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MnV]sTRY OF AYUSH
NOTEFICATION

New Delhi, the 28th October, 2024

G.S.R, 669(E).–Whereas the draft of certain rules firrther to amend the Drugs Rules, 1945, was
published as required under seceon 33N of the Drugs and Cosmetics Acl 1940 (23 of 1940) (hueina aer nfermd to as
the said Act), Tide notification of the Government of India in the Ministry ofAyush, number G.S.R 98(E), dated the
02-a February, 2024, in the Gazette of India, Extraordin,try, 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 noti6cation were made available to the public;

a
And Whereas, the copies of said Official Gazette were made available to the public on the 5th Febnwy, 2024;

And Whereas, objections and suggestions received from the public on the said rules have been duly considered by the
Central Government;

Now, therefore, in exercise of the powers conferred by sub-section (2) of section 6, sections 12, 33 and 33N of the
Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Govemmenb after consultation with the Ayurvedic, Siddha,
Ulrani Drugs Technical Advisory Board, hereby makes the following rules firdher to amend the Drugs Rules, 1945,
namely

1. Short title, and commencement: - (1) These rules may be called the Drugs (Fifth Amendment) Rules, 2024.

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

2. In the DIugs Rules, 1945 (herfinaRer referred ti- is the said Rules), in part XVI, XWA, XVIU and Part XiX;

(a) for the words “Ayurvedic, Siddha and Unani Drugs” wherever they appear, the following words shall be
substituted namely: -
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“AWweda, Siddha, Sowa_Rigpa and Unani DmgsH

O) £{nH:=Fedic Gnclud@ SMdha) or UnM dw©” whuwer aey ©peml the hHowhg words shaU be

“AWed% Siddha, Sowa-lUgpa and Unala Dlngs”
3. In the said rules, in clause 2, _

a) for clause (dd), the following shall be subsdtuted1 namely: _

homoeopathY dlugsl but do IS not include a dnIg which is administered by hgedable mutT;

(ii) for clause (eb)+ the following shall be substituted, namely: -

'(eb) 'Redstewd Homoeopathy medical practitioner” meuls a person _
(i) !oldm§ j quaPFatioa Hankd bY an authoritY specified or notified in the Schedules to the Homoeopathy

Central Council Act, 1973 (59 of 1973); or The National Commission for Homoeopathy (NCH) Act 202i) (1;
of 2020); or

a (ii) ndstend or eligible for registration in a medical register of a State or National register meant hr the
ndsbation of persons practicing the Homoeopatby system of medicine under The National Commission for
Homoeopathy (NCH) Acl 2020 (15 of 2020)’;

(iii) after clause (ec), the following shall be inserted, namely: -

'(ed) 'ERegistered Ayurveda or SidIiba or Sowa-Rigpa or Unani medical practitioner” means a person -

(i) holding a quaD&cation granted by an authority speci8ed or noHRed in the Schedules to the indian Medicine Central
Council Act, 1970 (48 of 1970); or National Commission for Indian System of Medicine (NCISM) AeG 2020 (14 of
2020); or

(ii) registered or eligible for ngis&adur in a medical register of a State or National register meant for the registration
of persons practicing the Ayurveda or Siddha or Sowa-Rigpa or Unani system of medicine as under National
Commission for Indian System of Medicine (NCISM)Acb 2020 (14 of 2020)’;

(iv) after clause (b), the following shall be inserted, namely: -

'(hb) “Sowa-Rigpa drugs” includes all medicines intended for internal or external use for or in the diagnosis,
beatmenl mitigation or prevention of disease or disorder in human beings or animals, and manufactured exclusively
in accordance with the formulae described in the authoritative books of Sowa-Rigpa systems of medicine as specifIed
in the First Schedule of the Drugs and Cosmetic Act, 1940;

(hi) “Sowa-Rigpa proprietary medicine”, in relation to Sowa-Rigpa systems of medicine means all formulations
containing only such ingredients mentioned in the formulae desuibed in the authoritative books of Sowa-Rigpa
systems of medicine as specified in the First Schedule, but does not include a medicine which is administered by
pwentenl route and also a formulation included in the authoritative books as specified in clause W;”.O
4. for rule 30AA, in the said rules, the following shall be substituted, namely: -

“30AA. Import of New Homoeopathic medicines. – (1) No New Homoeopahic medicine shall be imported except
under and in accordance with thr permission in writing by the Licensing Authority as deBned in clause (b) of rule 21.

