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IN THE SUPREME COURT OF INDIA
CIVIL ORIGINAL JURISDICTION

WRIT PETITION (CIVIL) NO. 645 OF 2022

IN THE MATTER OF:
INDIAN MEDICAL ASSOCIATION & ANR
...PETITIONERS

VERSUS

UNION OF INDIA & ORS.
.... RESPONDENTS

AFFIDAVIT IN TERMS OF ORDER DATED 23.04.2024 ON

BEHALF OF RESPONDENT NO. 1: UNION OF INDIA

I, B.K.Singh, S/o Late Shri Baleshwar Prasad, aged about 59
years, presently working as Joint Secretary, in the Ministry of

Ayush, New Delhi do hereby solemnly state and affirm as

fbllows: -

g74® x
: pendent No. 1 and as such, I am fully conversant with
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the facts and the circumstances arising in W. P. {C) 645 of

2022 (hereinafter referred to as “the Petition”) based on the

records of the case.

2. That 1 have gone through the contents of the Petition and
deny each and every one of the averments and allegations
contained therein save those that have been specifically

admitted herein.

3. That the answering respondent has filed the Counter
Affidavit and Additional affidavit to the present petition on
18.03.2024 and 08.04.2034 respectively. The present
Affidavi: is being filed in compliance of direction of this
Hon'ble Court vide its order dated 23.04.2024 in order to
clarify the position with regard to withdrawal of Rule 170 of

Drugs & Cosmetics 1940.

4. That the answering respondent is filling the present

additional affidavit and seeks the liberty of this court to file

additional affidavits if required.
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5. Is respectfully submitted that in the year 2018, the present

answering respondent vide gazette notification no. G.S.R.
1230 (E) on 24.12.2018 notified Rule 170 of the Drugs and
Cosmetic  Rules, 1945  regarding  prohibition  of
advertisements of Ayurvedic, Siddha or Unani Drugs. As per
Rule 170 of Drugs and Cosmetic Rules, 1945-
(1} The manufacturer or his agent, of Ayurvedic, Siddha
- or Unani drugs, shall not participate in the publication of
any advertisement relating to any drug for the use of
diagnosis, cure, mitigation, treatment or prevention of
any disease, disorder, syndrome or condition.
(2) The Ayurvedic, Siddha or Unani drug shall be
advertised for the purpose other than specified in sub-
rule (1) after the allotment of the Unique Idéntzﬁcation
Number.
(3) The manufacturer of the Ayurvedic, Siddha or Unani
" drug shall apply for the Unique Identification Number for
the advertisement issues or aired before this

notification, within the period of three months from the

/o “Dp.&\%
ARSI
| \‘101\ s
| red® JERRL
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submitted to State Licensing Authority or Drug

Controller specifying therein the claims such as textual
references, rational from the authoritative books,
indication(s), or use(s), evidence regarding safety,
effectiveness and quality of drug.
A copy of the Gazette Notification of Rule 170 of Drugs and
Cosmetic Rules, 1945 issued by Ministry of Ayush, dated
21.12.2018 is annexed herewith and marked as Annexure R-1
(Pg.1% to24).
6. The aforesaid Rule 170 of the Drugs & Cosmetics Rules,
1945 was challenged in proceedings before various High
Courts. The details of such proceedings challenging Rule 170

of the Drugs & Cosmetics Rules, 1945 before different High

Courts are as follows—

W.P. (C) 321/2019 & CM /

2. W.P.(C) 502/2019 & CM APPL.2375/201°

3. | W.P.[C) 505/2019 & CM APPL.2395/2019

W.P.{C) 985/2019 & CM APPL.4412/2019

W.F.{C) 5755 & CM APPL.20805/2020

W.P.(C) 15712 & CM APPL.48899-48900/2022




W.P (C) No.10079 of 2019

9. |W.P (C) No. 12426 of 2019

7. It is respectfully submitted that the Delhi High Court vide

order dated 15.01.2019 in W.P. (C) 321/2019 & CM APPL.
1529/2019, directed the answering respondent to not take
any coercive action against the petitioners till the next date of
hearing.
A copy of the Order dated 15.01.2019 in W.P. (C) 321/2019 &
CM APPL. 1529/2019, passed by the Delhi High Court is
annexed herewith and marked as Annexure R-2 (Pg._2& to
26).

8. It is respectfully submitted that the Delhi High Court vide
order dated 18.01.2019 in W.P(C)] 502,2018 & CM

APPL.2375-76/2019 and W.P.{C) 505/2019 & CM APPL.2385-

86/2019 clarified that the lead proceedings in these cases
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A copy of the Order dated 18.01.2019 in W.P.(C} 502/2019 &

CM APPL.2375-76/2019 and W.P.{C) 505/2019 & CM
APPL.2385-86/2019 passed by the Delhi High Court is annexed
herewith aiid inarked as ANNEXURE R-3 (Pg.27 to 28 ).

9. It is respectfully submitted that the Bombay High Court vide
order dated 11.02.2019 in W.P. (C} No. 289 of 2019, had
directed Respondent [Ministry of Ayush) not to take coercive
action against members of the petitioner's association.

A copy of the Order dated 11.02.2019 in W.P. (C} No. 289 of
2019 passed by the Bombay High Court is annexed herewith and
marked as ANNEXURE R-4 (Pg.>9 to %0).

10. It is respectfully submitted that the Kerala High Court vide

interim order dated 10.04.2019 in W.P. (C) 10079/2019,
directed the respondents not to take any coercive action
against the petitioner therein for a period of three months.
A copy of the Order dated 10.04.2019 in W.P. (C) 10079/2019
passed by the Kerala High Court is annexed herewith and marked
as Annexure R-S [Pg. 2! to 32].

11. It is respectfully submitted that Section 33-C of Drugs &

smetics Act. 1940 provides for constitution of Ayurveda,

Unani Drugs Technical Advisory Board (ASUDTAB), to

e Central Government and the State Governments on
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technical matters arising out of Chapter IV A ie. Provisions

relating to Ayurvedic, Siddha and Unani Drugs.

12. It is respectfully submitted that based on the
recommendation of expert committee to revisit Rule 170 of the
Drugs & Cosmetics Rules, 1945, in the meeting held on
15.03.2021 by ASUDTAB, a draft gazette notification was
placed before the ASUDTAB wherein Rule 170 was proposed to
be omitted. The ASUDTAB recommended for omission of Rule
170 of the Drugs & Cosmetics Rules, 1945, considering the
fact that whatever action is to be taken with respect to

- misleading advertisements of ASU drugs will be considered

under the Drugs & Magic Remedies (Objectionable

Advertisement) Act, 1954.

A copy of Minutes of the online Meeting of Ayurveda, Siddha and

Unani Drugs Technical Advisory Board (ASUDTAB) held on dated

15.03.21 is annexed herewith and marked as ANNEXURE R-6

[Pg. 35 to 7.

13.It is respectfully submitted that subsequent to this, the
Ministry of Ayush vide G.S.R no. 473(E) dated 02.07.2021

d published gazette notification of draft rules for the
PUSLIc
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A copy of the Gazette Notification issued by Ministry of Ayush,

dated 02.07.2021 is annexed herewith and marked as
ANNEXURE-R-7 {Pg.15 td3Q.

14. It is respectfully submitted that in the meeting held on

15.03.2021 by ASUDTAB, the then Drugs Controller General
of India, who is a member of ASUDTAB, has observed that “it
may not be appropoate to omit Rule 1707 regarding
“Prohibition of advertisements of Ayurvedic, Siddha or Unani
drugs” in anticipation of its inclusion tc the similar
provisions in the Drugs and Magic Remedies (Objectionable
Advertisements) Act, 1954.
A copy of Miautes of the Meeting of Ayurveda, Siddha and Unani
Drugs Technical Advisory Board (ASUDTAB) held on dated
27.06.2022 is annexed herewith and marked as ANNEXURE -R-
8 [Pg.!5 to?d].

15. It is respectfully submitted that the aforesaid Writ Petition
i.e. Writ Petition (C} 321 of 2019 came up for hearing before
the Delhi High Court wherein vide order dated 01.05.2023,
the High Court passed the following directions -

“l. On 16th February 2023, Mr. P. Chidambaram, learned




9
petitioners shall be satisfied in the event Rule 170 and

Form 26 E4 were re-examined by the respondents.

2. Today, Mr. Kirtiman Singh, learned counsel for the Union of
India on instructions states that the writ petitions of the
AYUSH stakeholders regarding Rule 170 of the Drugs and
Cosmetics Rules, 1945 will be placed before the Ayurvedic,
Siddha and Unani Drugs Technical Advisory Board (ASUDTAB)
for reconsideration

3. The statements made by learned counsel for the parties are
accepted by this Court and the parties are held bound by the
same.

4. With the view to balance the equities. This court directs that
any decision taken by the Union of India in pursuance to the
decision of ASUDTAB shall not be implemented for a period of
four weeks from the date of its communication to the learned
counsel for the petitioners. It is clarified that in the
interregnum, the interim made by the court shall be

continued.”

A copy of the Order dated 01.05.2023 in Writ Petition (C} 321 of
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16. It is respectfully submitted that in its last meeting held on

25.05.2023 abiding to the aforesaid direction of the Delhi
High Court to reconsider the matter of the Rule 170 of Drugs
and Cosnietics Rules, 1945, the ASUDTAB recommended to
proceed with final notification for omission of the Rule 170
and its related Forms mentioned in the D & C Rules, 1945.

A copy of the amendment in the Minutes of the Meeting of
Ayurveda, Siddha and Unani Drugs Technical Advisory Board
(ASUDTAB) held on dated 25.05.2023 is annexed herewith and
marked as ANNEXURE R-10 [Pg.:f}tog‘_].

17. It is respectfully submitted that after obtaining approval of
Hon’ble Minister on 19.07.2023, the draft of final notification
was sent to Ministry of Law & Justice for legal vetting. In this
regard, Ministry of Law & Justice had referred twenty-first and
twenty-third reports of Committee on Subordinate Legislation
and informed that after the pre-publication of a notification,
the final notification should be published within three months
if no objections/ suggestions are received and within six
months if large numbers of objections/ suggestions are

ived on the draft notification. Further, Ministry of Ayush
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18. It is respectfully submitted that as the process of final

gazette notification will take further time, in order to avoid
confusion among the various State/ UT SLAs and to prevent
avoidable litigations, Ministry of Ayush vide letter no. T-
13011/1/2022-DCC-Part (2) dated 29.08.2023 directed all
State/ UTs Licensing Authorities not to take any action
under Rule 170 of the Drugs & Cosmetics Rules, 1945 as the
final notification is under process.

A copy of the letter dated n9.08.2023 issued by the Ministry of
Ayush is annexed herewith and marked as ANNEXURE R-11
[Pg.2Ho — .

19. It is respectfully submitted that Ministry of Ayush vide
G.S.R no. 98(E) dated 02.02.2024 had published gazette
notification of draft rules for the objections or suggestions of
the stakeholders. These draft rules include the omission of
Rule 170 and its provisions.

A copy of Gazette Notification issued by the Ministry of Ayush,
dated 02.02.2024 is annexed herewith and marked as
ANNEXURE-R-12 [Pg%t0>H.

_That it is further respectfully submitted that Ministry of

ot

h\‘ts ﬁ%‘th;e _

omments of various stakeholders on the aforementioned
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gazette notification G.S.R no. 98(E}, dated 02.02.2024. The

report of the said expert committee will be placed before the

ASUDTAB in its upcoming meeting.

