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Full Supplier Risk Control Manual for Vitamin B12 from HiSiaddi 
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I. Applicable Scope & Risk Control Objectives 

Applicable Products 

Cyanocobalamin, Methylcobalamin, Adenosylcobalamin, Hydroxocobalamin 

(Food Grade / Feed Grade / Pharmaceutical API Grade), including pure 

powder, 1% pre-diluted premix powder, liquid premix materials 

Core Risk Control Objectives 

1. Eliminate adulteration, insufficient assay, excessive impurities, out-of-

spec heavy metals/microorganisms 

2. Avoid compliance risks: Missing REACH, FDA GRAS, EP/USP/FCC, 

CEP/DMF documentation 

3. Prevent supply disruption, batch specification fluctuation, insufficient 

production capacity, counterfeit mixed defective materials 

4. Mitigate risks of traders without own factories, outsourced contract 

manufacturing, licensed qualification attachment, falsified COA 

5. Control degradation risks during transportation and storage (B12 

photosensitive and hygroscopic with rapid efficacy loss) 

II. Three-Tier Supplier Admission Classification Standards 

Tier 1 Preferred Suppliers (Self-Owned Fermentation Factories) 
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1. Independent fermentation production line with no outsourced contract 

manufacturing; annual pure product capacity ≥10 tons 

2. Possess Food Additive Production License / Pharmaceutical API GMP, 

Feed Additive Production License 

3. Complete pharmacopoeia qualifications: USP, EP, FCC; EU REACH 

registration 

4. Able to provide CEP/COS (Pharmaceutical Grade), FDA DMF filing 

(US pharmaceutical exports) 

5. Equipped with full in-house testing laboratory with HPLC and UV 

spectrophotometer for full-item self-inspection 

6. No regulatory non-compliance records or major customer quality 

complaints in the past 3 years 

7. Constant temperature 2–8°C light-proof warehouse with nitrogen-

sealed packaging system 

Tier 2 Alternative Suppliers (Traders with Fixed Direct Factory Supply) 

1. No self-owned production plant, long-term exclusive supply agreement 

with one fixed Tier 1 source factory 

2. Able to provide complete original scanned copies of full source factory 

qualifications 

3. Independent retention testing laboratory for full key indicator cross-

verification upon goods arrival 

4. No mixed goods from multiple factories with full traceable batch 

records 

5. Only permitted for food/feed grade business; pharmaceutical API 

procurement prohibits Tier 2 suppliers 

Elimination Tier Suppliers (Directly Excluded, No Cooperation Allowed) 

1. Unable to provide factory production qualifications and complete QC 

laboratory documentation 

2. Fixed template COA with non-fluctuating batch test data, unable to 

provide original HPLC chromatograms 

3. Refuse on-site factory audit or video plant inspection 

4. Price significantly below reasonable market range with suspected 

adulteration via dextrin/inorganic salt dilution 

5. Unable to provide REACH registration, 21CFR, EFSA and other export 

compliance documents 
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6. Warehouse without constant temperature light-proof storage, simple 

ordinary woven bag packaging 

7. Historical disputes involving adulteration, insufficient assay, excessive 

heavy metals 

III. Supplier Qualification Document Verification Risk Control Checklist (Items 

Marked ★ Are One-Vote Veto) 

(1) Corporate Entity Qualifications 

1. Business License (Business scope covers vitamin raw materials / food 

additives / pharmaceutical APIs) 

2. Production Licenses 

• Food Grade: Food Additive Production License 

• Feed Grade: Feed Additive Production License 

• Pharmaceutical Grade: API GMP Certificate, Drug Production License 

★ 

1. Pollution Discharge Permit, EIA Report (Mandatory for Fermentation 

Production) ★ 

2. Export Filing Record, Customs Import & Export Operation Right 

(2) Product Standard & Pharmacopoeia Qualifications 

1. Applied Standards: GB30613, FCC, USP-NF, EP Monograph 

2. Reference standard comparison capability certification 

3. Mandatory for Pharmaceutical Grade: CEP/COS Certificate, FDA DMF 

Filing Number ★ 

4. Production Strain Qualifications (Fermentation Process): Strain 

identification report, GMO-free certificate (Mandatory for EFSA Feed 

Exports) 

(3) Full Set of Export Compliance Documents (Verified by Market) 

1. EU Market 

• REACH Registration Dossier, EC No. 200-680-0 Registration 

Certificate ★ 

• 16-section English REACH SDS 

• EFSA Feed Additive Safety Assessment Report (Feed Exports) 

1. US Market 
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• FDA 21CFR 184.1945 GRAS Statement ★ 

• FCC Standard Compliance Declaration 

• Dietary Supplement cGMP Documentation 

1. Southeast Asia / Middle East 

• HALAL Halal Certificate, KOSHER Kosher Certificate (On Demand) 

