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Introduction

📋 Pharmaceutical shipping is heavily regulated to 
ensure medicine integrity, patient safety, and 
regulatory compliance.

This guide covers temperature control requirements, documentation standards, international 
regulations, and best practices for shipping medicines and medical products from India to global 
destinations.
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1️⃣ Regulatory Framework & Compliance
1.1 Global Regulatory Bodies

Pharmaceutical shipments must comply with standards set by multiple regulatory authorities:

FDA (USA) - Federal Drug Administration

Oversees drug imports into the US. Requires pharma companies to 
register with FDA, maintain proper documentation, and comply with 
CLIA (Clinical Laboratory Improvement Amendments) for diagnostic 
products.

EMA (Europe) - European Medicines Agency

Regulates pharmaceuticals in EU. Requires CE certification, GMP 
compliance, and strict temperature monitoring throughout transit.

WHO (World Health Organization)

Sets international standards for medicine quality, labeling, and storage. 
Most countries align with WHO guidelines for pharmaceutical imports.

India - DCGI & CDSCO

Drug Controller General of India regulates pharmaceutical exports. All 
medicines must carry necessary licenses and comply with Schedule M 
(GMP requirements).

1.2 Key Compliance Documents

Manufacturing License: Proof that pharma company operates under GMP (Good Manufacturing Practice) standards

Export License: Authorization from DCGI to export specific medicines internationally

Certificate of Analysis (CoA): Lab test results confirming medicine potency and purity

Pharmaceutical Invoice: Detailed listing with batch numbers, expiry dates, and product specifications

Country-of-Origin Certificate: Confirms Indian manufacture for preferential trade agreements

Pharmacovigilance Documentation: Safety data and adverse event reports if applicable

⚠️ Critical: Non-compliant shipments face seizure, penalties, and permanent import bans in destination countries.
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�  Temperature Control & Cold Chain Management
2.1 Understanding Temperature Zones

Different medications require different storage conditions. Maintaining cold chain integrity is critical for efficacy:

Temperature Zone Range Examples Equipment Required

Room Temperature (RT) 15-25°C (59-77°F) Most tablets, capsules, oral liquids Standard packaging, minimal cooling

Cool Room 8-15°C (46-59°F) Some biologics, certain antibiotics Insulated boxes, ice packs

Refrigerated (2-8°C) 2-8°C (36-46°F) Vaccines, insulin, biologics, blood products Active cooling units, temperature monitoring

Frozen (-20°C) -20°C (-4°F) or below Certain vaccines, biological samples Ultra-low freezers, dry ice, GPS trackers

Ultra-Frozen (-80°C) -80°C (-112°F) or below Some research biologics, certain vaccines Specialized cryo-shipment units

2.2 Cold Chain Compliance Requirements
Temperature Monitoring

Every cold chain shipment must include:

Calibrated Data Logger recording temperature every 15-30 minutes

Temperature Range Indicators (color-changing labels) visible during transit

Real-time GPS tracking for high-value shipments (especially biologics)

Humidity monitoring for sensitive products

Insulated Packaging

Specialized containers maintain temperatures:

Expanded Polystyrene (EPS) boxes with foam insulation

Gel packs or ice packs pre-cooled to required temperature

Sealed inner bags to prevent condensation and moisture damage

Shock-absorbing materials to protect vials and ampoules

Transit Duration Limits

Maximum safe transit times vary by temperature zone:

2-8°C: Maximum 48-72 hours (varies by product)

8-15°C: Maximum 96 hours

Room Temperature: Typically no limit, but humidity control essential

Frozen (-20°C): Maximum 2-3 weeks with proper containment

2.3 Selection of Courier Service

Always verify courier capabilities before shipment:

✓ IATA Certified for pharma/biologics shipment

✓ Equipped with temperature-controlled vehicles and storage facilities

✓ Experience with cold chain management (minimum 3+ years)

✓ Real-time tracking and temperature monitoring capabilities

✓ Backup plans for temperature excursions (contingency protocols)

✓ Professional handling staff trained in pharmacy regulations
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�  Documentation Requirements
3.1 Pre-Shipment Documentation (India)

Prepare all documents before submitting to customs:

Manufacturing License & GMP Certificate

Issued by DCGI, valid for 5 years. Must be current and include Schedule M compliance statement.