MOU BETWEEN MINISTRY OF AYUSH AND ADVERTISING
STANDARDS COUNCIL OF INDIA (ASCI)

21. That it is respectfully submitted that Ministry of Ayush had
signed a MoU with Advertising Standards Council of India
(ASCI) on 20.01.2017, to report misleading advertisements
related to Ayush systems in the print and electronic media.
The duration of this MoU was for a time period of one year
and later, this MoU was further renewed for a period of one
year i.e. from 01.04.2018 to 31.03.2019. In 2017-18, ASCI
reported 732 cases, and in 2018-19, 497 cases of misleading
Ayush advertisements. The reported cases were examined in
the Ministry and forwarded to respective State Licensing

Authority for taking necessary action.

REPORTING OF MISLEADING ADVERTISEMENT OF AYUSH
35Y NATIONAL PHARMACOVIGILANCE

ATION CENTRE.
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22. That it is respectfully submitted that in the year 2018, the

matter of misleading advertisement was included under the
umbrella of pharmacovigilance in addition to compiling and
reporting of Adverse Drug Reaction (ADR). The National
Pharmacovigilance Coordination Centre is established at All
India Institute of Ayurveda (AIIA) New Delhi along with Five
Intermediary Pharmacovigilance Centres (one each at National
Institutes in the cities of Jamnagar, Jaipur, Chennai,
Bangalore, and Kolkata), and 99 Peripheral Pharmacovigilance
Centres (PPvCs) established and functioning across the
country. These pharmacovigilance centres report misleading
advertisement to respective State/ UT au_thorities from time to
time. The National Pharmacovigilance Coordination Centre was
established at All India Institute of Ayurveda (AllIA} at New
Delhi along with Five Intermediary Pharmacovigilance Centres
{one each at National Institutes in the cities of Jamnagar,
Jaipur, Chennai, Bangalore, and Kolkata), and 43 Peripheral
Pharmacovigilance Centres (PPvCs). Thereafter, 21 new centres

“were approved in August 2019, 11 new centres in June 2020

99 Peripheral Pharmacovigilance Centres (PPvCs)

ed and functioning across the country. Year-wise data
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of  'misleading advertisement reported by National

Pharmacovigilance Coordination Centre along with action

taken, is as follows —

Name of the | |
State/ UT 2018120191 2020 | 2021 | 2022 | 2023 | 2024 | Total
Assam - 130 | 190 | 346 | 22 | 363 | 153 | 1204
Andhra
Pradesh - - 7 . 13 26 268 | 26 340
Bihar - - 2 6 5 | 9 5 78
Chattisgarh 6 67 | 77 78 52 | 74 26 | 380
Gangtok - - 2 7 - - - 19
Goa - - 0 | 36 10 1 - 47
Gujarat - 130 | 209 | 346 | 219 358 | 153 | 1415
Haryana - - 2 17 18 62 | 7 106
Himachal | r- ;
Pradesh 37 | 146 | 190 | 115 144 202 | 64 | 898
Imphal - - o 6 | 9 - - 15
Jammu &
Kashmir _ | 25 | 44 | 577 | 375 - 43 | 1064
Jharkhand - - - - 3 1 - 4
Karnataka 93 | 859 830 | 612 | 546 | 330 @ 149 | 3419
Kerala - 11 | 21 | 107 | 283 @ 191 . 30 | 643
Madhya '
Pradesh 26 | 242 | 517 | 731 | 727 | 554 | 236 | 3033
Manipur - - 0 2 7 4 2 15
Maharashtra | 16 | 264 @ 431 @ 538 | 466 | 548 | 97 | 2380
Meghalaya - - 0 27 7 12 4 50
Nagaland - - c 7 23 7 . 8 45
New Delhi 139 | 453 | 642 698 | 402 & 482 | 78 | 2894
Odisha - - 1 1 . 1 1 9 5 17
Punjab e - 37 321 | 183 | 200 7 748
Puducherry - 11 2 3 4 8 | - 28
Rajasthan 05 | 322 | 811 | 825 | 778 | 754 | 168 | 3683
T rotekim - - 3 4 6 13
é}}‘i@%u 9 | 803 739 782 | 767 | 866 | 264 | 4230
' Telagpana\ - 65 . 44 154 | 399 @ 334 | 128 | 1124
7/ & Tpu - - - - - 10 - 10
Sy : N A i
1o SUtgbiadesh | 13 | 261 | 207 § 243 | 259 304 | 90 | 1377
S /8
JQ-. qj}t{? 5\
™ GO\l\.
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Uttarakhand - 80 63 168 | 224 | 264 46 850
West Bengal 47 | 510 | 464 | 560 201 402 139 | 2323
411 |4249| 5347 | 7000 | 6192 | 6258 | 1781 | 31238

*Remaining: These are the advertisements that are seen on
various social media e-platforms. In such cases, a specific state
cannot be identified, however, recorded.

23. Action taken on misleading advertisements of Ayush drugs

as reported by State Licensing Authorities upto March, 2024 -

S.no. State Reported action taken by SLA
1 Karnataka 79
2 Madhya Pradesh 21
3 Rajasthan 206
4 | " Tamil Nadu 31
5 . 1 - Uttarakhand 12
6. 1.7 West Bengal | 5
e Total 354

24. In view of the above submissions, the answering respondent

humbly prays that the above affidavit be taken on record.

@aﬁiﬁr
DEPONENT

BISHWAJIT KUMAR SINGH

/Joint Secreian,

: Gn%;r Y Heer, g wos
Ministry of Ayush, Government o :,t:
30 W, Wk, el el R, e
Aopush Bawan, B-Bock, GPO Complex; INA, New Do
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VERIFICATION:

I, the deponent named above, do hereby venfy that the
contents of the above affidavit are believed to be true and
correct on the basis of the information derived from the
record of the case and nothing material has been concealed
%ihere from.

*\L & 06 WAy
$¢ Vernfied at ilﬁz EL&% n this the_ day of May, 2024.

&y
& ot e
o BEHWAJIT KUMAR SINGH

SO MAY W04

W HIBRM)oint Secretary
& et fuats pyenment of india,
o B e el ol =, o s
P Aot Bwan, B-Biock, GO Compiax, A, New Dol 23

L L ATTESFELT

“—{OTARY \E%C DELH!
Gow dia

Mob.: 665475848¢
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MINISTRY OF AYURVEDA, YOGA AND NATUROPATHY, UNANI, SIDDHA AND HOMOEOPATHY
NOTIFICATION
New Dethi, the 21st December, 2018

G.5.R 1230(E).~~Whereas the dreft of certain rules further (o amend the Drugs and Cosmetics Rules, 1945 was
published as required by sub-sectien (1) of section 33N of the Drugs and Cosmetics Act, 1940 (23 of 1940} in Part I,
Section 3, Sub-section (i} of the Gazette of India, Extraordinary, vide number G.5.R 396 (E), dated the 4™ April, 2016
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 copies of the Official Gazelte containing the said notification were made available to the

public;

and whereas, the said Gazette was made available to the public on the 4th April, 2016:

and whereas, objections or suggestions received from the public on the said draft rules have been considered by
the Central Government;

now, therefore, in exercise of the powers conferred by sub-section (1) of section 33-N read with clause {e) of sub-
section (2) of the said section of the Demgs and Cosmetics Act, 1940 (23 of 1940), the Central Government, after
consuliation with the Ayurvedic, Siddha and Unani Drmgs Technical Advisory Board, herehy makes the following rules
turther te amend the Drugs and Cosmetics Rules, 1945, namely:-

RULES
[. (1) These rules may be called the Drugs and Cosmetics {Eleventh Amendment) Rules, 2018.

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

2. Inthe Drugs and Cosmetics Rules, 1945, -
{i) after rule 169, following role shall be inseried, namely:-

“170 Prohibition of advertisements of Aymrvedic, Siddha or Unani drugs-

(n The manufactures or his agent, of Ayurvedic, Siddha or Unani drugs, shall not participate in the publication of
any advertisement relaring to any drug for iae use of diagnosis, cure. mitigation, treatment or prevention of any disease,

disorder, syndrome or condition.
(2) The Ayurvedic, Siddha or Unani drzg shall be advertised for the purpose other than specified in sub-rule (1) after
the allotment of the Unique Identification Number.

(€] The manafacturer of the Ayurvedic, Siddha or Unani drug shall apply for the Unigque Identificution Number for
the advertisement issued or aired before this notification, within the period of three months from the date of the

publication of this notification.
{4) The application for advertisement shall be rejected if,
(1) itis incomplete; or
(ii) the intended advertisement does not contain the contact details of the manufacturer; or

(i) the contents of the advertisement directly or indirectly tantamount to vulgarity or obscenity; or

@é?/



6 THE GAZETTE OF INDIA : EXTRAORDINARY [ParT II—SEC. 3(i)]

{iv) it refers to any Ayurved.c, Sicddha or Unani drug in terms which suggest or calculated to lead to the use of
that drug or medicine for the enhancement of height and dimensions or capacity of performance of male

or female sexual organs; or

(v) it depicts photographs or lestimonials of celebrities or government officials; or
(vi) it refers to any Government or Autonomous organization of the Government, or
(vii) it gives a false impression: about the true character of Ayurvedic, Siddha or Unani drug; or
(vil) it makes a misleading or exagzerated claim about the effectiveness of the said deug.

(3) The applicaticn for allotmen: of the Unique Identification Number for an advertisement shall be submitted in
Form 26 E-4 to the State Licensing Authority or Drug Controiler specifying therein the claims such as textual
references, rationale from the authoritative books, indication(s} or use(s), evidence regarding safety, effectivencss and

quality of the drug.

&) The application fee of nupees one thousand per advertissment shafl be deposited along with Form 26E4 and
other supperting documents.
(6] The application for the adveztisement shall be submitied to the Licensing Authority of the State where the

corporate office of the manufacturec is located, in case the Ayurvedic, Siddha or Unani drug is licensed for
manufacturing in more than one State.

(8) The State Licensing Author ty shall process the application (if required, in consultation with the concerned
technical experts) for disposal witkin thirty days from the date of receipt of application along with complete
information and shall allot Unique Idectification Number for the advertisement.

(9} The manufacturer of Ayurvedic, Siddha or Unani drug may appeal to the State AYUSH or Health Secretary for
the direction in case the application for aliotment of Unique Identification Number under sub-rule (8) is not disposed off
within the period of 30 days.

(10)  The applicant shall furnish the reguired information to the Licensing Authority o Drugs Controller as and when
called for, faiting which the application shall be rejected and the application fee shall stand forfeited.

(1) The State Licensing Authority or Drugs Controller on being satisfied with the application or otherwise, shall
record and convey in Form 26 E-5 the recorded contents of advertisement, reasons for rejection of application or any
clarification required from the applicact,

(12) The advertisement recorded 7v the Licensing Authority or Drugs Controfier in Form 26 E-5 shall be valid tifl
the date of validity of license to manufacture for sale of that drug and can be renewed thereafier,

(13} An appeal may be filed before the Central Government against the decision of the State Licensing Authority
wnder sub-rule (11) and the order of Central Government shall be firal and binding on the appellant and the State
Licensing Authority.

