA; Confirm particle size conformity of raw powders

QCP:

Control sieve mesh size; Remove oversize particles & foreign impurities; Use stainless steel sieves; Ensure
sieve cleanliness

QCP:

Calibrate electronic scales (+0.01g accuracy); Verify ingredient weight per formula; Record weighing data
double-check by two operators; Ensure no weighing deviation

4. Granulation QCP:
Control binder concentration & addition amount; Regulate granulation time & mixing speed; Test wet granule
moisture content (3-8% based on formula); Sieve wet granules to uniform size (16-20 mesh)

IH

5. Drying QCP:
Control drying temperature (50-60°C) & time; Monitor dry granule moisture content (1-3% compliant with
standard); Prevent over-drying or under-drying; Cool granules to room temperature after drying

6. Granule Straightening QCP:
Use 18-24 mesh stainless steel sieve; Remove agglomerated particles; Ensure uniform granule size distribution;
Check granule flowability

7. Total Mixing QCP:

Control mixing time (30-40 mins) & rotation speed (15-20 rpm); Test content uniformity (RSD <3%); Add
glidant/lubricant as formula; Ensure no dead corners in mixer

8. Tablet Compression QCP:

Control tablet weight (+3% per tablet) & hardness (4-10 kgf); Verify disintegration time conformity; Check tablet
appearance (no chipping, cracking, uneven color); Sample 200 tablets per batch for weight variation test

9. Tablet Coating QCP:
(Optional) Control coating pan speed (8-12 rpm) & inlet temperature (60-70°C); Regulate coating solution spraying rate;
Test coating weight gain (2-5% based on coating type); Ensure uniform coating without peeling

10. Inner Packaging QCP:
(Alu-Alu Blister) Control blister temperature (120-150°C) & sealing pressure; Test blister seal integrity (leakage test); Verify cavity
size (tablet size fit); Ensure no tablet damage during blister forming

11. Outer Packaging QCP:
(Carton Box) Verify carton labeling (batch no., expiry date, dosage, net weight); Control carton sealing (adhesive tape/
stapler); Check carton dimension & print quality; Ensure inner leaflet is placed in each carton

12. Final Product QCP:
Comprehensive Testing Full test (sensory, hardness, friability, disintegration/dissolution time, active ingredients, microbes); Comply with
ChP & product specifications; Issue final COA, Test tablet content uniformity for low-dose formulations

13. Warehousing & Storage QCP:
Store in cool/dry/light-proof area (5-25°C, 45-70% RH); Implement batch segregation; Track stock with factory
system; Keep coated tablets away from high humidity environment

Remark:

100,000 Grade Clean Room Area (Steps 2-9); All processes comply with GMP guidelines for tablet health food production. Coating step is optional based
on product formulation and design requirements.

Compliance Note: Equipment cleaning validation is performed between batches to prevent cross-contamination; Production records are archived for 5
years in accordance with regulatory requirements; Compression mold cleaning and calibration are conducted before each production batch; Coating
equipment is thoroughly cleaned to avoid color cross-contamination for different coated tablet products.
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