(2) The importer of a New Homoeopathk medicine when applying for pemissioa under sub-rule (1) shall produce
before the Licensing Authority such documentary and other evidence as may be mquind by the Licensing AuthoritY
for assessing the safety, therapeutic efEcacy of the medicine including the minimum homoeopattic provings carded
out with it

Explanation. - For the purpose of this rule, 'New Homoeopathic Medicine’ means, –

O a Homoeopathic medicine which is not specified in the official Homoeopathic Phannacopoeia of India or
tJnited States of A;nuica or of the United Kingdom or the German Homoeopathic Pharmacopoeia or the French
Homoeopathic Phumacopoeia or the European PharmacopeiH or

w which b not recognised in audror{tative Homoeopathic books specified in the First Schedule of the Act, as
etHcacious under the conditions recommended; or
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(iii) a combination ofHomoeopathic medicines containing one or more medicines which are not specified in any
of the Pharmacopoeias refemd to in clause (i) or not rwognized in authoritative HomowpattHc books referred to in
clause (ii); or

(iv) a combination of two or more Homoeopathic medicines even if individually mentioned in the official
Homoeopathic Pharmacopoeia as in clause (i) or in authoritative Homoeopathic books specified in the First Schedule
of the Act, which are now proposed to be combined for the first time in a fixed ratio, or if the ratio of ingredients in an
already marketed combination is proposed to be changed, with certain claims; or

(3) A New Homoeopathic Medicine shall continue to be considered as New Homoeopathic Medicine for a period of
five years from the date of its first approval. After completion of five years, these medicines will be considered as
homoeopathy medicines defined under rule 2 (dd).

(4) The Licensing Authority as defined in clause (b) of rule 21 after being satisfied that the drug shall be effective and
safe for use in the country, shall issue approval subject to the conditions stated therein:

Provided that the Licensing Authority shall, where the data provided or generated on the New Homoeopattic
Medicine is inadequate, intimate the applicant in writing, and the conditions, which shall be satisfied before
permission could be considered.

Provided further that nothing contained under this rule shall be applicable to such Homoeopathic medicine
which has been issued approval for import or license for manufacture for sale in India prior to the date of this
notification aon the concerned State or Central Authority as the case may be, and if such authority or person provides
substantive information that the approval of competent authority has been obtained prior to the date of this
notification.a
Note: For the purpose of safety, therapeutic efficacy of the medicine including the minimum homoeopat:hic provings
carried out with it, shall be in accordance with the guidelines prescrR3ed by Central Council for Research in
Homoeopathy from time to time”.

5. In the said rules, in nae 67A, -

(i) for sutbnile (2), the following shall be substituted namely: -

“(2) Application for the grant of a licence to sell, stock or exhR>it or offer for sale or distribute Homoeopathic
medicines shall be made in Form 19-B to the Licensing Authority and shall be accompanied by a fee of Iupees two
thousand.”:

(ii) after sub-rule (3), the following sub-rule shall be inserted namely: -

“(4) The application shall be made through portal e-AUSHADHI (www.eaushadhi.gov.in) as per the format provided
in the said portal, pertaining to the sale license ofHomoeopathic Medicines:

Provided that till the p„rtal e-AUSHADHI (www.&aushadhi.gov.in) shall come to eRect as notified by the
Central Governmenq till such time, either of online and oftline process of license application shall be accepted.”

6. In the said rules, for rule 67C the following rule shall be substituted, namely: -

“67C. Forms of licences to sell drugs. -(1) Subject to the conditions of rule 67F being fulfilled, a licence to sell+
stock or exhibit or offer for sale or distribute Homoeopathic medicines by retail or by wholesale shall be issued in
Form 20C or 20D as the case may be.

(2) The licence shall be issued within a period of two months &oF the date of receipt of the application or
acm the date of Rrlnllment by the a2pHcant oMortcomiBEingbligHted by the licensing authority as the case
may be

(3) The application shall be processed through portal e-AUSHADHI (www.baushadhi.gov.in) and license in
Form 20C or 20D issued online as per the format provided in the said portal:

Provided thatlno Been Fe shall be required for exhibiling the drugs for promotional activities in any fair'
Provided 6uther that till the portal e-AUSHADHI (www.e.aushadhi.gov.in) shall come to effect as notified

by the Cenaal Government, till such.time, either of online and ofFline process of license appHcadon shall be
accepted.”

