
¹Hkkx IIµ[k.M 3(i)º Hkkjr dk jkti=k % vlk/kj.k 3 7. उ7 त िनयम म1, अनुसूची क म1, �!प 50 के पTात्, िनUिलिखत �!प अंतः(थािपत �कया जाएगा, अथा:त्:― ““““��प ��प ��प ��प 51515151    [िनयम 71(9), 71क(5), 71ख(v), 76(11) और  76क(v) दिेखए] �कसी Xांड नाम या Yावसाियक नाम के अधीन �कसी ओषिध के िवपणन के िलए  अनुbापन �ािधकारी को वचनबंध का �!प (1) म> …………………….. का ……………….. Xांड नाम या Yावसाियक नाम ………... के अधीन िनचे िविनeद:; ओषिध िवपणन करने का आशय रखता f ँ (i) ओषिध का नाम  (ii) खुराक �!प  (iii) संरचना  (2) म>, Yापर िच8ह रिज(Zी, क1 Cीय ओषिध मानक िनयं,ण संगठन /ारा रखे गए Xांड नाम या Yावसाियक नाम के िलए क1 Cीय आंकड़ा संचय, भारत म1 िविन9म:त ओषिध के <यौर  पर सािहLय और संदभ: पु(तक  और इंटरनेट म1 जाँच पड़ताल के आधार पर अपने सव`aम bान पर, यह वचनबंध करता f ँक# इस �कार का या समान Xांड नाम या Yावसाियक नाम देश म1 �कसी ओषिध के संबंध म1 पहले से िवcमान नह= ह ैऔर �(तािवत Xाडं नाम या Yावसाियक नाम से िवपणन म1 कोई dम या धोखा नह= होगा।    (थान ………… तारीख ………. (िविनमा:ता या िविनमा:ता क# ओर से     ह(ता&र, नाम पदनाम मुहर/मCुा) ।”।  [फा. सं. ए7 स. 11018/48/2018–डीआरएस]  डॉ. मनदीप के. भiडारी, संयु7 त सिचव 
ट� प
ट� प
ट� प
ट� पणणणण    ::::    मूल िनयम अिधसूचना संj या फा. 28-10/45-एच (1), तारीख 21 �दस
 बर, 1945 /ारा भारत के राजप, म1 �कािशत �कए गए थे और अिधसूचना संj या सा.का.िन. 653(अ), तारीख 13 िसतंबर, 2019 /ारा अंितम बार संशोिधत �कए गए थ।े  
MINISTRY OF HEALTH AND FAMILY WELFARE 

(Department of Health and Family Welfare) 

NOTIFICATION 

New Delhi, the 6th November, 2019 

G.S.R. 828(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 

1945, was published as required under sub-section (1) of section 12 and sub-section (1) of section 33 of the 

Drugs and Cosmetics Act, 1940 (23 of 1940) vide notification of the Government of India in the Ministry of 

Health and Family Welfare (Department of Health and Family  Welfare) number G.S.R. 152(E), dated the  

26
th
 February, 2019, in the Gazette of India, Extraordinary, Part II, Section 3, Sub-section (i), inviting 

objections and suggestions from persons likely to be affected thereby before the expiry of a period of  

forty-five days from the date on which the copies of the Official Gazette containing the said  notification were 

made available to the public;  
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And whereas copies of said Official Gazette were made available to the public on the 27th February, 

2019;  

And whereas objections and suggestions received from the public on the said rules have been 

considered by the Central Government;  

Now, therefore, in exercise of the powers conferred under sections 12 and 33 of the Drugs and 

Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical 

Advisory Board, hereby makes the following rules further to amend the Drugs and Cosmetics Rules, 1945, 

namely:― 

1. (1) These rules may be called the Drugs and Cosmetics (Thirteenth Amendment) Rules, 2019. 

(2) They shall come into force on the date of their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as said rules), in rule 71, after sub-

rule (8), the following sub-rule shall be inserted, namely:― 

“(9) In case the applicant intends to market the drug under a brand name or trade name, the applicant 

shall furnish an undertaking in Form 51 to the licensing authority to the effect that to the best of his 

knowledge based on search in trade marks registry, central data base for brand name or trade name of 

drugs maintained by Central Drugs Standard Control Organisation, literature and reference books on 

details of drug formulations in India, and internet, such or similar brand name or trade name is not 

already in existence with respect to any drug in the country and the proposed brand name or trade 

name shall not lead to any confusion or deception in the market.”.  

