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1. GST on essential COVID-19 drugs slashed; companies advised to revise MRP of drugs
The National Pharmaceutical Pricing Authority (NPPA) has issued an advisory directing manufacturers and
marketers to revise the MRP of all drugs on which the government had reduced the Goods and Service Tax
(GST). The advisory was issued after the GST Council announced a reduction in the tax structure of COVID19 essential drugs. Drugs such as Remdesivir and Heparin will be subject to 5% GST, while tax on
Amphotericin B and Tocilizumab will be nil. These tax changes will be applicable till 30th September 2021.
The advisory comprises a detailed guideline elucidating compliance of revised prices by manufacturers and
marketers. Companies may have to re-label, re-call, and re-sticker packs and containers of these drugs
before selling them in the market. If the drug is already sold in the market, companies can furnish the
retailers with an updated price list to ensure compliance with the new advisory.
Relevance for German exporters and manufacturers: The changes in GST will impact the retail price of the
drugs at which they are sold in the Indian market. As per the Drugs Price Control Order (DPCO), 2013, any
change in the tax must reflect on the price label of the stock. German firms will be required to implement
necessary changes to the price label of these drugs. If the drugs have been released in the Indian market,
they must issue an updated price list to their marketers and retailers to ensure compliance.
Link:https://www.nppaindia.nic.in/wp-content/uploads/2021/06/OM-15.6.2021.pdf

2. 22 drug samples fail the quality standards in a random drug sample test: CDSCO
The Central Drugs Standard Control Organization (CDSCO) has enlisted 22 drug samples highlighting their
failure to qualify for a random drug sample test held in May 2021. In the sample test, CDSCO and drug
control departments examined 627 samples, out of which 22 drug samples did not conform to the set
quality standards. The list of substandard drugs included Ramipril tablets I.P 2.5 mg, Rosuvas 20, Cardinol
50, Nitrazepam tablets I.P 5 mg, Rosuvas F-5, Paracetamol tablets I.P 500 mg, and Diclofenac Sodium tablets
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I.P 50 mg. These drugs failed to qualify for various tests such as disintegration test, clarity of solution &
appearance of solution test, assay of Asprin, assay of menthol, and dissolution of Fenofibrate test. The
CDSCO has conducted a similar series of random drug tests in January 2021 and February 2021.
Relevance for German exporters and manufacturers: The CDSCO ensures that the pharmaceutical
formulations and drugs supplied in the Indian market conform to the set quality standards. The series of
random drug tests conducted by the authority aims to manage the low quality of drugs in the market.
German exporters and manufacturers seeking to supply drugs to India must adhere to the quality standards.
The firms must carry out relevant series of dissolution and array tests on the drugs before the sale in India.
Link:https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_fil
e_division.jsp?num_id=NzM1Nw==l

3. NPPA fixes retail price of anti-diabetic FDC of dapagliflozin & metformin hydrochloride
The NPPA has fixed the retail price of four different strengths of anti-diabetic fixed-dose combinations
(FDCs) of dapagliflozin and metformin hydrochloride (MH) to extend the price benefits of patent expiry of
dapagliflozin to the consumers. The anti-diabetic drug’s patent expired on 2nd October 2020. According to
the notification, the retail price of dapagliflozin 5mg and MH XR 500mg has been fixed at USD 0.08, while
dapagliflozin 5mg and MH XR 1000mg will cost USD 0.10. Similarly, the price of dapagliflozin 10mg and MH
XR 500mg will cost USD 0.13 and dapagliflozin 10mg and MH XR 1000mg at USD 0.15. These prices are the
cost per tablet and are GST exclusive. Furthermore, NPPA has fixed the price of Ivabradine Hydrochloride
plus Metoprolol Tartrate tablet, Darunavir plus Ritonavir tablet, and Trastuzumab Concentrate for infusion
in vials.
Relevance for German exporters and manufacturers: The NPPA monitors the pricing of drugs at which they
are being sold in the market. It ensures that the drugs are not surcharged and are accessible to a broader
population. Further to the recent changes, foreign firms will be required to adhere to the new price. The
firms must ensure that the prices charged by them do not exceed the ceiling prices, or they will be liable to
deposit the overcharged amount to the authorities. However, the companies can add GST to the cost of the
drug if they have paid or is payable to the government.
Link: http://www.pharmabiz.com/NewsDetails.aspx?aid=139641&sid=1

4. Carbamazepine, Ranitidine and Ibuprofen now 50% more costly
The NPPA has invoked special powers under para 19 of DPCO, 2013, and has allowed a ‘one-time price
increase’ of 50% for drugs including Carbamazepine, Ranitidine, and Ibuprofen. The regulator allowed the
upward price revision on nine schedule drug formulations of these three drugs. Carbamazepine is an antiepileptic drug. Ranitidine is used to treat intestinal and stomach ulcers. Ibuprofen is a popular drug and is
used to relieve pain caused by various health conditions. According to the NPPA, the corresponding drugs
are consumed as the first line of treatment and have been under repeated price control. The authorities
note that the unviability of these formulations may result in the unavailability of these drugs in the market
and will compel the public to switch to other expensive alternatives. The NPPA has taken these decisions in
the public interest to ensure the availability and affordability of drugs.
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Relevance for German exporters and manufacturers: The NPPA monitors the ceiling prices of all drugs that
are notified under Schedule-1 of DPCO. It regulates the prices of bulk formulations, scheduled drugs, and
non-scheduled drugs and enforces it across the country. The 50% spike in the price of 9 scheduled drugs,
including Carbamazepine, Ranitidine and Ibuprofen, will allow foreign firms to supply these drugs in the
Indian market at a significantly increased cost.
Link: https://www.moneycontrol.com/news/business/50-costlier-now-nppa-approves-price-risefor-carbamazepine-ranitidine-ibuprofen-7116381.html
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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 Energie (BMWi) 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.

Mehr Erfolg im Auslandsgeschaft
www.exportinitiative-gesundheitswirtschaft.de
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