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याण    िवभागिवभागिवभागिवभाग))))            अिधसूचनाअिधसूचनाअिधसूचनाअिधसूचना नई �द�ली, 13 िसत	 बर, 2019 सा.का.िन. सा.का.िन. सा.का.िन. सा.का.िन.     652(652(652(652(अ)अ)अ)अ)....————िच�क�सा युि� िनयम, 2017 का और संशोधन करने के िलए कितपय िनयम� का �ा प, ओषिध और �साधन साम!ी अिधिनयम, 1940 (1940 का 23) क# धारा 12 क# उपधारा (1) और धारा 33 क#  उपधारा (1) क# अपे&ानुसार भारत के राजप), असाधारण, भाग II, खंड 3, उप-खंड (i) म* भारत सरकार के +वा+-य और प.रवार क�याण मं)ालय (+वा+-य और प.रवार क�याण िवभाग) क# अिधसूचना स1ंयांक सा.का.िन. 188(अ), तारीख  6 माच3, 2019 4ारा �कािशत �कया गया था, िजसम* उन सभी 7ि�य� से, िजनके उससे �भािवत होने क# संभावना ह ैउस तारीख से, िजसको उ� अिधसचूना वाले राजप) क# �ितयां जनता को उपल8ध करा दी जाती ह,ै उस तारीख स ेतीस �दन क# अविध क# समाि9 से पहले आ&ेप और सुझाव मांगे गए थ;े  और उ� राजप) क# �ितयां जनता को 8 माच3, 2019 को उपल8ध करा दी गई थ=;  और उ� िनयम� पर क* >ीय सरकार 4ारा िवचार करने के िलए जनता स ेकोई आ&ेप या सुझाव �ा9 नह= @ए थे;  अत:, अब क* >ीय सरकार, ओषिध और �साधन साम!ी अिधिनयम, 1940 (1940 का 23) क# धारा 12 और  धारा 33 4ारा �दC शि�य� का �योग करते @ए ओषिध तकनीक# सलाहकार बोड3 स ेपरामश3 करने के पEात् िच�क�सा युि� िनयम, 2017 का और संशोधन करने के िलए िनGिलिखत िनयम बनाती ह,ै अथा3त्:—  1. (1) इन िनयम� का संि&9 नाम िच�क�सा युि� (चौथा संशोधन) िनयम, 2019 ह ै।     (2) ये राजप) म* उनके �काशन क# तारीख को �वृत ह�गे ।  2. िच�क� सा युि� िनयम, 2017 के प.रिशT म*, � प एमडी - 10 म*, “राUय अनुVि9 �ािधकारी” श8द� के +थान पर “क* >ीय अनुVि9 �ािधकारी” श8द रखे जाएंगे । [फा .सं. एWस . 11014/31/2018-डीआर[ डॉ. मनदीप के. भXडारी, संयु� सिचव 
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MINISTRY OF HEALTH AND FAMILY WELFARE 

(Department of Health and Family Welfare) 

NOTIFICATION 

New Delhi, the 13th September, 2019 

G.S.R. 652(E).—Whereas the draft of certain rules further to amend the Medical Devices Rules, 

2017, was published as required by 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. 188(E), dated the 6
th
 March, 

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 thirty days from the 

date on which the copies of the Official Gazette containing the said notification were made available to the 

public; 

And whereas copies of the Official Gazette were made available to the public on 8th March, 2019; 

And whereas no objections or suggestions were received from the public on the said rules for 

consideration by the Central Government; 

Now, therefore, in exercise of the powers conferred by section 12 read with section 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 Medical Devices Rules, 2017, 

namely:—  

1. (1) These rules may be called the Medical Devices (Fourth Amendment) Rules,   2019. 

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

2. In the Medical Devices Rules, 2017, in the Appendix, in Form MD-10, for the words “State Licensing 

Authority”, the words “Central Licensing Authority” shall be substituted. 

 [F. No. X. 11014/31/2018-DR] 

Dr. MANDEEP K. BHANDARI, Jt. Secy. 

Note : The Medical Devices Rules, 2017 was published in the Official Gazette vide notification number  

78(E), dated the 31
st
 January, 2017 and last amended vide notification number G.S.R. 318(E), dated 

the 18th April, 2019. 
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