1. Universal Customs Clearance Documents: TDS, Batch COA, Full 

Heavy Metal & Microorganism Test Reports 

(4) Quality System Documentation 

1. ISO22000 Food Safety System / ISO9001 Quality Management / 

FSSC22000 

2. Complete SOPs: Fermentation, Extraction, Purification, Drying, 

Repackaging, Inspection, Warehousing 

3. Stability Test Report (24-Month Long-Term + 40°C/75% RH 

Accelerated Test) ★ 

4. Analytical Method Validation Report (HPLC Assay, Related Substance 

Detection Methods) 

One-Vote Veto Risk Points 

1. Unable to provide real factory workshop, equipment and laboratory on-

site video footage 

2. Only verbal confirmation of pharmacopoeia compliance without official 

filing documents 

3. SDS non-compliant with REACH/GHS 16-section format 

4. Cannot provide original single-batch HPLC chromatograms and UV 

absorption spectra 

5. Expired or counterfeit qualification certificates, inconsistent enterprise 

names with factory 

IV. Core Risk Control Points for On-Site / Video Factory Audits 

1. Production Workshop Risk Control (Fermentation Mainstream Process) 

1. Separated zones for fermentation, extraction, purification and drying 

with cross-contamination control 

2. Drying temperature control ≤60°C with complete high-temperature 

degradation control records 

3. Full-process light protection: Red lighting, light-proof pipelines, closed 

equipment 
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4. Clean area for pure product repackaging with dust and metal impurity 

prevention 

5. Prohibit co-production of multiple vitamins without separation 

(Riboflavin accelerates B12 degradation) 

2. QC Laboratory Verification (Core Risk Control) 

1. Equipment Inspection: HPLC, UV spectrophotometer, atomic 

absorption heavy metal detector, microbiological clean bench 

2. Random sampling of in-production batches on-site for immediate UV 

absorbance ratio testing (A361/A278, A361/A550) 

3. Audit original test ledgers and chromatogram archives for the past 6 

months 

4. Reference standard management: USP/EP official reference standard 

procurement records 

3. Warehousing & Packaging Risk Control (High-Risk Link for B12) 

1. Finished goods warehouse constant temperature 2–8°C, hermetically 

sealed away from light, humidity controlled RH40–60% 

2. Standard packaging: Aluminum foil lined PE bags, aluminum fiber 

drums, nitrogen-filled hermetic sealing 

3. Zoned management with physical separation of raw materials, semi-

finished goods, finished goods and non-conforming materials 

4. FIFO First-In-First-Out ledger with shelf-life early warning mechanism 

5. Outdoor stacking and simple plastic bag packaging prohibited 

4. Supply Chain Traceability Audit 

1. Fermentation strain and auxiliary material supplier ledgers 

2. Complete batch production records, feeding records, purification 

process records 

3. Batch retention sample system: Each batch retained until 12 months 

post shelf-life expiry 

V. Sample Testing Risk Control Standards (Mandatory Incoming Inspection 

for Risk Interception) 

1. Mandatory General Test Items (All Grades) 

1. Appearance: Dark red crystalline powder, no whitening, caking or 

discoloration 

2. UV Identification: Reject batch if absorbance ratios exceed 

specification limits 

3. Loss on Drying ≤12%; excessive moisture accelerates degradation 
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4. Assay (Dry Basis): FCC/USP 98.0%–102.0%; Assay below 96% 

judged as adulterated 

5. Heavy Metals: Pb, As, Cd, Hg 

6. Microbiology: Total aerobic count, molds & yeasts, E. Coli, Salmonella 

spp. 

2. Grade-Specific Additional Test Items 

• Pharmaceutical Grade: Related Substances (Single Impurity, Total 

Impurity), Residue on Ignition, Residual Solvents 

• Methylcobalamin: Light accelerated degradation test (72h UV 

irradiation for assay loss measurement) 

• EU Feed Exports: Strain DNA residue, GMO-free testing 

3. Rapid Adulteration Screening Risk Control 

Additional adulteration screening for low-price raw materials: Glucose, dextrin, 

inorganic salt detection 

Risk Characteristics: Assay exactly at lower specification limit, offset UV 

absorbance ratios, abnormally high moisture content 

VI. Special Risk Inspection for Traders & Repackaging Plants 

1. Prohibit traders from independently splitting/diluting pure powder and 

reissuing COA 

2. Each shipment must attach original source factory COA; repackaging 

only accompanied by repackaging inspection records 

3. Audit trader warehouse conditions; mid-transit packaging replacement 

and outdoor storage prohibited 

4. Sign traceability agreement: Source factory bears full compensation 

liability for quality incidents 

5. Pharmaceutical API raw material procurement strictly prohibits 

repackaging trader sources; direct factory procurement only 

VII. Long-Term Dynamic Supply Chain Risk Monitoring Mechanism 

1. Routine Batch Monitoring 

• Cross-verify key indicators for every incoming batch; retain 

chromatograms and retention samples 

• Trigger early warning for two consecutive batches with excessive 

specification fluctuation from the same supplier 

2. Quarterly Dynamic Tracking 

1. Production Capacity Changes: Factory capacity expansion / reduction / 

shutdown information 
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2. Qualification Renewal: Production license, REACH, CEP certificate 