7. In the said rules, for rule 67E the following rule shall be substituted, namely: -

“67E Duration ofHcences.- (1) A licence issued in Form 20C or 20D shall remain valid perpetualIY:

a
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Provided that the licencee shall submit a selfqjeclar8tion of adhaence to the conditions of license and the
provisions of the Drugs and Cosmetics Act and the%®mFne MfFnHBIMe ia Form
20C or 20D or Rom the date of submission of last self-declaaa iaInas RETaTd

(2) The licensing authority shall iqsue two reminders to licensee for submission of self.declaration, six months and
three months by Registered Post/ Speed post wmcknowledgeInent Due and email, before the date ogompletion of
every five years’ interval from the date of issue of license or from the date of issuance of such reminder, as the case
may be

Rom be :::O:t:F:i:Ffit#:=:1?hE=%)sfjeli;:,f:::
may be, and in the event of non-submission of such self<ieclaration, license shall be deemed to have been cancelled.
Fresh application under Form 19B is to be made £hereaftef ’.

8. In the said rules, rule 67EE shall be omitted.

9. In the said rules, sub-rule (6) of rule 67G shall be omitted.

10. Inthe said ru/es, inrule 85B, -

(i) in sub-nae (1), the words “or renewal” shall be omitted;

(ii) for sub-rule (2), the following shall be substituted, namely: -

“(2) The application in Form 24C shall be accompanied-

a (A) by a fee of,wpees two thousand fqr any number of single ingredient Homoeopathic rnedicines as defined in
clause (dd) of Rule 2.

(a) by a fee of rupees two hundred per product for combination of ingredients of Homoeopatbic medicines as
de6ned in clause (dd) of Rule 2:

Provided that notwithstanding the period for renewal, existing license holders under Form 25C prior to the
date ofcommencmrent of the Drugs Rules, 2024, and having a valid Good Manufactwing Practices Certificate as per
Schedule M-I, shall seek for ''he perpetuity of existing licence within a period of one year Bam the date of
commencement of the Drugs Rules, 2024, by depositing a onetime licence retention fee of rupees one thousand for
existing licenced drugs falling under clause (a) of this rule; and at the rate of rupees one hundred pn product for
combination of in'redients of Homoeopathic medicines for existing licenced drugs falling under clause (b) of this
rule;

Provided fUrther that either of online and offline process of licence application shall be accepted till he portal
&AUSHADHI (www.e-aushadhi.gov.in) shall come to eRect within six months of the commencement of the Drugs
Rules, 2024 and during this period either of online and offline process of licence application shall be accepted;

Provided also that till the portal e-AUSHADHI (www.eaushadhi.no%hD shall come to effect as notified by
the Central Government, till such time, either of online and offline process of license application shall be accepted.”.

Explanation-for the purpose of clause (a) of this nIle single ingredient Homoeopatbic medicines with all of its
potencies will be considered as one product and separate fees potency wise is not required.”;a (iii) sub-rules (3), (4), and sub-rule (5) shall be omitted.

11. In the said rules, aftw nIle 85B, the following shall be inserted, namely: -

“85BA Application for loan li:ence to manufacture Homoeopathic Medicines. - (1) Application for
grant of loan license to manufacture for sale or for distribution of HomoeopattHc medicines shall be made to the
Licensing Authority appointed by the State Government for the purpose ofthis Part and shall be made in Form 24 Cl.

(2) The application in Form 24CI shall be accompanied-

(a) by a fee of rupees two thousand for any number of single ingredient Homoeopathic medicines as defined in
clause (dd) of rule 2;

(b) by a fee of rupees two hundred per product for combination of ingredients of Homoeopathic medicines as
defined in clause (dd) of rule 2:

lyovided that tiE the portal e-AUSHADHI (www.e-ausbadhi.gov.in) shall come to effect as notified by the
Central Govermnent, tia such time, either of online and offline process of license application shall be accepted.
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Explanation. -For the purpose of clause (a) of this rule, single ingredient Homoeopathb medicines with all of its
potencies will be considered as one product and separate fees potency wise is not requhed.

Explanation. -For the purposes if this rule, a “loan licence” means a licence issued by the Licensing Authority to an
applicant who does not have his own arrangements for manufacture but intends to avail himself of the maaufacturing
facilities owned by a licencee in Form 25C.

85BB. Application for Certificate of Good Manufacturing Practices for Homoeopathie medicines
manufacturing unit. -(1) An application for the gr3nt of a Certificate of Good Manufacturing Practices for
Homoeopathic medicines manufacturing unit shall be made in Form 24C2 to the licensing authority along with a fee
of rupees five thousand.

