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2.4 Temperature excursions outside of labelled storage conditions, may be acceptable 
provided stability data and scientific/technical justification exist demonstrating that 
product quality is not affected during the time period of the excursion. 

2.5 For API, drug products, and medical devices which are distributed by Methapharm, but 
which are received and stored at a third-party logistics provider (3PL), the 3PL will follow 
their own internal procedures for temperature monitoring during storage and 
transportation. In addition, the 3PL is bound by the conditions of the Quality Agreement 
in place between the two companies regarding the temperature monitoring of 
Methapharm products during storage and transportation and the reporting of 
temperature excursions. 

3.0 Responsibility 

3.1 It is the responsibility of all Methapharm employees involved in warehouse activities to 
read, understand and follow this procedure. 

3.2 It is the responsibility of the Operations Department to ensure all data loggers used in the 
warehouse are calibrated and used within their calibration period, and for managing 
records generated from the data loggers. 

4.0 References and Related SOPs 

GUl-0069 - Guidelines for environmental control of drugs during storage and transportation 
QS-013 - Receiving Goods 
QS-015 - Deviations and Non-conformances 
QS-020 - Record Retention Requirements 
QS-039 - Vendor Management 

5.0 Forms/ Attachments 

Attachment QS-004-1- Data Logger Locations in Warehouse 
Form QS-004-2 - Maintenance Log 
Form QS-004-3 - Annual Calibration Log - Warehouse Temperature Monitoring Devices 
Attachment QS-004-4 - List of Calibrated Data Loggers 
Form QS-004-5 - Evaluation Questionnaire 
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Issued by:  Quality Assurance 

Note:  Controlled Copies are identified in SOP footer. 

Prepared by:   
Operations Supervisor 

Name:  
Jaime Theoret 

Signature/Date: 
Refer to QT-9 QMS 

Reviewed by:  
Director, Operations 

Name: 
John Zanin 

Signature/Date: 
Refer to QT-9 QMS 

Approved by: 
Director, QA 

Name:  
Nina Kazarians 

Signature/Date: 
Refer to QT-9 QMS 

1.0 Purpose 

To provide a procedure for the receipt of incoming Goods by Methapharm Inc. (Methapharm). 

2.0 Scope 

2.1 This procedure applies to the receipt of incoming goods including, but not limited to active 
pharmaceutical ingredients (API), drug products, medical devices, and packaging 
components by Methapharm (hereinafter referred to collectively as ‘Goods’). 

Note: Packaging components include any labels, cartons, boxes (both coded or non-
coded), for use in the packaging of a finished drug product, medical device, or natural 
health product.  Packaging components do not include regular shipping boxes.   

Note: This SOP does not apply to packaging components received at and released by 
Methapharm’s Contracting Manufacturing Organization(s) (CMO). 

3.0 Responsibility 

3.1 It is the responsibility of Methapharm Operations Personnel involved with ordering and/or 
receiving Goods to follow this procedure. 

3.2 Methapharm QA is responsible for reviewing documentation and determining disposition 
of Goods. 

4.0 References and Related SOPs 

QS-014 – QA Review and Disposition of Raw Materials and Finished Goods 
QS-015 – Deviations and Non-conformances 
QS-020 – Record Control and Retention 
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QS-021 – Retain Samples 
Section 804(b) through (h) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 
U.S.C.384(b) through (h)) 

5.0  Forms/Attachments 

Form QS-013-1 - Stock Receipt – 3PL/CMO 
Form QS-013-2 - Methacholine Chloride API Receipt Summary 
Form QS-013-3 – Medical Device or Other Bulk Receipt Summary 
Form QS-013-4 – Stock Receipt - Methapharm 
Form QS-013-5 – Evaluation Questionnaire 

6.0 Definitions 

6.1 Contract Manufacturer: Also called Contract Manufacturing Organization (CMO).  An 
organization that performs the operations of receipt of materials, production, 
packaging/repackaging, labeling/relabeling, quality control, release, and/or storage of a 
drug product for Methapharm. 

6.2 Drug Identification Number (DIN): A computer-generated eight-digit number assigned by 
Health Canada to a drug product prior to being marketed in Canada. It uniquely identifies 
all drug products sold in a dosage form in Canada and is located on the label of prescription 
and over-the-counter drug products that have been evaluated and authorized for sale in 
Canada. A DIN uniquely identifies the following product characteristics: manufacturer; 
product name; active ingredient(s); strength(s) of active ingredient(s); pharmaceutical 
form; route of administration. 

6.3 Expiry Date: In the case of a drug in dosage form, the earlier of the following dates, 
expressed at minimum as a year and month (a) the date up to and including which a drug 
or device maintains its labelled potency, purity and physical characteristics, and (b) the 
date, after which the manufacturer recommends that the drug or device not be used. In 
the case of an API, whichever of the following dates is applicable, expressed at a minimum 
as a year and month (a) the re-test date, or (b) the date after which the manufacturer 
recommends that the API not be used.  

6.4 Lot or Batch: A quantity of any drug in dosage form, a raw material, device, or a packaging 
material, homogeneous within specified limits, constituting all or part of a single batch and 
identified by a distinctive lot number that appears on the label of the finished product. 
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6.5 Lot or Batch Number: A distinctive combination of letters, or numbers, or both, from which 
the history of the manufacturing, packaging, labelling and distribution of a unit, lot or batch 
of finished drugs or devices can be determined. 

6.6 Re-test Date: The date when a material should be re-examined to ensure that it is still 
suitable for use. 

6.7 Re-test Period: The period of time during which a drug substance can be considered to 
remain within the specifications and therefore acceptable for use in the fabrication of a 
given drug product, provided that it has been stored under defined conditions; after this 
period, the batch is re-tested for compliance with specifications and then used 
immediately. 

6.8 Serial Number: A unique combination of letters or numbers, or both, assigned for 
identification of a single unit. 

6.9 Third Party Logistics Provider (3PL): A third party company used for incoming receipt of 
goods, warehousing, distribution of goods and other fulfilment services on behalf of 
Methapharm. 

6.10 Quarantine: Effective restriction of the availability of material or product for use (physically 
or by system), until released by the Quality Department. 

7.0 Procedure 

Exempt from disclosure pursuant to Section 119.0715, F.S.
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Part 2: Receiving Goods at Methapharm 
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7.3 Inspection (Operations Personnel) 
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7.4 QA Verification (Methapharm QA) 

7.5 Movement of Goods (Operations Department) 
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8.0 Records 
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