Pharmaceutical Invoice

Include:

Batch number, manufacturing date, expiry date

Quantity, strength, formulation type

Value per unit and total FOB value

HS Code (medicines typically 3002-3006 range)

Storage conditions and handling instructions

Certificate of Analysis (CoA)

Laboratory test results confirming:

Potency/assay (meets specification ±5%)

Purity (no harmful impurities)

Microbial limits (sterility for injectables)

Dissolution testing results

Testing lab credentials (ISO 17025 accreditation preferred)

Packing List (Detailed)

Must include:

Each batch number with corresponding quantity

Expiry date for each batch

Physical packing details (number of cartons, weight, dimensions)

Storage temperature requirements

Export License/Exemption

Obtained from DCGI for restricted medicines. Some OTC products have exemption status.
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3.2 Destination Country-Specific Documents

USA

DEA License (if controlled substances), FDA Import License, Import Permit

EU

Wholesale Distribution License, Qualified Person (QP) certification, GMP compliance statement

Australia

TGA (Therapeutic Goods Administration) Import License, List Entry

Canada

Health Canada Import License, NHP (Natural Health Product) license if applicable

Gulf Countries

Health Authority approval, Halal certification (if required)

💡 Pro Tip: Begin destination regulatory research 6-8 weeks before shipment. Some approvals take 4-6 weeks to obtain.

3.3 Labeling & Packaging Standards

All pharmaceutical shipments must meet strict labeling requirements:

Primary Label (on medicine box)

Brand name, generic name, strength

Batch number, manufacturing date, expiry date

Storage conditions

Secondary Label (on shipping carton)

"Handle with Care - Pharmaceuticals"

Storage temperature requirements

"Fragile - Do Not Drop"

Warnings: "Keep Away from Heat and Moisture," "Not for Sale Until Declared in Destination Country," language in destination country

Country of Origin: "Made in India" clearly visible

HS Code & Description: Commodity code and exact product description
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4️⃣ Export Procedures from India
4.1 Pre-Clearance Steps

Timeline: Allow 5-7 working days for complete clearance

01

Document Preparation (Days 1-2)

Compile all certificates, licenses, invoices, and test 
reports. Cross-verify dates and signatures.

02

Pharma Broker Submission (Day 3)

Pharmacovigilance-trained customs broker submits 
electronic declaration (ICEGATE) to customs 
authority.

03

Physical Inspection (Days 3-4)

Customs pharmacy officer verifies documents and 
may conduct random inspection of medicine 
samples. Checks: Batch numbers match declared 
quantity, Expiry dates are not exceeded, Packaging 
integrity maintained, Temperature monitoring 
devices functional

04

Assessment & Duties (Day 5)

Clearance of pharmaceutical exports is typically duty-free under Export 
Promotion Capital Goods (EPCG) scheme for recognized manufacturers.

05

Release & Air Waybill (Days 5-6)

Once cleared, cargo marked with customs seal and released to airline. AWB 
issued with customs release certificate.

⏱️ Peak Season Alert: During flu season (Nov-Feb) and COVID surge periods, allow 7-10 days for clearance due to increased scrutiny.

4.2 Special Considerations for Biologics

Biologics (vaccines, monoclonal antibodies, recombinant proteins) face extra scrutiny:

Require Pharmacovigilance approval from DCGI's Pharmacovigilance Program

Need Stability Data justifying expiry period

Require Batch Release Certificate from quality assurance head

Must include Safety & Efficacy data

Temperature excursion protocols must be pre-approved
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5️⃣ Restricted & Prohibited Pharmaceutical Items

5.1 Prohibited Items

These medicines cannot be exported from India:

Counterfeit or substandard drugs

Medicines without GMP certification

Products exceeding expiry date (even by 1 day)

Medicines with damaged or incomplete labeling

Unauthorized or unapproved drug formulations

Drugs banned by destination country (e.g., phenacetin 
banned in most developed countries)

5.2 Restricted Items Requiring Special 
Approval

Controlled Substances (Narcotics): Require 
DEA/government authorization; typically not shipped 
internationally

Psychotropic Drugs: Restricted to licensed distributors 
only; require International Narcotic Control Board 
(INCB) permits

Vaccines: Need WHO/EMA/FDA approval certificates 
plus cold chain documentation

Biologics & Biosimilars: Require stability data, batch 
testing reports, QP certification

Clinical Trial Materials: Require Clinical Trial 
Authorization from DCGI and destination country 
approval

⚖️ Legal Warning: Attempting to export unauthorized medicines results in criminal charges, imprisonment, and 
permanent industry blacklisting.
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�  Import Clearance at Destination
6.1 USA Import Process

Typically 48-72 hours for standard medicines; 5-7 days for biologics

FDA Entry Process: Importer must have FDA establishment number; shipment pre-notified via ePedigree system