(2) Every application in Form 24C2 shaH be made for a unit having premises and other requirements as prescribed
under Schedule M-1:

Provided that till the portal e-AUSHADHI (www.e-aushadhi.gov.in) ahaB com9 ta effect as notified by the
Central Govemment, till such time, either of online and offline process oflicmse application shall be accepted.".

12. In the said rules, for rule 85D, the following shall be substituted, namely: -

“85D. Form of licence to manufacture Homeopathic medicines. – (1) Subject to the conditions of nIle 85E being
fbIBlled, a licence to manufacture for sale of Homeopathic medicines shall be issued in Form 25-C and loan licence to
manufacture for §ale of Homeopathic medicines shall be issued in Form 25-C-1. The licence shall be issued within a
period of two months from the date of receipt of the application or from the date offblallment by the applicant of any
shortcomings highlighted by the licensing authority as the case maybe.O (2) A licence under this rule shall be glznted by the licensing authority aR@ consulting such expert committee in
homoeopattic systems of medicine, which the State Government may approve in this behan

(3) The application shall be processed through the portal e-AUSHADHT (www.e-aushadhi.gov.in) for the purpose.

Provided that till the portal e-AUSHADHI (www.e-aushadhi.gov.in) shall come to effect as notified by the
Central Government, till such time, either of online and offline process oflicmge application shall be accepted.”.

13. In the said rules, in rule 85E, -

(i) in the opening sentence the words “or renewal” and “or renewed” shall be omitted;

(ii) in sutbnae (1),-

(A) in clause (a), after the words “a graduate in Science with Chemistry”, the words “or Botany or Zoology” shall be
inserted;

(B) for clause (c), the following shall be substituted, namely:-

“(c) holds qualification as defined under schedules of The National Commission for Homoeopat:hy (NCH) Acl 2020
(15 of 2020) with 18 months of experience in the manufacture ofHomoeopathic medicines:”

(iii) in sub-rule (2A), the following shall be substituted, namely:-

“Certificate of Good Manuf&ctudng Practice: The certi6cate of Good ManufactwiIrg Practices to manufacturers of
Homoeopathic Medicines, who comply with the requirements as specified in schedule M-I, shall be issued in Form
26CIO
(iv) under sub-nIle (6), the proviso shall be omitted.

14. In the said rule, for rule 85EA, the following shan be substituted damely:-

“85EA. Inspection for grant of license and verification of compliance.4) Before a GMP certificate for License
under Form 25Cor Form 25CI is granted or retained, the licensing authority shall cause the establishment in which the
manufacture of drugs is proposed to be conducted or being conducted to be inspected by one or more qualified
inspectors as mentioned under Rule 167 appointed by the Central or State Govnnment.

(2) The inspector or inspectors shall examine the establishment intended to be used or being used for the manufacture
of drugs and veri8 the adherenc : to the conditions of license and the provisions of the Drugs and Cosmetics Act and
the Drugs RIdes not less than once in five years or as needed as per risk based approach:

Provided that the inspectors are allotted the inspection duty in a randomized manner ensuring that the same
inspector is not assigned inspection of a particular establishment consecutively for two terms of not less than five
years duration:
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Provided Rrrthw that if the premises is not inspected within the period of the validity of the GMP certificate
or eVen after submission of retention fee, the GMP certificate shall be deemed to be condnued for fUrther term of five
years.’)

15. In the said rules, for rule 85EB, the following shall be substituted, namely:-

“85EB. Report bY Inspector.- (1) The Inspector or Inspectors shall examine all areas of the premises, plant and
appliances and also inspect the process of manufacture intended to be employed or beng employed along with the
means to be employed or being employed for standardizing and testing the drugs to be manufactured or being
manufactured and enquire into the professional glali£cations of the technical staa to be employed. He shall also
examine and veri§r the statements made in the application in regard to their correctness, and the capabiUty of the
applicant to comply with the requirements of competent technical staff, manufacturing plants, tesMIg equipments and
the Requhanents of Good Maaufactudng Practices and the Requirements of Plant and Equipments as laid down in
Schedule M-1.

