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1. Health Ministry issues draft amendments in the ND&CT Rules to approve clinical trials 

The Health Ministry has introduced draft amendments in the New Drugs & Clinical Trials Rules, 2019 

(ND&CT) to incorporate provisions for the approval of conducting clinical trials in the country. As per the 

notification, if an applicant does not receive any communication from the Central Licensing Authority (CLA) 

within 90 working days, the applicant shall be deemed to be authorized to initiate clinical trials following 

these Rules. Furthermore, the permission to conduct bioavailability or bioequivalence study of the new 

drug or investigational new drug shall also be considered granted. The draft amendments will encompass 

registration of ethics committee and manufacturing of new drugs for test or analysis or clinical trials. 

Additionally, vide an additional notification, the Ministry has added cell-derived products under the 

definition of new drugs. 

 

Relevance for German exporters and manufacturers: Obtaining regulatory approvals from the authorities 

for different phases of introducing a new drug in the market is cumbersome. Hence, the Ministry has 

introduced amendments in the existing Rules and Acts to assist the applicant with achieving timely 

permissions. The decision will promote the R&D of new drugs and expedite the drug approval processes for 

foreign and domestic companies. Furthermore, the alterations will allow all applicants to conduct trials and 

studies quickly and proceed to the marketing stage. 

 

Link:https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_divi

sion.jsp?num_id=ODA4NQ==  

2. Govt mandates QR code on all APIs manufactured and imported from Jan’23 

The Government has mandated a Quick Response (QR) code on the label of all APIs manufactured or 

imported in India at each level of packaging to track and trace active pharmaceutical ingredients (APIs) 

manufactured or imported in India. The new Drugs (Amendment) Rules, 2022, adds a sub-rule(5) to Rule 96 

of the Drugs Rules, 1945, which deals with labelling mode, and it will be effective from January 1, 2023. This 

final notification on labelling results from the past discussions regarding implementing technology required 

for tracking and tracing drugs and raw materials from the last few years. The Inter-Department Committee 

set up by the Ministry of Health and Family Welfare in 2020 had proposed introducing QR code in a phased 
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manner, starting with the top 300 brands in the Indian market. However, as per the final notification issued 

on January 2022, all the active APIs have been covered. 

 

Relevance for German exporters and manufacturers: The packaging of the products exported to India 

needs to be updated as per the amendment of Drug Rules, 1945. According to the guidelines, the stored 

data or information should include the minimum particulars, including unique product identification code, 

name of the API, brand name (if any), name and address of the manufacturer, batch number, batch size, 

date of manufacturing, date of expiry or retesting, serial shipping container code, manufacturing license 

number or import license number, and special storage conditions required. 

 

Link:https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_fil

e_division.jsp?num_id=ODA3Ng==   

3. Govt allows online submission of applications to import and export narcotics substances 

The Central Bureau of Narcotics has introduced an online platform for importers and exporters of narcotic 

drugs, psychotropic substances, and controlled substances to submit an online application to obtain import 

certificates, NOCs, and export authorization for import or export of these products. Henceforth, importers 

and exporters can submit a scanned copy of the application form with pertinent documents, including the 

import certificate self-attested by the company's authorized signatory, via email. The applicants need to 

submit the application using an official email ID and a challan fee of Euro 11.70. After completing the due 

procedure, the authority will issue the import certificate, NOC, and export authorization. The rules and 

regulations on importing, exporting, and selling narcotic substances in India are governed under the NDPS 

Act, 1985. 

 

Relevance for German exporters and manufacturers: The Central Bureau of Narcotics is the principal body 

that aims to control the illicit traffic of such drugs in the Indian market. The recent changes in the application 

submission process will allow foreign companies to supply such ingredients in India with ease and at an 

expedited pace. The importers of such drugs can obtain an import license without going through the lengthy 

documentation process. The applicants must ensure that it should be a single application, i.e. the applicant 

must submit only one application for a specific license approval to avoid any delay in approval. 

 

Link: http://www.pharmabiz.com/NewsDetails.aspx?aid=145405&sid=1  

 

4. Potential side effects of SJS, TEN to be added in package of Cirprofloxacin 

The Central Drugs Standard Control Organization (CDSCO) may appeal State Drugs Controller to advise 

manufacturers of Ciprofloxacin to include a potential warning of Steven-Johnson Syndrome (SJS)/Toxic 

Epidermal Necrolysis (TEN) in the drug's package. CDSCO has circulated the proposal after a recent meeting 

of the SEC for antivirals and antimicrobial as a recommendation from the signal review panel, 

Pharmacovigilance Programme of India (PvPI), and the Indian Pharmacopoeia Commission (IPC). 

