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NOTIFICATION 

The Bhutan Food and Drug Authority (BFDA) has noted recent social media posts regarding the 
authenticity and quality of certain medical products available in Bhutan, including concerns arising 
from the reported functionality of QR codes on medicine packaging. 

The Authority recognizes that concerns relating to the quality, safety and authenticity of medicines are 
matters of legitimate public interest and appreciates members of the public who bring such concerns to 
the attention of the relevant authorities. At the same time, the Authority wishes to clarify the 
regulatory safeguards in place and encourage the public to rely on verified information through 
established regulatory channels.  

1. Regulatory safeguards for medical products 
Medical products supplied in Bhutan are subject to regulatory oversight by the BFDA through 
established procedures intended to ensure that products available in the market meet applicable 
requirements for quality, safety and efficacy. 
These regulatory measures include, among others: 

●​ Registration/market authorization of medical products prior to placement on the Bhutanese 
market; 

●​ Assessment of relevant information relating to the quality, safety and efficacy of every 
products; 

●​ Regulatory control and oversights including inspection of manufacturing,  importation, 
distribution and storage of medical products; 

●​ Sampling and laboratory testing of medical products as part of regulatory and post-market 
surveillance activities; 

●​ Monitoring of products available in the market for potential quality or safety concerns; and 
●​ Appropriate regulatory and enforcement action where non-compliance, falsification or other 

regulatory violations are identified. 

2. Clarification on “Sinarest New” Tablet and QR Code Verification 
In response to recent concerns regarding the authenticity of “Sinarest New” Tablet, Batch No. 
SAT2501, the Authority undertook appropriate regulatory verification and upon verification, the 
product was confirmed as genuine product manufactured by Centaur Pharmaceuticals Pvt. Ltd., India 
through the manufacturer with authenticity of the batch and its legitimate supply for distribution in 
Bhutan. The QR code on the product was also verified and the product had undergone recent quality 
testing and was found to comply with the applicable standards. Accordingly, no evidence of 
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counterfeit, falsified or substandard product was identified through the verification 
undertaken by the Authority. 

The Authority further clarifies that the inability to scan or read a QR code on a particular occasion 
does not, by itself, establish that a medical product is counterfeit, falsified or substandard as the QR 
code may be affected by factors such as lighting, camera focus, reflection, and packaging condition. 
The authenticity and quality of a medical product should therefore be assessed based on 
comprehensive regulatory evidence, including product and batch information, regulatory status, 
supply-chain verification, manufacturer confirmation and laboratory testing where necessary. 

3. Responsible Sharing and Reporting of Concerns 
The BFDA acknowledges the important role of social media in facilitating public communication and 
enabling consumers to raise concerns. However, unverified allegations, assumptions or misleading 
information regarding the authenticity, safety or quality of medical products may cause unnecessary 
public concern, undermine confidence in legitimate medical products and diminish public trust in the 
established regulatory system. The Authority therefore encourages the public and all stakeholders to 
promote accurate and responsible sharing of information and where concerns arise to the Authority for 
appropriate verification. 

Further, we encouraged to report any suspected counterfeit, falsified, substandard, damaged, 
improperly labelled or otherwise suspicious medical product directly to the BFDA through established 
reporting channels, including the online complaint system through Drug-RIMS using the Public 
Reporting QR Code (attached) or the toll-free number 1555. The Authority will assess and verify 
reported concerns and take appropriate regulatory or enforcement action where necessary. The BFDA 
reaffirms that ensuring the quality, safety and authenticity of medical products remains a core 
regulatory responsibility, and timely reporting through official channels enables the Authority to 
investigate concerns effectively and take appropriate action to safeguard public health. 

 
 

(Gyem Bidha) 
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