(2) The Inspector shall forward a detailed descriptive report giving his findings on each aspect of inspection along
with his recommendations after completion of his inspection in accordance with the sub- rule (1), to the Licensing
Authority

16. In the .said rules, for rule 85EC, the following rule shall be substituted, namely:-

“85EC.-Procedare of Licensing Authority.- (1) if the Licensing Authority after such tInker enquiry, if any, as he
may consider necessary, and after being sat{sfied that the requirements of the provisions referred to in the rules under
the Act have been complied with and that the conditions of the licence shall be observed, shall jsgue a licence under
this Parta
(2) if the Licensing Authority is not satisfied of the requirements under sub-rule(1), shall issue a memorandum of
shon£oming, and the condidons which shall be satisfied before a licence is granted and shall supply the applicant a
copy of the inspection report.

(3) The applicant within two mo'ahs of issue of such memorandum under sub-rule (2) shall reply the same.

(4) On non-submission of requirements in sub-nile (2), the Licensing Authority shall reject the application and shall
inform the applicant, the reasons for such rejection.

(5) For this purpose, the licensing authority shall intimate the applicant and process the application online through the
portal e-AUSHADHI (www.e-aushadhi.gov.in) fu the purpose:

Provided that till the portal e-AUSHADHI (www.@aushadhi.gov.in) shall come to eRect as notified by the
Central Govemment, till such time, either of online and offline process of license application shall be accepted.”.

17. In the said rules, for rule 85ED, the following rule shall be substituted, namely:-

“8SED.Further application after rejection.- if the applicant, within a period of six months &om the rejection of an
application for a licence or Certificate of Good Manufacturing Practices, as the case may be, informs the Licensing
Authority that the conditions laid down have been complied with and deposit an inspection fee of rupees one
thousand, the Licensing Authority may, after a further inspection, if any, is satisfied that the conditions for the grant of
a licence or certificate have been complied with, issue a licence or ceRiacate under this Part.".

a 18. In the said rule, for rule 85F the following shall be substituted, namely:-

“85F. Duration of licence. ( i) A licence issued in Form 25C or Form 25Clunless it is sooner suspended or
cancelled shall remain valid perpetually:

Provided that the Hcencee shall ensure validity of Good Manufacturing Practices certi8cate of the
manufachuing facilities used by the Hcencee.

19. In the said rule, aBer rule 85F, the following shall be inserted, namely:-

“85FA. Duration of Certifieate of Good Manufacturing Practices for Homoeopathie medicines manufacturing
units.- (1) A certificate issued in Form 26CI shall remain valid unless it is cancelled by the Licensing authority
subject to deposit of a certificate retention fee of rupees one thousand before the expiry of a period of every
succeeding five years &om the date of its issue.

(2) if the Hoencee fads to pay certificate retention fee on or before the due date as referred to in sub-rule (1), he shall
be liable to pay cardficate retention fee along with a late fee calculated at the rate of two per cent of the certificate
retention fee for every month or part thereof up to six months, and in the event of non-payment of such fee, the
certiacate shall be deemed to have been cancelled.”.

20. In the said rules, rule 856 shall be omitted.

21. In the said nIles, in rule 85H, .
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(i) in clause (b), for the words 'Inspector appointed under the Act”, the words “qualified inspectors as mentioned
under rule 167 appointed by the Central or State Government” shall be substituted;

(ii) clause (d) shall be omitted;

(M) after clause (f), the following proviso shall be inserted, namely:-

'tProvided fUrther that manufacttuus maintaining online records of details mentioned under the rule and
Schedule M-I shall also be accepted.”.

22. In the said rules, in nIle 106A, in sub-rule (A), in clause (ii), in sub4lause (a), after the words “German
Homoeopathic Pharmacopoeia”, the words namely,- “or the French Homoeopathic Phar7nacopoeia or the European
Pharmacopeia.” shall be inserted.

23. In the said rules, in nIle 153,-

(i) in sutnules (1), for clause (b), the following shall be substituted, namely.-

“ (b) as defined in sub4lause (i) of clause (h) of section 3 of the Act, in Form 24D to the licensing authority along
with a fee of rupees two hundred per producl through the portal e-AUSHADHI (www.e-aushadhi.gov.in ) as per the
format provided in the said poE 31, pedaining to the licence for manufacture for sale of Ayurveda, Siddha or Unani
drugs.”;

(ii) for the first proviso, the following shall be substituted, namely:-

a ' Provided that notwithstanding the period for renewal, existing license holders under Fom 25D prior to the
date of commencement of the Drugs Rubs, 2024 and such licence holder having a valid Good Manufacturing
Practices Certificate as per Schedule T shall for the perpetuity of existing licence within a period of one year from the
date of commencement of the Drugs Rules, 2024, by depositing a onetime licence retention fee of rupees one
thousand for existing licenced drugs falling under clause (a) of section 3 of the Act; and at the rate of rupees one
hundred per product for existing licenced drugs falling under sub4lause (i) of clause (h) of section 3 of the Act.”.