Customs Review: Documents verified for completeness and authenticity

Possible Physical Inspection: 10-20% of shipments randomly selected for verification

Import Duty: Most pharmaceuticals duty-free under NAFTA/USMCA; generics may face anti-dumping duties

Release: Once cleared, wholesaler can distribute to pharmacies/hospitals

6.2 EU Import Process

QP Certification: Qualified Person signs release certificate confirming GMP compliance

EORI Registration: Importer must have EORI (Economic Operator Registration & Identification) number

Customs Declaration: Submitted via NCTS (New Computerized Transit System)

Physical Inspection: High probability (30-40%) for Indian pharmaceuticals (origin-based checking)

Pharmacovigilance: Local Qualified Person reviews pharmacovigilance data

Release Timeline: 5-10 working days typical

6.3 Common Import Delays & Solutions

Issue Cause Prevention

Certificate mismatch CoA doesn't match batch number in shipment Triple-check CoA batch numbers before shipment

Temperature excursion Data logger shows breach (e.g., exceeded 8°C for 30 min) Use redundant temperature monitors; pre-test packaging

Expiry date issue Medicine approaching expiry; importer rejects as insufficient 
shelf-life

Ship only medicines with 18+ months remaining shelf-life

GMP certificate expired Manufacturing license lapsed between shipment and arrival Verify license validity valid for 2+ months beyond arrival date

Wrong HS code declared Customs applies different duty/classification Consult HS code database or customs broker; use most specific 8-digit 
code

Pharmacovigilance data missing Biologics lack required safety reports Obtain pre-approval from QP 4-6 weeks before shipment
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"  Quality Assurance & Cold Chain Validation
8.1 Pre-Shipment Testing & Validation

Before each pharmaceutical shipment, conduct thorough validation:

Packaging Qualification

IQ/OQ/PQ (Installation/Operational/Performance Qualification) ensures insulated boxes maintain temperatures:

Calibrate data loggers in certified laboratory (ISO 17025)

Conduct dummy runs with gel packs at ambient temperature extremes

Record data logger readings throughout transit duration

Generate qualification report confirming cold chain compliance

Temperature Excursion Contingency

Plan for worst-case scenarios:

Define acceptable temperature excursion limits (typically 2-3°C above/below for 30-60 min)

Document action plan if excursion occurs (quarantine, stability testing, salvage potential)

Maintain contact with destination QA team for emergency consultation

Arrange backup shipment if primary shipment compromised

8.2 In-Transit Monitoring

Real-Time Alerts: GPS-enabled data loggers send SMS/email alerts if temperature breaches occur

Daily Updates: Courier provides daily status including current temperature readings

Rapid Response Team: Pre-identify point of contact at destination for emergency interventions

Backup Cooling: Dry ice or additional ice packs available at relay points if needed

8.3 Post-Arrival Verification

Temperature Log Review: Importer downloads and reviews data logger before accepting shipment

Visual Inspection: Check for gel pack leakage, box damage, or moisture inside packaging

Sample Testing: Extract random samples for immediate potency/microbial testing

Documentation Review: Verify all certificates match shipment contents

Rejection Criteria: Any temperature excursion outside acceptable range → shipment quarantined pending QA review

$  Insurance & Liability
9.1 Cargo Insurance for Pharmaceuticals

Highly recommended, especially for biologics and high-value medicines:

All-Risk Coverage

Covers loss due to:

Accidents, mishandling, theft

Temperature excursions (if caused by courier negligence)

Customs confiscation (if due to forwarder error)

Natural disasters (exclude war/civil unrest)

Coverage Amount

Insure at 120-130% of shipment value to cover:

Product cost + freight costs + loss of profit margin

Re-shipment costs if salvage is possible

Lab testing costs for verification

Premium Cost

Typically 2-5% of insured value depending on:

Product type (biologics higher risk = higher premium)

Destination country (unstable regions = higher premium)

Temperature requirements (frozen shipments = premium +20-30%)

9.2 Liability & Claims Process

Courier Liability Limit: Typically ₹20 per kg or negotiated cap (₹50,000 max for standard shipments)

Temperature Excursion Liability: If data logger proves courier negligence, claim full value

Claims Documentation: Obtain inspection report, photos, data logger printout, and detailed damage assessment

Claims Timeline: File within 7 days of delivery; resolution typically 30-60 days

Force Majeure Clause: Courier not liable for delays/damage caused by natural disasters or government restrictions

d  Pro Tip: Obtain insurance certification of authenticity for high-value generics to prevent rejection by counterfeit concerns.