(14)  The State Government may tctify in the Official Gazette the officers of Ayucvedic, Siddha or Unani system to
nndertake the monitaring of the advestisements of Ayurvedic, Siddha or Unani drugs in the print, elecironic, internet
and audio-visual media znd maintain printed register as well as online register of the advertisements with appropriate
entries including those found inappropriate or invalid and action taken against such faulty advertiscments and the State
Government shall provide information of the advertisements to the Central Government on quarterly basis and also as

and when sought by the Central Goverzment.
s The State Licensing Authority may suspend or cancel the license of the manufacturer of the Ayurvedic, Siddha
or Unani drug as per the provisions of Rule 159, in case the directions given by the said authority is not complied.
(16) The Central Government shall, in the public interest, prohibit any advertisement of the Ayarvedic, Siddha or
Unani drugs, by notification in the Official Gazette.

(i) in Schedule A, after Form 26 E3, the following Forms shall be inserted, namely:-

W
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“FORM 26 E4
[See rule 170]
Application Form for Advertisement of Ayvurvedic, Siddha and Unani drugs

(Note: Application may be made only for one advertisement)

I...... (name of the applicant with designation)am the authorised signatory of................c (name
and full address of the manufacturing company) License nwmber............. valid up-to ... hereby apply for
consideration of following contents of the intended advertisement:

MName of the Contents of the Reference of Language of Medium of
Ayurvedic/Siddha/ advertizement indication(s) advertisement advertisement
Unani drug including . .
picture/audiof video (s) (pm:n]electmmc!
(Enclose copy) internet/
audio-visual)

The prescribed fee of rupees one thousand has been deposited to the Covernment under the head of
ACCOMDNE, .\ ev i eriee e e e and the relevant Treasury Challan is enclosed herewith,

Copies of the following documents are attached-
i) Valid license
ii) References of indications/claims
iif) Proof of safety
iv) Proof of efficacy
v} Quality standards
vi) Any other (please specify)

SIZNATUIE. ceriviiiveiirreaninniaens
(Applicant)
Address and contact details

FORM 26 E5
[See rule 170]
State Licensing Authority for Ayurvedic, Siddha or Unani Drugs
Name of the State or Union territory .......oovvvre
[Note: Out of (a), (b) and (¢) paras, only one shall be ticked and filled]

It is recorded that MfSe..coooeeeo.... (Name of the manufacturer / company)} situated at..........coennvivoai e
(Address), is holding Ayurvedic / Siddha / Unani drug manufacturing License Number ... ... valid upto ......... i
is conveyed that-

{(a} Following contents of the intended advertisement for the .......... (name of the drug) are noted in the register
vide Unique Identification Number .......oooooiriiiionnannn {Name of the State/ number/ year):-
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The advertisement contents as above are valid till the validity of the current license. Invalid advertisement or
any distortion in the contents of advertisement shall be liable for fegal action as per rules.

(b} Following clarification with relevant supporting information is needed within thicty days of issue of this
communication, failing which application shall be declined and application fes forfeited.-

{c) Application dated ....... is hereby declined due to following reason(s)-

Note: The permissivn shall not be reflected or shown in the advertisement in any form.
Dute: Seal of issuing Oificer (Signature and Name)
State Licensing Authority/Drug Contreller
Name of State or Union Termitory”.
[F.No.K.[1024/03/2013-DCC (AYUSH}]

P.N. RANJIIT KUMAR, Jt. Secy.

Foot Note.—The Principal Rules were published in Official Gazette of India vide Notification No. F.28-10/45-H(T),
dated 21% December, 1945 and was last amended vide notification G.5.R. No.1193(E) dated 12" December, 2018.

Uploaded by Dte. of Printing at Government of India Press. Ring Road, Mayapuri. New Delhi- 110064
and Published by the Controller of Publications, Delhi-110054. A L O K Digitally signed by
ALOK KUMAR

Date: 2019.01.02
KUMAR 15:55:42 +05'30
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* IN THE HIGH COURT OF DELHI AT NEW DELHI

+ W.P.(C) 321/2019, C.M. Appl. No. 1529-1530/2019

RECKITT BENCKISER INDIA PRIVATE LIMITED AND ORS.
..... Petitioner

Through:  Mr. Kapil Sibal, Senior Advocate
with Mr. Amar Gupta, Mr. R.
Jawahar Lal, Mr. Siddharth Bawa and

Mr. Shayamal Anand, Mr. Ashish
Joshi, Advocates

YEersus

UNION OF INDIA AND ANR.
..... Respondent

Through:  Mr. Ravi Prakash, Senior Standing
Counsel, Ms. Aakanksha Kaul, Ms.
Anshula Laroiya, Mr. Farman Al,
Mr. Akash Mohan, Advocate for UOI

CORAM:
HON'BLE MR. JUSTICE S. RAVINDRA BHAT

HON'BLE MR. JUSTICE PRATEEK JALAN

ORDER
% 15.01.2019

Issue notice of the petition as well as of the stay application to

the respondents.

Mr. Ravi Prakash, Senior Standing Counsel, accepts notice on

behalf of the respondents,

List on 20.02.2019.

o
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In the meanwhile, respondents are directed not to take any

coercive action against the petitioner till the next date of hearing.
S. RAVINDRA BHAT, J

PRATEEK JALAN, J

JANUARY 15,2019
pkb
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IN THE HIGH COURT OF DELHI AT NEW DELHI

W.P.(C) 502/2019 & CM Nos.2375-76/2019

MAGNET LABS PVT.LTD. ... Petitioner
versus
UNION OF INDIA AND ANR. ... Kespondents

W.P.(C) 505/2019 & CM Nos.2385-86/2019
MANKIND PHARMA LIMITED & ANR ... Petitioners
Versus

UNION OF INDIA & ANR ... Respondents

Present: Mr. R. Jawahar Lal, Mr. Siddharth Bawa and Mr.

%

Shyamal Anand, Advs. for petitioner.

Ms. Maninder Acharya, ASG with Mr. Kirtiman Singh,
CGSC along with Mr. Waize Ali Noor, Mr. Viplav
Acharya, Mr. Parth, Ms. Shruti Dutt, Mt. Prateek
Dhanda, Mr. Sahil Sood and Mr. Harshul Choudhary,
Advs. for UOL

CORAM:
HON'BLE MR. JUSTICE S. RAVINDRA BHAT
HON'BLE MR. JUSTICE PRATEEK JALAN

ORDER
18.01.2019

Issue notice to the respondents.

Mr. Kirtiman Singh, Central Government Standing Counsel

accepts notice on behalf of the respondents.

y

This Is a digitally signed order.

The authenticily of the order can be re-verified from Delhi High Cowst Order Fortal by scanning the OR code shrown above.
Tha Ordar is downloaded from the DHC Sarver on 06/05/2624 af 09:34-39



List on 20.02.2019.

In the meanwhile, the respondents are directed not to take any
coercive action against the petitioners till the next date of hearing.

It is clarified that the lead proceedings in these cases would be
W.P(C)No.321/2019, Reckitt Benckiser India Private Limited & Ors.
v. Union of India & Anr. It is open to the respondents to file counter
affidavit in W.P.(C)No.321/2019 and pleadings in
W.P.(C)N0.321/2019 shall be treated as the lead case for the purposes

of hearing.

S. RAVINDRA BHAT, J

PRATEEK JALAN, J
JANUARY 18, 2019
3j

o

This is a digitally signed order.

The authenticity of tive order can be re-verifled from Delhi High Cowurt Ovder Povtal by scanning the QR code shown above.
The Ordgr is downicaded fromt the DHC Server on DEATRZ024 at 093435
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IN THE HIGH COURT OF JUDICATURE AT BOMBAY
ORDINARY ORIGINAL CIVIL JURISDICTION

WRIT PETITION NO.289 OF 2019

Ayurvedic Drug Manufacturers
Association & Anr. ..Petitioners
V/s.
..Respondents

Union of India & Ors.

Mr.Virag Tulzapurkar, Senior Counsel
Mz.Nishad Nadkani, Mr.Pranav Sampa
Khaitan and Co. for the Petitioners.

a/w Mr.Adheesh Nargolkar,
t and Ms.Prajakta Joshi i/b

Mr.R.S. Apte, Senior Advocate i/b Mr.Girish J. Paryani for

Respondent No.1-Union of India.
Ms.Reeta Shastri, AGP for the Respondent-State.

CORAM : RANJIT MORE &
SMT.BHARATI H. DANGRE, JJ.

DATE : 11% FEBRUARY 2019

P.C.

1. Heard Mr.Tulzapurkar, learned senior counsel for the

petitioners for some time. Mr.Apte, learned senior counsel for

respondent No.1-Union of India, prays for time to take instructions

to file written submission. Time is granted. Stand over to 18"

March 2019,

2. Mr.Tulzapurkar, learned senior counsel for the

page 1 of 2
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7-wp-289-2019

petitioners pray for ad-interim protection. He submits that Delhi

High Court has granted interim protection in similar facts. He has
placed on record the interim order passed by the Delhi High Court.
This fact is not disputed by the learned senior counsel Mr.Apte,
appearing for respondent No.1. In view of the fact of the matrer, by
way of interim relief we direct that the respondent shall not take

coercive action against members of the petitioners association.

3. At this stage Mr.Tulzapurkar, learmned senior counsel for
the petitioners submits that there are 264 members of the
petitioners association and he will place list of the members on

record of this petition within a period of one week.

(SMT.BHARATI H. DANGRE, J.} (RANJIT MORE, J.)
/i’//
NS, Kanbte page 2 of 2
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IN THE HIGH COURT OF KERALA AT ERNAKULAM
Present:

THE HONOURABLE MR. JUSTICE SHAJI P.CHALY Wednesday, the 10th day of April
2019/20th Chaithra, 1941 WP(C) No.10079/2019(H)

PETITIONER

PANKAJAKASTHURI HERBALS (PVT) LTD.,
POOVACHAL, THIRUVANANTHAURAM-695 573,
REPRESENTED BY ITS MANAGING DIRECTOR,
DR.JHAREENDRAN NAIR

RESPONDENTS

1. UNION OF INDIA,
REPRESENTED BY THE SECRETARY TO GOVERNMENT,

MINISTRY OF AYURVEDA, YOGA AND NATUROPATHY, UNANI, SIDDHA AND

HOMEOPATHY (AYUSH) AYUSH BHAVAN,
B'BLOCK GPO COMPLEX, INA NEW DELHI-110 023.

2. STATE OF KERALA,

REPRESENTED BY ITS SECRETARY TO GOVERNMENT,
DEPARTMENT OF AYUSH, GOVERNMENT SECRETARIAT,
THIRUVANANTHAPURAM-695 001.

3. THE DEPUTY DRUGS CONTROLLER (AYURVEDA/SIDDHA/UNAND),
AROGYA BHAVAN, THIRUVANANTHAPURAM-695 001,

Writ Petition (civil) praying inter alia that in the circumstances stated in the affidavit filed along
with the WP(C) the High Court be pleased to stay all further proceedings pursuant to Exhibit P3,
pending disposal of the above Writ Petition.

This petition coming on for orders upon perusing the petition and the aflidavit filed in support of
WP(C) and upon hearing the arguments of M/S P. NANDAKUMAR, AMRUTHA SANJEEV,
S. ANEESH, Advocates for the petitioner, SRI. P. VIIAYAKUMAR, ASSISTANT SOLICITOR
GENERAL OF INDIA for respondent 1 and of SENIOR GOVERNMENT PLEADER for

respondents 2 & 3, the court passed the following:

e



SHAJI P. CHALY., J

W.P. (C) Nos. 10073, 10079 & 10927 of 2019
Dated this the 10th day of April, 2019

ORDER
These writ petitions are basically connected in respect of Ext. P2 Rules brought by the
Ministry of Ayurveda, Yoga and Naturopathy introducing prohibition of advertisements of
Ayurvedic, Siddha or Unani Drugs by incorporating Rule 170 to the Drugs and Cosmetic Rules.
1945, Therefore, | heard them together for the purpose of considering the interim relief sought
for by the petitioners.

