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Quality Assurance (QA) for Health Products 

QA Information Notice 

IN No 2019-10 

Version: 07/11/2019 

VOLUNTARY RECALL of Batch ECF7901A of 
Cycloserine 125 mg Capsules, supplied by Macleods and 
Suspension of procurement 

Addressees 

• Any person having products in stock (pharmacies, retailer) in transmit or under custom clearance 

• Any procurers, buyers with a pending order 

Purpose 

The GF QA is issuing this information notice to provide information that was transmitted by Macleods 
regarding a voluntary recall (level II Class) initiated on 23rd of October 2019 for the following product. 

Identification of the product(s) and manufacturer 

Name of Manufacturer Macleods 

INN Name Cycloserine 

Commercial Name(s) Cycloserine Capsules USP 125mg 

Pharmaceutical form Capsule 

Strength 125 mg  

Packaging & Pack size Blister, Alu/Alu 10x10; Strip, Alu/Alu 10x10 

Batch(es) ECF7901A 

Expiry Date 4/2021 

Background 

Prior to shipment to countries, the batch was subject to Quality control testing which was performed by 
SGS Netherland on behalf of the Stop TB Partnership/Global Drug Facility. An out of specification was 
reported for the related substance parameter. The cycloserine dimer impurity was found above the specified 
limit. Following investigations, the manufacturer, Macleods decided to initiate a Class II level recall (see 
Annex 1). The decision has been made based on the unknow toxicity of the cycloserine dimer and its impact 
on the bioavailability of the Finished Pharmaceutical Product. 

Nature of defect(s) 

Details of defect or problem. 
Non-compliant results founded for related substance 
testing. Cycloserine dimer impurity was found above 
specified limit: 1.3%w/w instead of 1.0%w/w. 

Is there any evidence or suspicion of a 
No concrete evidence of risk for patient. Potential 
toxicity of the cycloserine dimer impurity, potential 
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risk to public health? decrease in efficacy. 

Extent of the problem (eg. how many 
batches). 

1 batch: ECF7901A 

1329 packs of 100 capsules 

Extent of distribution of the product / 
batch (es).  

Evidence of distribution to Ghana, Kenya, Malawi 
Mozambique, Rwanda and Zimbabwe. Worldwide 
distribution could be excluded.  

Number of patients potentially 
impacted 

No impacted patients known 

Action/Investigations taken  

• GDF identified the countries which were impacted by the OoS and provided the list to GF QA; 

• The impacted quantities of this batch (ECF7901A) procured through GDF (e.g. 1.329 packs) were 
requested to be quarantined at Wholesaler and country level. (see Annex 2 for details); 

• GF investigated and could confirmed that no direct procurement occurred for this Batch number. 

• GDF and GF to forward the information regarding this recall, using this QA Information Notice, to 
the wholesaler and Countries respectively. 

Next Steps 

Based on the information available to date and until further notice, the following actions are recommended 
by GF QA: 

• To put immediately in quarantine conditions the impacted products at pharmacy and retail level of 
the supply chain and send it back to wholesaler/regional or central distributors; 

• not applying to user level; 

• To stop immediately any shipment and further distribution of the impacted product within the 
supply chain (wholesaler/regional or central distributors); 

• To report or confirm to the supplier/procurer the stock put in quarantine conditions;  

• To suspend the procurement of Cycloserine 125mg capsules from Macleods until further notice. 

Contacts 

This IN does not require specific written response from PR. PRs should copy GF QA Team of any 
correspondence regarding the matter for follow-up. 

Please direct the respective answers and any questions about this matter to the technical contacts listed 
below: 

Organisation Name / Function E-mail address 

Global Fund Amelie Darmon, Associate QA Specialist Amelie.Darmon@theglobalfund.org 

Global Drug Facility Nigorsulton Muzafarova, Lead Product 
Quality Officer 

nigorsultonm@stoptb.org 

mailto:Amelie.Darmon@theglobalfund.org
mailto:nigorsultonm@stoptb.org
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Annex 1: manufacturer’s recall letter 
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Annex 2: GDF distribution list 

Order reference Country Quantities 
in packs 
(100 caps) 

Quarantine 
status 

YES/NO 

Location of the 
consignment 

KEN/DP/19/8545-19200269 

KEN/DP/19/8547-19200293 
Kenya 

152 
159 

YES Amsterdam, IDA DBS 

MOZ/DP/18/8260-
18201703 

MOZ/DP/18/8433/ 
19200233 

Mozambique 

410 
494 

YES Amsterdam, IDA DBS 

ZWE/DP/18/8352-19200145 Zimbabwe 50 YES In country 

MWI/DP/19/8567-19200217 Malawi 15 YES In country 

RWA/SF/19/8704-19200891 Rwanda 10 YES In country 

GHA/DP/19/8916-19200956 Ghana 39 YES Amsterdam, IDA DBS 

 
 