24. In the said rules, in rule 153A, in sub-rule (1),-

(i) for clause (b), the following shall be substituted, namely:-

“(b) as denIed in sub4lause (i) of clause (h) of section 3 of the Act, in Form 24E to the licensing authority along with
a fee of rupees two hundred per product, through the portal e-AUSHADHI (www.e-aushadhi.gov.in) as per the format
provided in the said portal, pataining to the loan licence for manufacture for sale of Aweda, Siddha or Unala
drugs.”;

(ii) for the first proviso, the following shall be substituted, namely:-

'Provided that notwithstanding the period for renewal, wasting license holders under Form 25E prior to the
date of commencement of the Drugs Rules, 2024 and such licence holdw having a valid Good Manufacturing
Practices Certificate as per Schedule T shall seek for the perpetuity of wisting licence within a period of one year
&om the date of commencement of the Drugs Rules, 2024, by deposi6TB a onetime licence retention fee of rupees
one thousand for e>ds6ng licenced drugs Mlling under clause (a) of section 3 of the Act; and at the rate of rupees one
hundred pu product for existing licenced drugs falling under sub4lause (i) of clause (h) of section 3 of the Act”.

25. In the said rules, in rule 156C, for sub-rule (1), the following shall be substituted, namely:-

“(1) Before a certificate in Form 26E-1 is granted, the licensing authOIity shall cause the establishment in which the
nlanufacttue of drugs is proposed to be conducted or being conducted to be inspected by one or more qualified
inspectors mendoned under rule 167 appointed by the Central or State Government under this Act, the inspector or
inspectors shall examine the establishment intended to be used or being used for the manufacture of drugs”.

26. In sdd rules, b rule 157, for sub-rule (2) the following shall be substituted with following, namely: -

“(2) The manufacture of Ayruveda, Sidara, Sowa-Rigpa or Unani drugs shaH be conducted under the direction and
supervision of cornpetent echnj'3al staff consisting at least of one person, who is a whole time emploYee and who
possesses the following qualifications, namely: -

(a) a degree h Ayurveda, Siddha, Sowa-Rigpa or Unani system of Medicine, as the case may be, conferred bY ?
{JniversiTy/ State-Government or Statutory facdties, Councils and Boards of Indian Systems of Medicine nco©ised
by the Central Government or a State Govunment for this purpose; or

o) a g:aduate jn Pbannat,y (Ayurveda or Siddha or Sowa_Rigpa or Unani) of a University nco®sed by the Central
e3overnment or a State Governmeit with experience of at least two years in maaufactwing of AWedal Siddha>
Sowa-Rigpa or Ulrani drugs as the case maybe in a licensed manufactwiag writ:

a
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Provided that the person already registered with the State Licensing Authority as competent person for the
purposes of grant of license in Form 25D/258 prior to the coming into force of the Drugs (Amendment Rules) 2024,
shall continue to be considered as competent pusan for the said purposes.”.

27. In the said rules, in rule 161B, in sub-rule (2), for the words “Real time”, the words “Real time or accelerated”
shall be substituted.

28. In the said rules, in rule 162A, for clause (a), the following shall be substituted, namely:-

“(a) The Ayurveda or Siddha or Sowa-Rigpa or Unani qualiacations as per Schedules of National Council for Indian
System of Medicine (NCISM) Act, 2020 (14 of 2020)/B.Pharma (Ayurveda) of a recognised University.”.

29. In the said rules, in rule 168, in table, for the entry “12%”, the entry “11.40 %” shall be substituted.

30. In the said rules, in Schedule A,-

(a) in FORM 20C.-

(i) for item 2, the following shall be substituted, namely:-

“2. The licencee shan be in force from .........................................”;
(ii) aBer item 3, the following item shall be inserted, namely:-

“4. License No. ..................................”;
(b) in FORM 20D.-

(i) for item 2, the following shall be substituted, namely:-

'2. The licencee shall be in force from ...........-............................”;
(ii) after item 3, the following item shall be inserted, namely:-

“4. License No..................-...-..........”;
(c) FORM 20E shall be omitted;

(d) for FORM 24C, the following FORM shall be substituted, namely:–
“FORM 24C

(See nae 85B)