2. Various contentions are raised by leamed senior counsel as well as counsel for the
petitioners and the learned counsel appearing for the respondents. However. I am of the
considered view that they are all larger questions to be adjudicated after counter affidavits are
received from the respondents. But taking into account the interim orders passed by various High
Courts in the subject issue, and other facts and circumstances. | am of the opinion that an interim
order can be passed. Therefore. the prohibitions contained under Rule 170 introduced to the
Rules will be subject to Rule 170 {2) and there will be a direction to the respondents that. if the
petitioners are carrying out the advertisements in accordance with law. and subject to orders
passed in the application submitted or hereafter submitted by them before the State Drug
Licensing Autho.ity seeking unique identification number as is contemplated under rule 170(2)
of rules 1945 no coercive action shall be taken against them, for a period of three months. [ also
make it clear that, the State authority will be at liberty to consider the applications for unique
identification number irrespective of the pendency of the writ petitions.

Respondents to file counter affidavit.
SHAJI P. CHALY, JUDGE

{True Copy)
ASSISTANT REGISTRAR

WP(C) No.16079/2019(H)

EXHIBIT P2: TRUE COPY OF NOTIFICATION DATED 04-04-2016 ISSUED BY IST
RESPONDENT.
EXHIBIT P3: TRUE COPY OF NOTIFICATION DATED 21.12.2018 ISSUED BY 1°'
RESPONDENT
This is the true copy of document
Marked as Ext. P in the W.P.

G\—r;l Advocate

~H Tive *a e CCF}‘#-



Minutes of the Meeting of Ayurveda, Siddha and Unani Drugs Technical Advisory Board
(ASUDTAB) held through Video Conferencing on 15th March, 2021 at 04:00 PM.

A meeting of the ASUDTAB was held through video conferencing on 15.03.2021 at
04:00 PM under the Chairmanship of Dr. Sunil Kumar, Director Gereral Health Services,

MoHFW. List of participants is placed at Annexure 1.

Dr. J.L. N. Sastry, CEO(NMPB), l/c Drug Policy Section and Secretary (ASUDTAB)
welcomed the Chairman, members of the Board, the co-opted members, Special invitees and the
participants and briefed the mandate and background of the Board and its last meeting. The
Chairman of the Board expressed his pleasure to chair the meeting online as the agenda items
framed for the meeting were quite relevant and very important as per the directions of the
Cabinet Secretariat to reduce compliance burden. He then requested Dr. J.L. N. Sastry to start the
agenda items one by one and asked the Board members to express their views independently so
as to take a considered view and make recommendations to the Government for consideration
with the permission of the Chair, Dr. J.L. N. Sastry discussed following agenda items and
outcomes of the meeting were as follows;

Agenda Item No.1: Confirmation of the last ASUDTAB meeting held on 21.5.2020.

The minutes of the last ASUDTAB meeting held on 21.05.2020 was circulated on
73.06.2020 to all members of ASUDTAB and co-opted members of ASUCTAB for information
and comments within 15 days. Since there were no comments received from the members and
hence the minutes were confirmed unanimously.

Agenda Item No.2: Action Taken Report (ATR) on the recommendations of ASUDTAB.

The action taken report was placed before the Board. Dr. Sastry explained all the ATR
one by one and following was recommended;

(2) Final Notification for the proposed merger of central appellate laboratories for
ASU&H drugs Pharmacopoieal Laboratories of Indian Medicine and Homoeopathy (PLIM and
HPL) into Pharmacopoica Commission of Indian Medicine & Homoeopathy has been vetted
from the Department of Legal Affairs and will be notified shortly.

(b) Inclusion and standardization of Ayush Kwath formulation under Ayurvedic, Siddha
and Unani Formulary and Pharmacopoiea have been published effective from 1st January, 2021

for regulation as classical/shastriye drug.

y
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(c) Standards of excipients as mentioned in IP. FSSAL BIS Act are already permitted for
ASU drugs as per Rule 169 of the Drugs and Cosmetics Rules, 1945. However it was also
discussed that the in-house standards for manufacturing of classical ASU drugs with the use of
excipients may be seen in the light of GMP provisions and no separate provision in the rules is
required.

{d) On account of divergent views on the exemption/relaxation for the use of permitted
sweeteners in place of sugar/jaggery in Avleha and Churmna formulations of ASU drugs in the last
meeting the matter is put up for further discussion at Agenda item no. 4.

{e) Necessary amendment in the Rule 161B of the Drug and Cosmetics Rules. 19435 will
be provided for Admis=ibility of Real Time Stability Study Data and/or Accelerated Stability
Study data for the licensing of ASU drugs.

(f) Regarding harmonizaticn of the mechanism. Forms, labelling template & timelines for
disposal of ASU drug manufacturers’ applications for license and formulations approval and
adoption of online system it was informed to the members that the e-aushadhi pontal is functional
and processing of application though this portal is betng brought under the D&C Rules, 1945, As
of now 33 State Licensing Authorities from 29 States have registered on the portal and more are
under process.

(g2) The marter of inclusion of Sowa Rigpa drugs under Drugs & Cosmetics Rules, 1945
was taken up by the subcommittee constituled for amendment in the Act and review committee
for amendment in the Rules and appropriate changes will be made in the Drugs and Cosmetics
Rules for inclusion of Sowa-Rigpa drugs. Accordingly Draft amendments is prepared and placed
at Annexure 3 1o the minutes.

Agenda Item No.3: Regulatory Compliances by ASU drugs Industry under Drugs and
Cosmetic Act 1940 & Rules 1945,

Dr. Sastry explained that as per directions of the Cabinet Secretaniat the necessity of
preparing action plan for reduction of compliance burden on business/citizens was initiated.
Ministry of AYUSH after thorough analysis of the Rules. Forms and Schedules under the Drugs
and Cosmetics Rules, 1945 have identified 35 compliances which can be reduced and
accordingly prepared a draft notification for consideration by the ASUDTAB members, before
secking public comments on the draft notification for implementation. Dr Sastry also highlighted
the salient reforms in the proposed action plan.

/sif/



The members discussed one by one the proposed amendment and unanimously supported
the action plan of the Ministry for reduction of compliance burden. The provision of perpetuity
of licenses as proposed was welcomed.

Accordingly Draft amendments of Ruies as notified on 17.3.2021 is placed as Annexure

2 to minutes.

Chairman of the board raised concern about the mushrooming of innumerable ASU
proprietary products in the market and will the token amount of mere Rs. 5000 for licensing of
proprietary products will curb such substandard products or not. He also suggested having a
strong regulatory mechanism to put a check on unethical practices. The Secretary of the board
informed that the hike in the product license fee will be utilised for generating product specific
license number and QR code in the State licensing process, which in turn will help in tracing and
taking action against the product and manufacturers not maintaining the standards.

Agenda Item No. 4: AYUSH specific suggestions for amendments in D&C Act 1940.

Dr. Sastry mentioned that in the Ministry a commiftee was constituted to provide
suggestions for amendments in D&C Act 1940 for AYUSH drugs. And Secretary of the board
requested the members to provide comments on the recommendations of the Committee and
accordingly draft amendmaent in the Act will be made.

Dr. C.K. Katiyar and Dr Thirunarayanan commented that the definition of integrated
medicine has no legal sanctity. New ASU drug, OTC Drugs definition should be firstly shared
for comments. The member did not support the recommendation of common DTAB for all type

of drugs.

Dr. Anil Khurana, DG, CCRH also insisted that the definitions/draft amendment under
each recommendation should be first proposed then only the members will be able to comment.

It was thus decided that the draft amendment will be circulated and comprehensive
comments will be taken. The Secretary of the Board informed the members that the idea of
placing it here was to let the members know that the amendment in the Act is also underway as
the amendment in the Rules have already been proposed for meeting up the action pian for
reducing the compliance burden and other matters.

Agenda Item No.5: Recommendations of Expert Committee and review committee for
amendments in the Drugs and Cosmetics Rules, 1945,



The Ministry of AYUSH has constituted an expert committee under the Chairmanship of
Prof. S.S. Savirkar. Chairman PCIM&H for considering the amendment to the Drugs and
Cosmetic Rule 1945 relating to provisions of Ayurveda. Siddha. Unant (ASU) drugs. The
recommendations of the expert committee were further placed before a review committee
constituted for preparing the drafi amendment to the Drugs and Cosmetic Rule 1945. The
members were requested to go through the draft amendment and provide their comments.

Dr C.K. Kativar enquired the concept of reducing the alcohol content in Asava and
Aristas under Rule 161 and Rule 168 from 12% 10 11.42% which was explained by the Secretary
of the Board and the proposed amendment was agreed as per the logic provided.

It was resolved viat to address the issue of artificial sweeteners. new dosage forms, new
indications etc, the provisions under Rule 138B needs to be revisited and accordingly the
comments of the members which emerged during the meeting will be considered in the draft
amendrment and will be circulated with the minutes of the meeting.

It was suggested that under Rule 157 for qualification of competent technical staff
involved in manufacturing of ASU drugs along with the proposed qualifications MD Bhaishajya
Kalpana/ Dravyaguna may also be considered.

The members welcomed the decision of omission of Rule 170. The Secretary of the
Board also informed the members that since the amendment in the Drugs and Magic Remedies
Act is also been taken up by the MoHFW and Ministry of AYUSH has sent the inputs/comments
after considering the representations from AYUSH industry and whatever action is to be taken
with respect to misleading advertisements of ASU drugs will be considered under DMR Act.

Some members also requested to include provision of test drug license for the purpose of
clinical trials or pre clinical research and third party manufacturing along with loan license. It
was also request :d by the members that the previous approved minutes of the ASUDTAB should
be uploaded on either c-aushadhi portal or ministry's website for public as is done by DTAB also
and it was unanimously agreed by the members and secretary of the board.

Accordingly Draft amendments is prepared and placed as Annexure 3 to minutes.

Agenda Item No. 6: Recommendations of Expert Committee of Homoeopathy drugs for
amendments in the Drugs and Cosmetics Rules, 1945.

Secretary of the board informed to the Chair and ASUDTAB members that as it was
resolved in the last ASUDTAB meeting that the Exert Committee on Homoeopathy will be
presenting its report and recommendations about technical matters of Homoeopathy drugs to
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ASUDTAB. It was also resolved in the last ASUDTAB meeting that henceforth the notifications
pertaining to amendment of the Drugs & Cosmetics Rules for Homoeopathy Drugs can be issued
by Ministry of AYUSH being the part of Central Government following the stipulated procedure
of interdepartmental consultation. Concurrence on the matter is also sought from Ministry of
Health and Family Welfare and in anticipation to it, the agenda of homoenpathy drugs and
subsequently draft amendment to homoeopathy rules will be a part of this raeeting.

The invited members from Homoeopathy side suggested that the recommendations of the
expert committee on homoeopathy has already been provided and it would be better if
amendment rules of homoeopathy be prepared and kept in draft form of rule and clause wise for
comments. Homoeopathy representatives also unanimously agreed that the Homoeopathy drug
matters be considered in ASUDTAB and accordingly ASU&HDTAB be constituted.