expiry status 

3. Market Public Opinion: Regulatory non-compliance sampling, customer 

complaints, customs detention cases 

3. Seasonal Risk Early Warning 

High-temperature sea/land transportation in summer: Mandatory cold-chain 

light-proof packaging; additional moisture and assay re-inspection upon goods 

arrival 

Rainy seasons: Verify nitrogen-sealed packaging integrity to prevent moisture 

absorption and caking 

4. Dual-Supplier Backup Mechanism 

Mandatory reserve of at least two Tier 1 source factories for high-volume 

orders to avoid single-factory shutdown supply disruption 

VIII. Graded Handling Process for Quality Abnormal Incidents 

Level 1 Minor Risk (Conditional Acceptance Permitted) 

Phenomenon: Slight deviation of minor indicators without impact on finished 

product compliance 

Handling: Issue deviation report, increase test frequency for subsequent 

batches 

Level 2 Medium Risk (Batch Rejection, Full Return) 

Phenomenon: Low assay, excessive moisture, slight microbial over-limit 

Handling: Isolate and seal goods, prohibit feeding to production; full return to 

supplier with performance bond deduction 

Level 3 Major Critical Risk (Terminate Cooperation + Claim Compensation) 

Phenomenon: Adulteration, severe heavy metal over-limit, falsified COA, 

counterfeit qualifications, customs detention 

Handling: 1. Permanent blacklist and cooperation termination; 2. Initiate 

contract compensation claims; 3. Full traceability and recall of all circulated 

goods 

IX. Differentiated Risk Control for Overseas Export Markets 

1. US Market Risk Control Priorities 

1. Supplier must provide complete 21CFR184.1945 GRAS documentation 

2. Raw material factories for dietary supplements must comply with cGMP 

3. COA indicators strictly aligned with FCC 12 specifications; customs will 

conduct random sampling assay verification 

2. EU Market Risk Control Priorities 
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1. Verify REACH registration tonnage covers purchase volume; 

unregistered goods directly detained by customs 

2. SDS must be 16-section English REACH version with non-hazardous 

GHS labeling 

3. Feed grade mandatory EFSA safety assessment; pharmaceutical 

grade mandatory CEP certificate 

3. Southeast Asia, Middle East 

Primary verification of authenticity of HALAL/KOSHER certificates; original 

certificates mandatory for customs clearance in partial countries 

X. Annual Supplier Re-evaluation Scorecard (Risk Control Scoring Template) 

Total Score: 100 Points; ≥80 Points: Maintain Cooperation; 60–79 Points: 

Rectification Deadline Issued; ＜60 Points: Eliminate Supplier 

1. Complete Compliance Qualifications 25 Points (Major missing 

documents such as REACH/CEP/GRAS deduct 20 points directly) 

2. Product Quality Stability (12-month batch test records) 30 Points 

3. Factory Production & Warehouse Control 20 Points 

4. Delivery Timeliness & Packaging Protection 10 Points 

5. After-Sales Support & Abnormality Response Speed 10 Points 

6. Efficiency of Export Document Provision 5 Points 

Deduction Items: 

• Unable to provide original test chromatograms -10 Points per 

occurrence 

• Excessive batch assay fluctuation -15 Points per occurrence 

• Expired unrenewed qualifications -20 Points 

• Refuse factory / video audit → Directly judged unqualified 

XI. Mandatory Risk Control Clauses in Supplier Procurement Contracts 

(Backstop for Procurement Risk) 

1. Guarantee raw materials free from adulteration and dilution, fully 

compliant with FCC/USP/EP corresponding standards 

2. All qualifications authentic and valid; counterfeit qualifications trigger 

compensation equal to 3x full cargo value 

3. Full supplier liability for all losses caused by raw material non-

compliance including customer returns, customs detention and 

regulatory penalties 

4. Advance warning of long-term supply price fluctuations; malicious 

sharp price hikes and supply suspension prohibited 
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5. Provide authentic COA, SDS, TDS and corresponding compliance 

certificates with each shipment 

6. Light and moisture protection during transportation and storage; cold-

chain guarantee provided during high-temperature seasons 

 