Æ  Choosing a Pharma-Specialized Courier
10.1 Essential Credentials & Certifications

IATA Pharma Cert (iata-dgl Certification)

International Air Transport Association certification specific to pharmaceutical and temperature-sensitive cargo handling.

GDP Compliance (Good Distribution Practice)

EU/WHO standard for pharma distributors. Requires: Trained personnel with pharmacy background, Temperature-controlled facilities at every location, Quality systems and audit trails, Third-party GDP 
audit certification (annual)

ISO 9001:2015 Quality Management

Ensures consistent service delivery and customer satisfaction protocols.

GDP Certificate & Cold Chain Equipment Certification

Verify: Refrigerated vehicles calibration certificates (valid within 12 months), Backup generators with automatic switchover, Humidity & temperature monitoring redundancy

10.2 Questions to Ask Before Engaging

What's your cold chain experience with vaccines/biologics?1.

How many temperature excursions in last 2 years?2.

What happens if temperature breaches during transit?3.

How quickly can you replace compromised shipments?4.

Do you offer 24/7 real-time tracking and alerts?5.

What's your maximum liability coverage per shipment?6.

Can you provide references from major pharma companies?7.

What documentation do you provide post-delivery?8.

How do you handle peak season (flu season) capacity?9.

What's your experience with regulatory audits?10.

� �  Regulatory Audits & Compliance Checks
11.1 Common Audit Points

Regulatory authorities (FDA, EMA, TGA) conduct periodic audits on Indian pharma exporters:

Manufacturing Records: Batch records, testing data, equipment maintenance logs

Cold Chain Documentation: Temperature logs, courier contracts, packaging validation reports

Complaint Handling: How adverse events are reported and documented

Supplier Qualification: Verification of raw material suppliers and courier capabilities

Change Management: How changes to process or suppliers are documented and approved

Retention Samples: Availability of retained samples from each batch for testing if needed

11.2 Prepare for FDA Inspections

If exporting to USA, FDA may inspect your facility:

Maintain all documentation for past 3-5 years minimum

Ensure batch records are complete, legible, and properly signed

Implement robust complaint investigation procedures

Conduct regular internal audits simulating FDA inspection

Train all staff on proper documentation and complaint handling

Maintain cold chain validation reports from certified vendors

⚠  Critical: FDA findings can result in import alerts, warning letters, or permanent bans from US market. Compliance is non-negotiable.

� �  Common Mistakes & How to Avoid Them

Mistake Consequence Prevention

Shipping beyond expiry date Seizure + penalties + permanent import ban Ship only with 18+ months shelf-life remaining

Using non-validated packaging Temperature excursion during transit Conduct IQ/OQ/PQ before first use

Missing CoA or wrong batch number Customs hold + potential seizure Triple-check CoA against physical shipment

Selecting unqualified courier Product damage, liability disputes Verify GDP compliance and experience

Incomplete documentation Extended clearance delays (5-14 days) Use pharma broker to ensure completeness

Incorrect HS code declaration Unexpected duties, reclassification delay Verify HS code 8-digit specificity with broker

No insurance for high-value shipments Loss without compensation Insure all biologics and >$10k shipment

Poor communication with receiver Rejection/rerouting/loss of shipment Provide advance notice 48 hours before arrival

� �  Conclusion & Best Practices Summary

Successful pharmaceutical shipping requires meticulous attention to regulatory requirements, cold chain integrity, and documentation accuracy. By following this 
guide and partnering with experienced, GDP-compliant logistics providers, you can ensure your medicines reach patients safely and on time.

Key Takeaway: Pharmaceuticals aren't ordinary cargo—every temperature degree, every document detail, and every regulatory requirement directly impacts 
patient health and your company's reputation.

s  Pre-Shipment Checklist

Verify medicines have 18+ months shelf-life remaining

Confirm manufacturing license & GMP certification current

Obtain fresh Certificate of Analysis from accredited lab

Prepare detailed pharmaceutical invoice with batch numbers

Verify destination country import requirements & approvals

Obtain export license from DCGI if required

Arrange GDP-certified courier with cold chain capability

Conduct packaging validation (IQ/OQ/PQ) if new supplier

Prepare contingency plan for temperature excursions

Arrange insurance for biologics & high-value shipments

Brief pharma broker on all documentation details

Notify receiver with exact delivery window & requirements

Arrange for immediate temperature log review at destination

Maintain complete documentation for regulatory audit

Have emergency contact available during transit
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