Accordingly, Draft amendments for Homoeopathy drugs rules as per the
recommendations of expert committee on Homoeopathy is also prepared and placed as Annexure
3 to the minutes.

It was also recommended by Director General CCRH to consider Homoeopathy
representation in the Pharmaexcil. It was informed by Secretary of the board that a separate
Ayush Export Council is underway and the recommendation will be considered in it.

Agenda Item No. 7: Recommendations of sub-committee for Sowa-Rigpa drugs for
amendments in the Drugs and Cosmetics Act, 1940.

The matter of inclusion of Sowa Rigpa drugs under Drugs & Cosmetics Rules, 1943 was
taken up by the subcommittee constituted for amendment in the Act and review committee for
amendment in the Rules. The members of the board unanimously adopted the proposal of
inclusion of Sowa-Rigpa in the Drugs and Cosmetics Rules alongwith the existing ASU rules.
Accordingly Draft amendments is prepared and placed at Annexure 3 to the minutes.

Agenda Item No. 8: Recommendations of sub-committee of ASUDCC for regulatory
guidelines for sale and sellers of ASU medicines products.

As of now there are no regulatory provisions for sale of ASU drugs in the Drugs &
Cosmetics Act, 1940 and Rules thereunder. Recommendations of the subcommittee of ASUDCC
for regulatory guidelines for sale and sellers of ASU medicines products were not adopted. The

members of the board instead recommended that voluntary online registration of sellers through
e-aushadhi portal may be initiated for selling ASU drugs containing Schedule E-1 ingredients
only. Such certificate may be issued without any cost with a validity period of one year.
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Agenda Item No. 9: Recommendations of ASUDCC for amendments of the existing GMP
provisions.

The members of the Board discussed the recommendations of ASUDCC for amendments
of the existing GMP provisions and expressed concern on the draft GMP guidelines for ASU
drug manufacturing submitted by the subcommittee of ASUDCC as the micro and small entities
may not be in a position to comply and then number of them will be more than 7000. Instead. the
members suggested that provision of GMP at two levels. Level (a) and Level (b) be prepared.
Level {a) the existing GMP provisions for micro and small entities and GMP provision as
recommended by the subcommittee of ASUDCC will be adopted as such for Level

{b) GMP for med‘ur: and large entities and placed at Annexure 4.
Agenda Item No. 10: Any other agenda with the permission of Chair.

Amendment in rule 158B of the Drugs and Cosmetics Rules, 1945: The members of
the board recommended that necessary amendments are required under Rule 158B of the Drugs
and Cosmetics Rules for bringing in clarity with respect to requirement of safety and efficacy
study of various raw materials, intermediates. extracts. volatile oils. aushadghanas etc prepared
both under ASU Classical and Proprietary medicines. It was also suggested that the new dosage
forms, new indications, new ingredients of ASU drugs should alse be defined for clarity under

this rule.
Accordingly. Draft amendments is prepared and placed at Annexure 3 1o the minutes.

The meeting ended with vote of thanks to the chair.
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Annexure 1

ATTENDENCE SHEET FOR THE MEETING OF AYURVEDA, SIDDHA & UNANI
DRUGS TECHNICAL ADVISORY BOARD (ASUDTAB) HELD ON 15th MARCH, 2021
AT 4:00PM ONLINE AT MICROSOFT TEAMS APP

Phone & Email

S. Name& address of ASUDTAB member
No.

1. Prof. Dr. Sunil Kumar, dghst@nic.in
The Director General of Health Services (Chairman
ASUDTAB) Nirman Bhawan, New Delhi-110011

2. Representative of Drugs Controller General of dei@nic.in
India, DCG(I) FDA Bhawan, Kotla Road, 1TO,

Delhi-110002

3. | Dr.J. L.N. Sastry, dpsjin.65@gov.in
CEO NMPB and Ve Head Drug Policy Section,

Ministry of AYUSH (Secretary ASUDTAB)

4. The Director, Tel: 033-22299541, Fax:033-
Central Drugs Laboratory. 3. Kvd Street Kolkatta- | 22299380
700016 Email: cdikol@gmail.com

5. Dr C K Katiyar, ck.kativar@emamigroup.com
CEO Health Care (Technical) Emami Ltd, 687, | +91 33 66136509
Anandpur EM Bypass, Koikata-700 007

6. | Dr. Rabinarayan Acharya, drrnacharva@gmail com
Professor and Head, Dept. of Dravyaguna, | Phone/Fax: 0288 2553936
I[PGT&RA Director Pharmacy, Gujarat Ayurved | Cell: 0.9924585855
University, Jamnagar, Gujarat, 361008

7. Dr. N. Kabilan, kabifan.n@tnmgrmu.ac.in
MIX(S), Ph.D., Professor & Head, Department of
Siddha, The Tamil NMNadu Dr.MGR. Medical
University, 69, Anna Salai, Guindy, Chennai-

600032

8. Shri. Sanjay Srivastav, mapplinoida@maharishiavurvedai
Maharishi Ayurveda Private Limited, Road No. 17- | ndia.com
18 NEPZ, Noida(U.P.)

9, Dr. L. Sivakumar, skmgmo(@gmail com
SKM Siddha and Ayurveda Company Ltd., | 6380937172
Saminathapuram, Erode, Tamilnadu

10. Shri Mohsin Dehlvi, dehlvim{@gmail.com
Dehivi Naturals, 125, F.ILE, Patpargarj Industrial
Area, Delhi-110092

11. Dr. T. Thirunarayanan, thiru64@gmail.com

Centre for Traditional Medicine & Research 4A,
4th  Cross  Street,  Mahalakshmi  Nagar

9444018158
91-44-22533399

Adambakkam, Chennai-600088




12.

Dr Anil Khurana,

Opp. D-Block, Janakpuri, New Delhi

anil23101961 @ email.com
Director General, CCRH. 61-63, Institutional Arca.

cerhindia@ email.com

13. Dr. GVR Joseph - avriosephfigmail.com
Joint Director, HPL f

14. | Dr.S.R. Chinta - sr.chintad@nic.in
Deputy Advisor(H) Ministry of AYUSH :

15. | Sh. 8.C. Gupta, ~ hpaofindia@ gmail.com
Secretary, Homoeopathic Pharmaceutical
Association of India And Dr. Mudita Arora. !
representing Homoeopathy Industry

16. Dr. Rachna Paliwal, - rachna.paliw ab’gnic.in
Assistan. Advisor(H.) Drug Policy Section

17. Dr. G.C. Gaur, Cdrge 955 @ email.com

Consultant Drug Policy Section
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Tao be published in the Gazette of India,
Extraordinary, Part [, Section 3, Sub-section (i)
Government of India
Ministry of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homeopathy

NOTIFICATION

MNew Delhi, dated the March, 2021

G.S.R.—The following drafi of certain rules further to amend the Drugs and Cosmetics Rules, 19435, which the
Central Government proposes to make, in exercise of the powers conferred by section 35-N of the Drugs and
Cosmetics Act, 1940 (23 of 1940), is hereby pubtlished as required by the said sec-ion, for the information ol all
persons likely to be affected thereby; and notice is hercby given that the objections or suggestions of the stakcholders
on the said draft rules will be taken into consideration after the expiry of a period of thirty days from the datc on
which copies of the Official Gazette in which this notification is published, are made available to the public;

Any objection or suggestion, which may be received from any person with respect to the said draft rules within the
period specified above, will be taken inte consideration by the Central Government;

Objections or suggestions, if any, may be addressed to the Secretary, Ministry of Ayurveds, Yoga and Naturppathy,
Unani, Siddha and Homoeopathy (AYUSH), AYUSH Bhawan, *B’ Block, GPC Complex, INA, New Delhi — 110025
or emailed af dec-ayush@nic.in,

DRAFT RULES

1. Short title, extent and commencement, ~

(13 These Rules may be called the draft Drugs and Cosmetics {Amendment) Rules, 2021.
{2) They shall come into force from the date of their final publication in the Official Gazette.

p In the Drugs and Cosmetics Rules, 1945 (hereinafier referred to be as the principal Rules) the title under
“PART XVI MANUFACTURE FOR SALE OF AYURYEDIC (INCLUDING SIDDHA) OR UNANI DRUGS™
shall be substituted, namely:- PART XV1 MANUFACTURE FOR SALE OF AYURVEDIC, SIDDHA OR UNAN!
DRUGS™

3. In rule 151, for the words” Ayurvedic (including Siddha)”, the following words shal. be substituted, namely-
"Ayurvedic, Siddha”.

4, The rule 153, shall be substituted with the following rule, namely,-

«153, Application for license to manufacture Ayurvedic, Siddha or Unani drugs.-(1) An application for the grant
of a ficence to manufacture for sale of Ayurvedic, Siddha or Unani drugs falling under clause (a) of section 3 of the
Act shall be made in Form 24D to the licensing authority along with a fee of rupees five thousand.

(2) An application for the grant of a licence to manufacture for sale of Ayurvedic, Siddha or Unani drugs failing
under clause (h) of section 3 of the Act shall be made in Form 24D to the licensing autharity along with a fee of

rupecs five thousand per product.

(3) The application shall be made through portal e-AUSHADHI (www.eanshadhi.gov.in) as per the format provided
in the said portal, pertaining to the license for manufacture for sale of Avurvedic, Siddha or Unani drugs.

Provided that this rulc shall not be applicable to licence obtained under Form 25D prior to the date of
commencement of this Amendment Rules, 2021. Such licence holders having a valid Good Manufacturing Practices
Certificate have to deposit a license retention fee of rupees five thousand for perpetuity of existing licence.”

5. The rule 153 A, shall be substituted by the following rule, namely,-—
 153A. Application for loan licence to manufacture Ayurvedic, Siddha or Unani drugs.- 1) An application for

the grant of a oan licence to manufacture for saleAyurvedic, Siddha or Unani drugs falling under clause {a) of section
3 of the Act shall be made in Form 24E 10 the licensing autherity along with a fee of Tupees five thousand.
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(2) An application for the grant of a loan licence (o manufacture for sale of Avurvedic. Siddha or Unani drugs falling
ander clause (h) of section 3 of the Act shall be made in Form 24 to the licensing autherity along with a fee of
rupees five thousand per product.

(3} The application shall be made through pertal e-AUSHADHI {www eaushadhi gov.in) as per the format provided
in the said portal, pertaining 10 the loan license for manufacture for sale of Ayurvedic. Siddha or Unani drugs.

Provided that this rule shall not be applicable to licence obtained under Form 23E prior (o the date of
commencement of this Amendment Rules, 2021, Such licence holders having a valid Good Manufacturing Practices
Cenificate of the manufacturing facilitics he intends to avail have to deposit a license retention fee of rupees five
thousand for perpetuity of existing licence.

Explanation—For the purpose of this rule, a loan licence means a licenee which a Licensing Authorily may issue 10
an applicant who does not have his own arrangements for manufacture but intends to avail lumself of the
manufacturing facilities owned by a licensee in Form 23-D:7.

6. Aficr rule 153A. the {oliowving rule shall be insered, namely,
“[53B. Application for Certificate of Good Manufacturing Practices for Ayurvedic, Siddha or Unani drugs
manufacturing unit-(1) Ao application for the grant of a Certificate of Good Manufacturing Practices for Ayurvedic,
Siddha or Unani drugs manufacturing unit shali be made in Form 24E-1 1o the licensing authority zlong with a fee of
rupees five thousand and inspection fee of rupees one thousand.