APPLICATION FOR THE GRANT OF A LICENCE TO MANUFACTURE FOR SALE OR FORDISTREBUTION
OF HOMOEOPATHIC MEDICINES

I I / We .___„____._._____„_____ of.....................................................hareby apply for the grant of licence t?
manufacture the undermentioned Homoeapatbic mother tinctures/potentised preparations on the ptaldses Situated
ate1 4 , , ee b , ,a,n ,,, eeg+&a egO 8+ eg eVa #nq+Be+-eeg..a+b-.8• !g+••••••••••••+•• '•••••••••+r••••••••

Names of the HomoeopaIbn preparations. . . . . . . . . . . . . . . . . . .. . . . . . ' . . . . . . . . . .-„.„-. (each item to be separateIY specifiedy

2. Names, quaH6cations and ex ?erience of technical staR employed a>r manuhctwe and testing of Homoeopathic
medicines.

3. A fee of rupees ...__„___________ has been credited to the Government under the head of account
:...........................:__.. and the relevant Treasury ChaUaIV onHne uansaction slip is enclosed herewith.

Date............................................ Signature .__..____....-..--....--.-

a

O

(applicant)

Note: The application should be accompanied by a Plan of the premises.”;

(e) aBer FORM 24C, dre following FORMs shall be inserted, namely:-
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“FORM 24CI

(See rule 85BA)

APPLICATION FOR THE GRANT OF A LOAN LICENCE TO MANUFACTURE FOR SALE OR FOR
DISTREBUTION OF HOMOEOPATHIC MEDICINES

1. 1 / We+ ....._____._________.___. oF+___...............................................hereby apply for the grant of lanl licence
to manufacture the under mentioned Homoe6pathic mother tinctures/potentised preparations on the premises situated
at.......................................................... ................................_ Under the
CVo#

Names of the HomoeopatIIb preparations.............. . .. . ...........,......_...._.. (each item to be separately specified).

2. The names, qualifications and experience of technical staff actually connected with the manufacture and testing of
Homoeopathic medicines in the manufacturing premises.

3. 1/ We+ enclose,

(a) A true copy of a letter from me/us to the manufacturing concern whose manufactudng capacity is intended to be
utilized by me / us.

(b) A true copy of a letter from the manufacturing concern that they agree to ]end the services of their competent
technical staff, equipment and premises for the manufacture of each item required by me/us and that they shall
maintain the registers of raw mateIials and finished products separately in this behalf

(c) Specimen of labels, cartons of the drugs proposed to be manufactured for sale.
4. A fee of Rs _________.._._._..._._...__._.___ has been credited to Government under the head of account
_„______._._._..„_.„„ and the relevant Treasury Challan/online transaction slip is enclosed herewith.

Date ..._______.._________. Signature __.__.._._..-.. .........
+Enter here the name of the proprietor, padnas or Managing Director, as the case may be.

++ Eater here the name of the applicant fim and the address or the principal place of business.

# Enter here the name and address of the manufacturing concern where the manufacture will be actually carried out
and also the licence number under which the latter operates.

FORM 24-C-2

(See rule 85BB)

APPLICATION FOR THE CERTIFICATE OF GOOD MANUFACTURING PRACTICES FOR HOMOBOPATHIC
MEDICHqES MANUFACTURnqC UNnS.

1. 1 / We ____....___.....__.__._._._.. of...............:.....................................hereby apply for the grant of a Certificate of
Good Manufacturing Practices for Homoeopathic medicines manufacturing on the premises situated
at.

2. A fee of rupees ______.. ..„______ has been credited to the Goverrrment under the head of account
„„...________.____„_ and the relevant Treasury Challan/ online transaction slip is enclosed herewith.

l>ate............................................ SiWature ----------.---------
(applicant)

a

a
Note–The application should be accompanied by a Plan of the premises.”;

(D for FORM 25(; the following FORM shall be substituted, namely:-
“FORM 25C

(See rule 85D)

LICENCE TO MANUFACTURE FOR SALE OR FORDiSTREBtrHON OF HOMOEOPAUiIC MEDICnqES

No.ofLicence and dateofissue.....................................................................
I. ...„____.__..„__„___.___ is / are hereby licenced to manufacture the following Hoaroeopathic medicines on the
preaases situated a................................................................................................. under the direction and supervision
of the following competent technical staa –

Name ofHomoeopattic preparatioas.
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(Each item to be separately speci6ed)

2. Competent Technical staff (Names).

3. The licence shall be in force from _____.__________._______

4. The licence is subject to the conditions stated below and to such other conditions as may be specified in the Rules
for the time being in force under the Drugs and Cosmetics Act, 1940.