3. In the said rules, in rule 71A, after sub-rule (4), before the proviso, the following sub-rule shall be 

inserted, namely:― 

“(5) In case the applicant intends to market the drug under a brand name or trade name, the applicant 

shall furnish an undertaking in Form 51 to the licensing authority to the effect that to the best of his 

knowledge based on search in trade marks registry, central data base for brand name or trade name of 

drugs maintained by Central Drugs Standard Control Organisation, literature and reference books on 

details of drug formulations in India, and internet, such or similar brand name or trade name is not 

already in existence with respect to any drug in the country and the proposed brand name or trade 

name shall not lead to any confusion or deception in the market.”. 

4. In the said rules, in rule 71B, after clause (iv), before the proviso, the following clause shall be 

inserted, namely:― 

“(v) in case the applicant intends to market the drug under a brand name or trade name, the applicant 

shall furnish an undertaking in Form 51 to the licensing authority to the effect that to the best of his 

knowledge based on search in trade marks registry, central data base for brand name or trade name of 

drugs maintained by Central Drugs Standard Control Organisation, literature and reference books on 

details of drug formulations in India, and internet, such or similar brand name or trade name is not 

already in existence with respect to any drug in the country and the proposed brand name or trade 

name shall not lead to any confusion or deception in the market:”. 

5. In the said rules, in rule 76, after sub-rule (10), the following sub-rule shall be inserted, namely:― 

“(11) In case the applicant intends to market the drug under a brand name or trade name, the applicant 

shall furnish an undertaking in Form 51 to the licensing authority to the effect that to the best of his 

knowledge based on search in trade marks registry, central data base for brand name or trade name of 

drugs maintained by Central Drugs Standard Control Organisation, literature and reference books on 

details of drug formulations in India, and internet, such or similar brand name or trade name is not 

already in existence with respect to any drug in the country and the proposed brand name or trade 

name shall not lead to any confusion or deception in the market.”. 

6. In the said rules, in rule 76A, after clause (iv), before the proviso, the following clause shall be 

inserted, namely:― 

“(v) in case the applicant intends to market the drug under a brand name or trade name, the applicant 

shall furnish an undertaking in Form 51 to the licensing authority to the effect that to the best of his 

knowledge based on search in trade marks registry, central data base for brand name or trade name of 
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drugs maintained by Central Drugs Standard Control Organisation, literature and reference books on 

details of drug formulations in India, and internet, such or similar brand name or trade name is not 

already in existence with respect to any drug in the country and the proposed brand name or trade 

name shall not lead to any confusion or deception in the market:”. 

7. In the said rules, in Schedule A, after Form 50, the following Form shall be inserted, namely:― 

“FORM 51 

[See rules 71(9), 71A(5), 71B(v), 76(11) and 76A(v)] 

Form of undertaking to the licensing authority for marketing a drug under a brand name or trade name 

(1) I .............................. of............................. intend to market the drug specified below under a brand 

name or trade name - …………………………… 

(i) Name of the drug : 

(ii) Dosage form : 

(iii) Composition : 

(2) I hereby give this undertaking that to the best of my knowledge based on search in trade marks 

registry, central data base for brand name or trade name of drugs maintained by Central Drugs 

Standard Control Organisation, literature and reference books on details of drug formulations in India, 

and internet, such or similar brand name or trade name is not already in existence with respect to any 

drug in the country and the proposed brand name or trade name shall not lead to any confusion or 

deception in the market. 

Place……………….. 

Date ………..............                              

[Signature, Name, Designation Seal/Stamp of  

manufacturer or on behalf of the manufacturer].”. 

[F. No. X.11018/48/2018-DRS] 

 Dr. MANDEEP K. BHANDARI, Jt. Secy. 

Note:  The principal rules were published in the Official Gazette vide notification No. F.28-10/45-H (1) 

dated 21st December, 1945 and last amended vide notification number G.S.R. 653(E), dated the  

13th September, 2019. 
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