(2) Every application in Form 24E-1 shall be made for a unit having premises and other requirements as prescribed
under Schedule T.

(3} The application shail be made through portal e-AUSIADHI
{www.e-aushadhi.zov.in) as per the format provided in the said portal, pertaining 10 the Good Manufacturing
Practices for Avurvedic, Siddha or Unani drugs manulaciuring units.”.

7. The rule 154, shail be substituied with the following rule, namely. —

“}154. Form of liceace to manufacture Avurvedic, Siddha or Unani drugs. — (1) Subject o the conditions of rule
157 being fulfiiled. a licence to manufacture for sale of any Ayurvedic. Siddha or Unani drugs shall be issued in Form
351, The licence shall be issued within a peried of two months from the date of receipt of the application or from the
date of fulfilmentby the applicant of any shortcomings highlighted by the licensing authority as the case maybe.

(2) A licence under this tule shall be granted by the licensing authority after consulting such expert in Ayurvedic,
Siddha or Unani Systems of medicine as the case may be, which the State Government may approve in this behalf.

(3) The apulication shatl be processed through portal e-AUSHADHI
(www.e-aushadhi cov.in) and license in Form 2510 issucd enline as per the format provided in the said portal.”.

8. The rule 154A. shail be substituled with the foliowing rule, namely,- -
“154A. Form of loan licence to manufacture for sale of Avurvedic, Siddha or Unani drugs.—

{1} A loan licence to manufacture for salc of any Ayurvedic, Siddha or Unani drugs shali be issued in Form 25E. The
licence shall be issued within a period of twe montks from the date of receipt of the application or from the date of
fulfilment of shortcomings if any highlighted by the licensing authority as the case maybe.

{2) A licence under this rule shall be granted by the Licensing Authority after consulting such expert in Ayurvedic,
Siddha or Unani systems of medicine, as the case may be. which the State Government may approve in this behalf

(3) The Licensing Authority shall, before the grant of a loan licence, satisfy himself that the manufacturing unit
Licensed under Form 25 D has adcquate equipment, staff, and capacity for manufacture and facilities for testing, to
undertake the manufacture on behalf of the applicant for a lean licence.

€3] The application shatl be processed through portal e-AUSHADHI
(www e-aushadhi rov.in} and license in Form 258 issued online as per the format provided in the said portal ”.
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9. The rule 1535, shall be omitted.

10.The rule 155A, shalt be omitted,

11.¢5). In sub clause (1} of rule 155B for the words “for a period of five years” the words “in form 26 E-1” shall be

substituted.
(ii). The sub clause (2) shall be omitted.

12. The rule 156, shall be substituted with the following rule, namely, —
«1 56. Duration of licence—{1) A licence issued in Form 25D shall remain valid perpetually.

Provided that the licencee shall submits a self declaration of adherence to the conditions of license and the
provisions of the Drugs and Cosmetics Act and the Rules, every three years from the date of issue of license in form
25 D or from the date of submission of last self declaration as the case may be .

Further, provided that such self declaration should be made withip one month of completion of three years
from the date of issue of Ticense in form 25 D or from the date of submission of last self declaration as the case may,
and in the event of non submission of such self declaration, license shall be deemed to have been cancelled.”.

{3. The rule 156A, shall be substituted with the following rule, namely, —
«(46A. Duration of loan licence—{1) A loan licence issued in Form 25E shall remain valid perpetually.

Provided that the licencee, submite a self declaration of adherence to the conditions of license and the
provisions of the Drugs and Cosmetics Act and the Rules, every three years from the date of issue of license in form
35 E or from the date of submission of last self declaration as the case may be .

Further, provided that such self declaration should be made within one month of completion of three years
from the date of issue of license in form 25 E or from the date of submission of last self declaration as the case may,
and in the event of non submission of such self declaration license shall be deemed to have been cancelled.”.

14. After Tule 156A, the following rules shall be inserted, namely, —

«156AA. Duration of Certificate of Good Manufacturing Practices for Ayurvedic, 3iddha or Unani drugs
manufacturing umnits -(1) A certificate issued in form 26E-1 shall remain valid if the licencee deposits & certificate
retention fee referred to in sub-rule (2) before the expiry of a period of every succeeding five years from the date of
its issue, unless, it is cancelled by the licensing anthority.

(2) The certificate retention fee referred ta in sub-rule(1) shall be rupees two thousand.

(3) If the licensee fail to pay certificate retention fee on or before the due date as referred to in sub-rule (1), he shall
be liable to pay certificate retention fee alongwith 2 late fee calculated at the tate 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

certificate shall be deemed to have been cancelled.

of compliance.-(1) Before a certificate in Form 26E-1 is
hich the manufacture of drugs is proposed to be
inted by the State Government under
examine the establishment

156AB. Inspection for grant of license and verification
granted, the licensing authority shall cause the establishment in w
conducted or being conducted to be inspected by one or more inspectors appo
this Act, with or without an expert in the field concerned. The inspector of inspectors shall
intended to be used or being used for the manufacture of drugs.

(2) The establishment licensed under sub-rule (1) shall be inspected by the drug inspectors appointed by the State

Government under this Act to verify the self declaration of adherence to the conditions of license and the provisions
of the Drugs and Cosmetics Act and the Drugs and Cosmetics Rules not less than onc: in .hree years or as needed as

per risk based approach. Ei,,



(3) Provided the drug inspectors are allotied the ™ tion dty in a randomized manmer cnsuring same drug
inspector is not assigned inspection of a particular establishment consecutively for two terms of not fess than three
years duration.

156AC. Report by Inspectar.— (1) The Inspector ar Inspectors shall examine all areas of the premises. plant and
appliances and also inspect the process of manufacture intended 1o be employed or being employed along with the
means 1o be employed or being empioyed for standardizing and testing the drugs to be manufactured or being
manufactured and enquire into the professional qualifications of the 1echnical staff to be employed. He shall also
examine and verify the statcments made in the application in regard to their comectness, and the capability of the
applicant to comply with the requirements of competent technical staff, manufacturing plants, testing equipments and
the Requirements of Good Manufacturing Practices and the Requirements of Plant and Equipments as laid down in
Schedule T.

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

156AD.-Procedure of Licensing Authority.-{1) If the Licensing Authority after such further eaquiry,

if any, as he may consider necessary, is satisfied that the requirements of the Rules under the Act have been complied
with and that the conditions of the licence and the Rules under the Act shall be observed, he shall issue a licence
under this Part.

(23 If the Licensing Authorily is not satisfied, he shall issue a memorandum of shortcoming, and the conditions witich
must be satisfied before a licence can be granted and shali supply the applicant with a copy of the inspection report.
£3) Such memorandum of shortcomings as under sub-rule {2) is o be replied back by the applicant within two months
of issue of such memorandum.

(4) On non subsmission of requirements n sub-rule (2). the Licensing Authority shali 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 through portal e-
AUSHADHI {(www.e-aushaghi.gov.in).

1S6AE.- Further application after rejection. - If within a period of six months from the rejection of an application
for a licence or Certificate of Good Manufacturing Practices as the case may be, the applicant informs the Licensing
Authority that the conditions laid down have been satisfied and deposits an inspection fee of rupecs one thousand the
{icensing Authority may after causing a further inspection to be made, he is satisfied that the conditions for the grant
of a licence or certificate have been complicd with, issue a licence or centificate under this Pant.”.

15. In rule 157, (i, the words ~or renewed in Form 26-D" shall be omined.

(i) In sub clause (1) for the words “Ayurvedic (including Siddha)” the words “Ayurvedic, Siddha™ shall be
substituted.

(i) In sub clause (1A}, the words “or renewal” shall be omitted,

(iv) In sub clause (1D} for the words “period for renewal” the weords “perpetuity™; for the words “renewal” the words
“perpetuity”™; and for the words “Drugs and Cosmetics (4th Amendment) Rules, 20137 the words “Drugs and
Cosinetics Rules, 20217 shall be substituted.

{v) The proviso under sub clause (1D} shatl be omiited.

16. In rule 157A, the following provise “For this purpose the applicant shall submit the record online through portal
e-AUSHADHI {(www.e-aushadhi.gov.in) as per the format provided in the said portal.” shall be inserted.

17, Ia rule 158, the sub-clause {c) shall be substituted, namely, “(c) For this purpost the applicant and inspector shali
submit the record online through portal c-AUSHADHI (www.e-aushadhi.gov.in) as per the format provided in the

said portal.™ .



18. In rule 158A, the sub-clause (€} shall be substituted, namely, “(¢) The licenses shall maintain an Inspection Book
in Form 35 to enable an Inspector to record his impressions and the defects noticed.” The following sub-clause “For
this purpose the applicant and inspector shall submit the record online through portal e-AUSHADHI (www.e-

aushadhi.gov.in} as per the format provided in the said portal.”.

19.In rule 158C, the following proviso shall bc inserted, namely,- “For this purpose the applicant or licensing
authority shall apply or issue certificate online respectively through portal e-AUSHADHI (www.e-aushadhi.gov.in)

as per the format provided in the said portal,”.

20. In sub-rule (1} of rule 160B after the words “shail be granted in Form 48" the following words shalt be inserted,
namely,- “The licence shall be issued within a period of two menths from the dzte of receipt of the application or
from the date of fuifillment of shortcomings if any highlighted by the licensing authority as .he case maybe.”.

21. After rule 1607 the following rule shall be inserted, namely,—

«1 601 -Information to be nploaded by the licensee on online portsl.- () The applicant or licensce under this part
shall register with portal, e-AUSHADHI (www.e-ausnadhi gov.in) and upload information, as per the format
provided in the said portal, pertaining to license application, renewal, fests carried out and other such information as
required and shall be updated from time to time.

(2) The information uploaded by the licensce in the portal under sub-rule (1) shall be verified by the concemed

licensing authority.”.

22. The Form 24 D, shall be substitutcd, namely,—
“FORM 24D

{See rule 153)

Application for the grant of 2 licence to manufacture for sale of Ayurvedic, Siddha or Unani drugs

L L/ W 8 oooeoosssssessossssssssssssesssess OFocoreermnreiveiesmesseeeeencsnmssmssns ceseennse-NETE0Y 2pply for the grant of a licence to
manufacture Ayurvedic, Siddha or Unani drugs onthe premises Situated Al

..................................

2. Names of drugs categorized according to Schedule T to be mannfactured {with details)

3. Names, qualifications and experience of technical staff employed for manufacture and testing of Ayurvedic, S8iddha

Of Unanidrugs . .o eoreermeiomreccermrecenetaesrinnes

4. A fee Of TUPEES .oooooooeeresrcieeeeenee. has been creditcd to the Government wnder the head of account
oo, and the relevant Treasury Challan/ online transaction slip is enclosed herewith.

I 1 U SIGNATUTE 1vvvriiinerravnres o mssissnins

(applicant}

Note—The application should be accompanied by a Plan of the premises”

23. The Form 24 E, shaHl be substituted, namely,-

“FORM 24E
(Scerule 133A)

Appiication for the grani of a loan licence to manufacture for sale of Ayurvedic, Siddha or Unani drugs

;ﬁ/’



R R V= U UUUURUTUTURUPPUN « | SO RO PR UPUR P RUUTUUPOT hereby apply for the grant of a loan
licence to  manufacture  Ayurvedic, Siddha or Unani  drugs  on  the premises  situated

2. Names of drugs categorized according 1o Schedule T to be manufactured (with details).

3. The names, qualifications and experience of technical staff actually connecied with the manufacture and testing of
Ayurvedic, Siddha or Unani drugs in the manufacturing premises.