Ciprofloxacin is a fluoroquinolone antibiotic of the second generation used to treat mild to moderate 

urinary and respiratory tract infections caused by susceptible organisms. The drug' side effect is minor but 

severe and fatal cases of liver damage. SJS/TEN is a fatal skin reaction that may increase due to some 

medicines. Therefore, the usage of Ciprofloxacin needs to be monitored in the patient.  
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Relevance for German exporters and manufacturers: Although limited life-threatening cases have been 

reported against the usage of Ciprofloxacin, the absence of potential warnings in the packaging of drugs 

may deteriorate patients' health. Insufficient information about the medication and its related side effects 

may result in legal repercussions from the governing authorities. Foreign companies must assess the 

potential side-effects of consuming the drug and subsequently insert a cautionary note in the packaging 

before sale in India. Furthermore, it will propel consumer awareness and increase consumer safety. 

Link:https://medicaldialogues.in/news/industry/pharma/drug-makers-to-add-sjs-ten-in-package-insert-

of-ciprofloxacin-cdsco-panel-87803?infinitescroll=1 

5. CDSCO’s latest safety alert flags 33 drug samples as substandard and two misbranded 

The Central Drugs Standard Control Organization (CDSCO) conducted a random sample test on 1,385 

samples of drugs, cosmetics and medical devices, out of which 1,350 samples qualified the test, while 33 

drug samples were declared as low quality and two as misbranded. The samples were collected from 

Mumbai, Guwahati, Hyderabad, Kolkata, and Chandigarh and drawn and tested in various CDSCO offices 

spanning across India. The drugs enlisted as substandard comprised Mascot Health Series Pvt. Ltd’s 

Colchicine 0.5 Tablets, Aspiro Pharma Limited’s Remdesivir Injection 100mg/vial, Innova Captab‘s 

Ivermectin Dispersible Tablets, and Skymap Pharmaceuticals‘ Trimetazidine Modified Release Tablets 35 

mg. The list also highlighted two misbranded drugs; Primaquine Tablets IP and Diazepam Injection IP. The 

failed drug did not qualify for the dissolution test, phenylephrine hydrochloride assay, solution clarity, and 

disintegration test (acid Stage). 

 

Relevance for German exporters and manufacturers: The drug sample inspection allows CDSCO to control 

and examine the quality of drugs and cosmetics manufactured, imported, and supplied in India. It also allows 

the authorities to monitor the company’s manufacturing practices and scrutinize the companies in the 

pharmaceutical sector to ensure that they are adhering to the pre-requisites quality and standard criteria. 

The rules for testing pharmaceutical ingredients will apply to domestic and foreign firms. Foreign firms shall 

conduct stringent quality checks on the drug formulations intended to be sold in India. The pharmaceutical 

products must also conform to the set labelling requirements. 

 

Link:https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_divi

sion.jsp?num_id=ODA4Ng==
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Das PharmaUpdate Indien – ein Angebot der Exportinitiative Gesundheitswirtschaft –  

gibt Ihnen einen umfassenden Überblick über die Gesetzesänderungen und -initiativen der letzten 

Monate. Die Exportinitiative Gesundheitswirtschaft will Deutschlands Stellung als eines der führenden 

Exportländer gesundheitswirtschaftlicher Produkte und Dienstleistungen stärken. Die Initiative wurde 

vom Bundesministerium für Wirtschaft und Klimaschutz (BMWK) ins Leben gerufen. 
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Mit freundlicher Unterstützung: 
 

   

 

Hinweise: 
 

Alle Informationen im vorliegenden Newsletter wurden mit größtmöglicher Sorgfalt recherchiert. Wir bemühen 

uns, Ihnen diese Informationen möglichst aktuell, inhaltlich richtig und vollständig anzubieten. Dennoch ist das 

Auftreten von Fehlern nicht vollkommen auszuschließen. Soweit dies gesetzlich zulässig ist, können wir daher 

keine Haftung für die Richtigkeit und Vollständigkeit übernehmen, es sei denn, die Unrichtigkeit oder 

Unvollständigkeit beruht auf vorsätzlichem oder grobem Verschulden. Darüber hinaus enthält der Newsletter 

Kommentierungen und Handlungsempfehlungen allgemeiner Art, die auf persönlichen Erfahrungen beruhen. 

Diese Kommentierungen und Handlungsempfehlungen stellen keine Rechts- oder Unternehmensberatung dar 

und können diese im Einzelfall nicht ersetzen. 
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