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Domestic drug makers will not need
GMP ceriificate

Sushmi Dey, ET Bureau Feb 11, 2008, 08.18pm IST

NEW DELHE Domestic drug makers will no longer need a certificate of good manufacturing practice (GMF}
¢ from the World Health Organisation (WHQ) to sell thelr medicines within India.

The Drug Controfier General of india (DCGH has asked state drug controllers to let companies self their
brands In the country without the WHO s quality carificate, provided they comply with the quality norms set
out in the Indian law.

w
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That is, if they produce the DCGl's Certificate of Pharmaceutical Praducts (COPP), they can sel their brands
in India. COPP and WHO certification are compulsory i the company wanis to export, a gowemmant official,
who asked not to be named, said. The DCG1lwould not issue WHO-GMP centificate to any company from

I now on.

. Fer markating medicines within the country, only schedule M certification under the Drugs and Cosmaetics
Act (BCA) is required. State regulstors have been directed that they no longer need to insist for a WHO-GMP
RELATED ARTICLES certificate from manufacturers while giving them masketing permissions,” the official said.

¢ After Ranbaxy, Wockhardt spisodas must for

GMP is almad at diminishing the dsks inherent in phamaceutical production. WHO GMP certificate is given
drug cos to... i

. hased on ceriain guidslines laid down by WHO through which the regulator ensures that medicines and other

July 1, 2013 medical products are consistently produced and controlied to the quality standards requirsd for their best
Drug companies may have to disclose actions e

7
taken by... : The WHO-GMP certificate is @ mandatory reguirement in most global marksts for companies to be able to
June 28,2013 sell their medicines. It is also required for specific drugs being suppiied under the gicbal disease control

Another Wockhardt plant under MHRA scanner | Preject to treat diseases like tubercuiosis, malaria and AIDS.

a 01 ! : < o : ;
Ogenerss, =413 i Howewer, the govemment claims that the Indian norms laid in the drug law is at par with the WHO-GMP

guidelines and therefore thers is no nesd to endorse the WHO norms. "We are also in taiks with several

: intemational agencies in order to ensure that companies heoiding the COPP do not face problems in exports.
- Gmp it is important for the govemment as well to ensure that our own regulations ind enough recognition in the

‘ intemational markets,” the oficial said.

| IN-DEPTH COVERAGE

¢ The drug regulator gives a COPP after conducting an inspection of the manufacturing plant. The certificste is
; valid for a peried of two years. The Indian pharmaseutical market is estimated to be at around Rs 85,000
crore, Out of this, export accounts for around Rs 30,000 crore.
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Dear Sharon / Rachel,

The documents have gone to Delhi for legalization. As sooh as we receive them, we will send them to you. As on
today, we are hot sufe when will we receive the documents back. We are constantly following up.

There is no document with us whereby we can prove that WHO-GMP is more notarized than the local GMP.

7 The simple logic is, we do not require WHO-GMP to sell our products focally in India. Our local GMP is more than
enough for us to sell eur products locally within India. Certain countries do not accept our Local GMP and therefore
we have to go for WHO-GMP so that we can sell our products in those countries. That is why the requirement to
obtain WHO-GMP is mainly for export purpose only.

Thanks & Warm Regards

Rumit Shah

Sr. Manager Business Development

Megafine Pharma {P) Lid,

Sethna, 4th Floor,

55 Maharshi Karve Road ,

Marine Lines, Mumbai - 400 002,

india

Direct Line 1 +91-22-61461128

Board Line 1+81-22-6146 1117 {Extn, 128}
Fax 1 +91-22-61451105

Mobile +91-9820117705

E-mail : rumit.shah@mesgafine in
URL  htto://www.megafine.in

Skype

:rumit.shahd
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Dear Sharon,

The revised WRS CoA shall be shared by August 11, 2014.

Wit the WHO GMP please note: _
1) CoPP is requirement for export shipments only (not needed for domestic sales within India)
2} Toapply for CoPP WHG GMP and its guidelines have to be followed
3) To this effect our FDA instructed us to specify the underlined words on WHO GMP product list “List of
products for grant of COPP as per WHO guidelines {for export only)”. Meaning the CoPPs for the products
will be granted and applicable for exports only. '

Hape the explanation is sufficient to accept our WHO GMP.

We await your feedback to instruct our license department.

Kind regards,
Sheekha