4,1/ We* enciose,

(a} A true copy of a letrer from me/us to the manufacturing concern whose manufacturing capacity is intended o be
utilized by me / us.

(b) A true copy of a letter from the manufacturing concern that they agree 10 lend the scrvices of their competent
technical staff, equipment and premises for the manufacture of cach item required by me/us and that they shall
maintain the registers of raw materials and finished products separately in this behalf.

(c) Specimen of labels, cartons of the drugs proposed 10 be manufactured.

S.0A fer of RS i e e has been credited to Govemment under the head of account
... and the relevant Treasury Chalian/online transaction slip is enclosed herewith.
D0e oo e e« SIGRGINFE

(applicant)

24. After Form 24 F the following Form, shall be inserted, namcly,-

“FORM 24E-}
{Sce rule 1538)
Application for the Cenificate of Good Manufacturing Practices for Ayurvedic, Siddha er Unani drugs manufacturing

units.

VLA W € e O e e e herehy apply for the grant of a Certificate of
Good Manufacturing Practices for Ayurvedic, Siddha or Unani drugs manufacturing on the premises situated

2. A fee of mpees s has been credited 10 the Government under the head of account
.. and the relevant Treasury Challan/ online transaction slip is enclosed herewith.

Date.. ..o SIENATUIC ..o smsee e
{applicant)
Note--The application shouid be accompanied by a Plan of the premises”
25. The Form 25D, shall be substituted. namely.-
“FORM 25D
{See ruie 154)
{.icence to manufacture for sale of Avurvedic, Siddha or Unani drugs
No. of Licence and date o ISSue. ... vvveit i
O DTN is / are hereby licensed to manufacture the following Ayurvedic, Siddha or Unani drugs
On the Premiscs SHUAED Al o s s e . under the direction and

supervision of the following competent technical staff: —
{2) Competent Technical staff (Namas).

(b} Names of drugs categorized as per Schedule T (each item to be separately specified).with Product Code/QGR Code
for each approved drug, f



2. The licence shall be in force from v

3. The licence is subject to the concitions 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 ...ooveeeverne-

Designation ............

**Conditions of Licence

1. Any change in the Technical steff named in the licence shall be forthwith reported to the Licensing Authority.

2. This licence shall be decmed to exiend to such additional items as the licensee may intimate to the Licensing
Authority from time to time, and as may be endorsed by the Licensing Authority.

4. The licensec shall inform the Licensing Authority in writing in the event of any change in the constitution of the
firm operating under the licence. Where any change in the constitution of the firm takes place, the current licence
shall be deemed to be valid for a maximum period of three months from the date on which the change takes place
unless, itt the meantime, a fresh licence has been taken from the Licensing Authority in the name of the firm with the

changed constitution.

S. The licence unless sooner suspenced or cancelled shall remain valid perpetually. However, the compliance with the
conditions of license and the provisions of the Drugs and Cosmetics Act 1940 (23 of 1940) and the Drugs and
Cosmetics Rules, 19435 shall be assessed not Jess than once in three years or as needed as per risk based approach.

6. The license is issued only after fulfillment of the requirements of Good Manufacturing Practices (GMP) of
Ayurveda, Siddha or Unani drugs as laid down in Schedule T of the Drugs and Cosmetics Rules, 1945, *

26. The Form 25E, shall be substituted, namely,-
“FORM 25E

{Sce ruie 154A)

Lopan Licenee to manufacture for sale Ayurvedie, Siddha or Unsri Cugs

1. Number of Licence. ....ovvoeeeniieeninines date of JSSUE... e vvevvr v
2 s ..ofl . U . is hereby granted a loan licence 1o manufacture
for sale Ayurvedlc, Slddha or Unam dmgs on 1he premlscs situated &t .o
ClOuemrirteerieeeseesoesssesessnnsmsonnn e dder the direction and supervision of the following cxpert techmcal staﬁ'

(a) Expert Technical staff (NAMES). ..o e

(b) Names of drugs categorized as per Schedule T (each item to be separately specified)

3. The licence shall be in force from ..o

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 Cesmetics Act, 1940.

Date covvviiinnnnn Signature ......cocceeeeeesn,

Designation ......ooooeeeeve

**Condifions of Licence

1. Any change in the technical staff named in the licence shall be forthwith reported to the L censing Authority.
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2 This licence shall be deemed to extend to such additional items as the licensce may intimate @ the Licensing
Authority from time to time, and as may be endorsed by the Licensing Authority, '

3. The licensee shall inform the Licensing Authority in writing in the event of any change in the congtitution of the
firm operating under the licence. Where any change in the constitution of the firm takes place, the current licence
shall ba deemed to be valid for a maximum period of three months from the date on which the change takes place
unless, in the meantime, a fresh licence has been taken from the Licensing Authority in the pame of the firm with the
changed constitution.

4. The licence unlcss sconer suspended or cancelled shall remain valid perpetuzally. However, the compliance with the
conditions of Jicense and the provisions of the Drugs and Cosmetics Act 1940 (23 of 1940) and the Drugs and
Cosmetics Rules, 1945 shall be assessed not less than once in three years or as nceded as per risk based approach.”™.

27 The Form 26 E2-1, shall be substituted, namely.-

“{FORM 26E2-1]
{See rule 158C)
State Drug Controller or Licensing Authority for Avurveda, Siddha and Unani Medicines
Name of the State or Union territory........
Free Sale Certificate
It is certified that Mis. .......(Name of the company)... ... situated at .......... {Address)
...................... is holding valid Ayurvedic/Siddha/Unani Drug Manufacturing License

Number............e.. and centificate of Good Manufacturing Practices for the
State or Union territory of ......

It is also certified that the manufaciuring plant situated at... ... (Address)....... in which the Ayurvedic or Unani or
Sidhha products are manufactured, conforms to the requirement of Good Manufacturing Practices and is subjected to
inspection as per rules.

“The firm has been permitted under License Number.......... to manufacture and market the following products (attach
list of products, if multiple) freely for sale in India under the provisions of the Drugs and Caosemtics Act, 1940 and
the rules thereunder,

{ Signature and Name)

State Drug Controlier/Licensing Authority
AGAIEES e
Name of State or Lonion termitory.. ....... .. I

2%. The Form 26E2-11, shall be substituted. nramely.-

*|FORM 26E2-H
{See rule 158C)
State Drug Controlier or Licensing Authority for Ayurveda, Siddha and Unani Medicines
Name of the State or Union territory........
Free Salc Certificate

&

L
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It is also certified that the manufacturing plant situated at........... {Address)....... in which the Ayurvedic or Unani or
Sidhha products are manufactured, conforms to the requirement of Good Manufacturing Practices and is subjected to

inspection as per rules,

The firm has been permitted under Loan License Number........... to manufacture and market the following products
(attach list of products, if multiple} freely for sale in India under the provisions of the Drugs and Cosmetics Act, 1940

{23 of 1940) and the rules thereunder.

(€] IO
$1) N
$15) T

Date :....... {Seal of issuing Officer) ... ... ... ... ... ...
: ( Signature and Name)

State Dvur, Controller/Licensing Authority

29. The Form 26 E3, shall be substituted, namely,-

“FORM 26 E3
(See rule 158C)
State Drug Controlier or Licensing Authority for Ayurveda, Siddha and Unani Medicines

Name of the State or Union territory........
Non-Conviction Certificate
1t is certified that M/s. ... . {Name of the company)........ situated at .......... (Registered
Address) .......co........... is holding valid Ayurvedic/Siddha/Unani Drug Manufacturing License Number............. in

Form 25D/25F and certificate of Good Manufacturing Practices/valid Good Manufacturing Practices certificate of
principal or original manufacturer for the State or Union territary of ............

As per the records of the State Drug Controlicr or Licensing Authority, as it may be, and affidavit (Annexure [) given
by the company, the firm has not been convicted under the Drugs and Cosmetics Act, 1940 (23 of 1940) and the rules
thereunder in the State or Union territory of ... ..., during the last three years of the issuing of this certificate,

This certificate shall be valid only for one year from the datc of issue.

Date :....... (Seal of issuing Officer) ... ... ooo o o et cn e

( Signature and Name}
State Drug Controller/Licensing Authority for
Ayurveda, Siddha and Unani Medicines.

AGAYeSS. oot e
Name of State or Union territory . _........

[ANNEXURE-1}

(Proforma of Affidavit 1o be executed on appropriate non-judicial stamp paper of minimum value and attested by
Notary Public)

(Name and address of the company)......from

------

1. That I, in the capacity of Authorized Signatory of ......
to depose and verify the present affidavit.

2. That 1 apply for Non-conviction Certificate on behalf of M/s. ..............

3. That I declare that [ am aware of the details of my organization and day to day activities from....1o....

-



D - 4. That [ hereby undertake that the Non-Conviction Certificate, if issued. will be utitized for the bona fide purposc
only.

$. 1 declare that the aforesaid firm is not convicled under the Drugs and Cosmetics Act, 1940 and rules thereunaer
during the last three ycars,

6. That 1t is my tue statement.

Stgnature of Deponent
Verification
Verifiedat......o..on {Place and State).............. today on this...............day
of.....{month)... {Year). ...that the contents of the above affidavit are true Lo my
Knowlzdge and belief anc no part of it is false and nothing has been cancealedtherefrom,
Signature of Deponent]
Witness with Address
1
P

FNa. T-11011/72021-DCCIAYLSH)

{Raoshan faggi)
Joint Secretary to the Government of India
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Teo be published in the Gazette of India,
Extraordinary, Part IT, Sectior 3, Sub-section (i}
Government of India
Ministry of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homeopathy

NOTIFICATION

New Delhi, dated the  April, 2021

G.S.R—The following draft of certain rules further 10 amend the Drugs and Cosmetics Rules, 1945,
which the Central Government proposes to make, in exercise of the powers conferred by section 33-N of
the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as required by the said section, for
the information of all persons likely to be affected thereby; and notice is hereby given that the objections
or suggestions of the stakcholders on the said draft rules will be taken into consideration after the expiry
of a period of thirty days from the date on which copies of the Official Gazette in which this
notification is published, are made available to the public;

Any objection or suggestion, which may be received from any person with respect to the said draft rules
within the period specified above, will be taken into cons ideration by the Central Government;

Objections or suggestions, if any, may be addressed to the Secretary, Ministry of Ayurveda, Yoga and
Naturopathy, Unani, Siddha and Homoeopathy (AYUSH), AYUSH Bhawan, ‘B’ Block, GFO Complex,
INA, New Delhi — 110023 or emailed at dec-ayush@nic.in.

DRAFT RULES

I. Short title, extent and commencement.

(1) These Rules may be called the draft Drugs and Cosmetics (Amendment) Rules, 2021.
(2) They shall come into force from the date of their final publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1943 (hercinafter referred to be as ihe principal Rules) rule
2(dd) shall be substituted namely-

“(dd) Homoeopathic medicines include any drug which is recorded m Homoecpathic provings or
therapeutic efficacy of which has been established through long ¢linical experience as recorded in
authoritative literature of Homoeopathy as mentioned in first and second schedule of the Act and which
is prepared according to the techniques of the official Homoeopathic Pharmacopoeia of India and abroad
and covers combination of ingredients of such Homocopathic medicines but does not include a medicine

which is administered by parenteral route.”