Date ................ Signature .___ ____

Designation __..,..___...

Conditions of Licence

1. Any change in the Technical staff named in the licence shall be forthwith reputed to the Licensing Authority.

2. This licence shall be deemed to extend to such additional items as the licencee may intimate to the Licensing
Authority Born time to time, and as may be ardorsed by the Licensing Authority.

3. The Hcencee shall inform the Licensing Authority in writing in the event of any change in the constitution of the
Blm operating under the licence. Where any change in the constitution of the Elm takes place, the current licence shall
be deemed to be valid for a maximum period of three months eoIn the date on which the change takes place unless,'in
the meantime, a &esh licence has been taken from the Licensing Authority in the name of the finn with the changed
constitution

a 4. The licence unless sooner suspended or cancelled shall remain valid perpetually. However, the compliance with the
conditions of licence and the provisions of the Drugs and Cosmetics Act 1940 (23 of 1940) and the Drugs Rules, 1945
shall be assessed not less than once in ave years or as needed as per ria based approach.

5. The licence is issued only aBer &d8Ument of the requiwannts of Good Manufactwing Practices (GMP) of
Homoeopathic medicines as laid down in Schedule M-1 of the Drugs.Rules, 1945.”;

(g) after FORM 25C, the following FORM shall be inserted, namely: -

“FORM 25-C-1

(See rule 85D)

LOAN LICENCE TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF HOMOEOPATHIC
MEDiCn(ES

1. Number ofLicence.................................dateofissue........................................
2 _._.__..._______..__...__.___..____. of .__._____.__.____.___._._ is hereby granted a loan licence to manufacture
for sale or diskibution of HomoeopMc medicines, on the premises situated at -„----.-----------.----.---.
C/o.................................................._under the direction and supervision ofthe following expert technical sUE

(a) Expert Technical staff (Names).....................................
(b) Name ofHomoeopattic prepuations.

a (Each item to be separately spmiaed)
3. The licence shall be in force from ...._„„__„„___.___._-

4. The licence is subject to the conditions stated below and to such other conditions as may be qpeci6ed in the Rules
for the time being in force under the Drugs and Cosrnetia Act, 1940.

Date ................ Signature ._ _......„._._„„
Designation ._____„..._

Conditions of Licence

1. Any change h ae technical sta# named in the licence shall be forthwith reported to the Licensing Authority.

2. This licence shall be deemed to extend to such additianal items as the hcencee may intimate to the Licensing
Authority &om time to time, and as may be endorsed by the LicensingAuthodtY.

3. The hcencee shall inform the Licensing Authority in writing in the event of any change in the constitution of the
Mm operating under ne licence. Where any change in the constitution of the film takes place, the cuaent licence shall
be deemed to be valid for a maximum period of three months Born the date on which the change takes place naIc:ssI in
the meantime, a &esh licence has been taken from the Licensing Authority in the name of the ErIn with the changed
constitution.
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4. The licence unless sooner suspended or cancelled shall remain valid perpetually. However, the compliance with the
conditions of licence and the provisions of the Drugs and Cosmetics Act 1940 (23 of 1940) and the Drugs Rules, 1945
shall be assessed not less than once in five years or as needed as per risk based approach.”;

(b) FORM 26C shall be omitted;

(i) after FORM 26C as so omitted, the following FORM shall be inserted, namely: -

“FORM 26C-1

(See nIle 85E;)

CERTniCATE OF GOOD MANUFACTURnfG PRACTICES (GMP) TO MANUFACTURER OF
HOMOEOPATIIIC MEDICINES

Certified that manufacturing unit licensee, namely .„„„_______Mated at _„.„.__„. State ...__..___...
Licence No __„.„______.._.. comply with the requirements of Good ManufactuIing Practices of homoeopathic
medicines as laid down in Schedule M-I of the Drugs Rules, 1945.

This certificate is valid for a period of five years and the Good Manufactnrhlg Practices (GMP) is valid for the various
dosage forms as follows:

Date :....... Signature...........

Place : . . ... Designation......

a Licensing Authority for homoeopathic medicines.”.

[F. No. T-11011/05/2019-DCC (AWSH)]
Dr. KOUSTHUBHA UPADHYAYA, Adviser (Ayurveda)

Note: The principal rules were published in the Gazette of India, vide, notification No. F. 28-10/45-H(1), dated the
21st December, 1945 and last amarded, vida, aoti£cadon number G.S.R 360 (E), dated the la July, 2024.
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