3. After rule 2 (ec) the following rule shall be inserted namely-

“(ed) “Registered Ayurvedic or Siddha or Sowa-Rigpa or Unani medical praciitioner” means a person -
(i} holding a qualification granted by an authority specified or notifted in the Schedules to the Indian
Medicine Central Council Act, 1970 (48 of 1970); or

(i) registered.or eligible for registration in a medical register of a State meant for the registration of
persons practising the Ayurveda of Siddha or Sowa-Rigpa or Unani system of medicine;”

4. After Rule 2 (h) following rulcs shall be inserted namely-

“(hh) Sowa Rigpa drugs .—— Sowa Rigpa drug includes all medicines intended for internal or exiernal
use Tor or in the diagnosis, treatment, mitigatton 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, specified in the First Schedule of the Drugs and Cosmetic
Act, 1940.

{hi) Sowa-Rigpa Proprictary medicine.- In relation to Sowa Rigpa systems of medicine all formufations
containing only such ingredients mentioned in the formulae described in the authoritative books of
Sowa Rigpa systems of medicine specified in the First Schedule, but does not include a medicine which
is administered by parenieral route and also a formulation included in the authoritative books as

specified in clause (hh).”




5. Under Rule 67A @

i. subrole (2) sholi be substitured namely .-

* (2) Application for t.e grant of a licence to sell, stock or exhibit or offer for sale or distribute
Homoeopathic medicines shall be madc in Form19-B to the Licensing Authority and shall be
accompanied by a fee of rupecs two thousand.

ii. subrule {3) shail be substituted namely- (3} The application shall be made through porntal e-
AUSHADHKI (www.e-aushadhi.gov.in} as per the formal provided in the said portal, perlaining to the
sale license of Homoeopathic Medicines.

Provided that this nule shall not be applicable 1o licence obtained under Form 20C or 20D prior to the
date of commencement of this Amendment Rules, 2021. Such licence holders have 1o deposit a Heense
retention fee of rupees one thousand for perpetuity of existing licence™

6. Rule 67C shall be substituted namely -

“67C., Forms of licences to sell drugs.-{1) A licence 10 sell, stock or exhibit or offer for sale or
distribute] Homoeopathic medicines by retail or by wholesale shall be issued in Form 20C or 28D as
the case may be.

¥orm of licence to manufacture Ayurvedic, Siddha or Unani drugs. — (1) Subject to the conditions of
rule 67F being fulfilled, a licence 1o sell, stock or exhibit or offer for sale or distribute} Homoeopathic
medicines by retail or by wholesale shal! be issued in Farm 20C or 20D as the case may be. The licence
shall be issued within a period of two months from the date of receipt of the appiication or from the date
of fulfillment bv the applicant of any shortcomings highlighted by the licensing authority as the case
maybe.

3) The appiication shall be processed through portal e-AUSHADH)]
{www.e-aushadhi.gov.in) and license in Form 20C or 20D issued online as per the format provided in
the said portal.”™

7. Rule 67E shali be substituted with the following rule namely.-

“&7E Duration of licences.(1} A licence issued in Form 20C or 200 shzll remain valid perpetuatly.
Provided that the licencee shall submits a self declaration of adherence to the conditions of

license and the provisions of the Drugs and Cosmetics Act and the Rules, every five years from the date

of issue of license in form 20C or 20D or from the date of submission of last sclf deciaration as the casc

may be .

Further, provided that such sclf declaration should be made within one month of completion of five

vears from the date of issue of license in Form 20C or 20D or from the date of submission of last seif

declaration as the case may, and in the event of non submission of such scif declaration, license shali be

deemed to have been cancetled.”

8. Rule 67EE shalil be orminted.

9. Second Proviso under Rule 67F shall be substituted namely.-

“Provided furthor that registered Homocopathic medical practitioner who is practising Homoeopathy in
the premises lice sed under 20C or 20D shall only prescribe medicines to his patients and not take part
in the retai sale of Homocopathic medicines.”

108. Subclausc 6 of Rule 67 shall be omirtted.
Accordingly appropriate changes will be made in the Form 198, 20C and 20D respectively.

t1. Rule 858 shall be substituted with the following rule namely.-

“85B. Application for liccace to mannfacture Homocopathic medicines.

{1) An application for the prant of a licence to manufacture for sale of Homoeopathic medicines falling
under clause {dd) of Rule 2 shall be made in Form 24C to the licensing authority along with a fee of
rupees five thousand.

{3) The application shall be made through portal e-AUSHADHI (www c-aushadhi.gov.in) as per the
format provided in the said portal, pertaining 10 the license for manufacture for sale of Homoeopathic
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inedicines.

Provided that this rule shall not be applicable to licence obtained under Form 25C prior to the datc of
commencement of this Amendment Rules, 2021. Such licence holders having factory premises
complying with the requirements and conditions as specified in Schedule M1 h=ve .2 deposit a license
retention fee of rupees five thousand for perpetuity of existing licence.”

12. Rule 85D shall be substituted with the following rule namely.-

«g5D). Form of licence to manufacture Homeopathic medicines. — (1) Subject to the conditions of
rule 85E being fulfilled, a licence to manufacture for sale of Homeopathic medicines shall be issued in
Form 25-C. The licence shall be issued within a period of two months from the date of receipt of the
application or from the date of fulfillment by the applicant of any shortcomings highlighted by the
licensing authority as the case maybe.

(2) A licence under this rule shall be granted by the licensing authority after consulting such expert in
Homoeopathic Sysiems of medicine as the case may be, which the State Government may approve in
this behalf.

(3) The application shall be processed through porial e-AUSHADHI {www.e-aushadhi.gov.in} and
license in Form 25C issued online as per the format provided in the said portal.”

13. In rule 85 E the words “or renewal” and “or renewed” shail be omitted.

14, The proviso to rule 85E namely “Provided that in case potentised preparations are made in a
Pharmacy holding licence in Form 20-C, the conditions (2) and (3) shall not apply. The licensee shall
ensure to the satisfaction of the Licensing Authority that the products manufacur=d bty it, conform to the
claims made on the label” shall be omitted.

15. Rule 8SEA shall be substituted with following rule namely.-
“85EA. Inspection for grant of licensc and verification of compliance.-(1) Before a GMP certificate

for License under Form 25C is granted, the licensing authority shall canse the establishment in which
the manufacture of drugs is proposed to be conducted or being conducied to be inspected by one or
more inspectors appointed by the State Government under this Act, with or without an expert in the field
concerned. The inspector or inspectors shall examine the establishment intended to be used or being
used for the manufacture of drugs.

(2) The establishment licensed under sub-rule (1) shall be inspected by the drug inspectors appointed by
the State Government under this Act to verify the seif declaration of adherence to the conditions of
license and the provisions of the Drugs and Cosmetics Act and the Drugs and Cosmetics Rules not less
than once in three vears or as needed as per risk based approach.

(3) Provided the drug inspectors are aliotted the inspection duty in a randomized manner ensuring same
drug inspector is not assigned inspection of a particular establishrent consecutively for two terms of not

less than three years duration.”

16. Rule 8SEB shall be substituted with following rule namely.-

«g5EB. Report by Inspector.— (1) The Inspector or Inspectors shall examine all ar~as of the premises,
plant and appliances and also inspect the process of manufacture intended tu be employed or being
emploved along with the means to be cmployed or being cmployed for standardizing and testing the
drugs to be manufactured or being manufactured and enquire into the professional qualifications of the
technical staff to be employed. He shal. also examine and verify the statements made in the application
in regard to their correctness, and the capability of the applicant to comply with the requirements of
competent technical staff, manufacturing plants, testing equipments and the Requirements of Good
Manufacturing Practices and the Requirements of Plant and Equipments as laid down in Sched ule M1,
(2) The Inspector shall forward a detailed descriptive report giving his findings on cach aspect of
inspection along with his recommendations after completion of his inspection in accordance with the

sub- rule (1), o the Licensing Authority.




17. Rulc 85EC shall be substitured with following nule ramely.-

“8SEC.-Proced:ire of Licensing Authority~{1) If the Licensing Authority after such further enquiry,

if any, as he may co.sider necessary, is satisfied that the requircments of the Rules under the Act have
been complied with and that the conditions of the licence and the Rules under the Act shall be observed,
he shall issue a hicence under this Part.

{2) If the Licensing Authority is not satisfied, he shall issue a memorandum of shortcoming, and the
conditions which must be satisfied before a licence can be granted and shall supply the applicant with a
copy of the inspection report.

{3) Such memorandum of shortcomings as under sub-rule (2) is to be replied back by the applicant
within two months of issue of such memorandum.

{4) On non submission of requirements in sub-rule (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 shal! intimate the applicant and process the application
through pontal e-AUSHADHI (www.e-aushadhi.gov.in).

18. Rule 85ED shali be substituted with following rule namely .-

“$5ED.- Further application after rejection. ~1f within a period of six months from the rejection of an
application for a licence or Centificatc of Good Manufacturing Practices as the casc may be, the
applicant informs the Licensing Authority that the conditions laid down have been satisficd and deposits
an inspection fee of rupees one thousand the Licensing Authority may after causing a further inspection
to be made, he i satisfied that the conditions for the grant of a licence or certificate have been complied
with, issue a licence ~r cerrificate under this Part.”

19, Rule 8SF shall be substituted with following rule namely.-
“§5F.- 156. Duration of licence—{1) A liccnce issued in Form 25C shall remain valid perpetually.

Provided that the licencce shall submits a sclf declaration of adherence 1o the corditions of
license and the provisions of the Drugs and Cosmetics Act and the Rules, every three years from the
date of issue of license in form 23 C or from the date of submission of last self declaration as the case
may be .

Further, provided that such self declaration should be made within one month of completion of
three years from the date of issuc of license in form 25 C or from the date of submission of last self
declaration as the case may, and in the event of non submission of such self declaration, license shaii be
deemed 10 have been cancelled.™

20. Rule 85G shall be ominted.

Accordingly appropriate changes will be made in the Form 24C and 25C, respectively.

21. inrule 137

(i) 1In sub clause (1A). for the words ~as per Schedule T7 the words “as per Schedule T,
Level (a* fc: a micro enterprise, where the investment in Plant and Machmnery or Egquipment
does not exceed one crore rupees and turnover does not exceed five crore rupees and a small
enterprise, where the investment in Plant and Machinery or Equipment docs not exceed ten
crore rupces and turnover does not exceed fifty crore rupees; Level (b) for enterprise, where the
investment in Plant and Machinery or Equipment exceeds ten crore rupees and turnover exceeds
fifty crore rupees.” shall be substituted.

(i1} sub clause (2Xb) shall be omitted.

(i) sub clause (2)c) shall be substituted namely-“(b) a graduaxc in Pharmacy (Ayurveda or
Siddha or Unani) or Pharmaceutical Chemistry of a University recognised by the Central
Government with experience of at least threc years in manufacturing of Ayurveda. Sidhha,
Unani drugs in a licensed manufacturing unit or MD Ras-shastra/Bhaishajya Kaipana/
Dravyaguna/Saidala/Gunapadam.

{iv) sub clause (2}{d) shall be omined.
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(v) sub clause (2)(e) shall be omitted.

22.Rule 158 (B)

i. in subrule I (A) for the words “Ayurvedic, Siddha and Unani Tibb system of medicine as
specified in the First Schedule;” following words “First Schedule cither by using the traditional
methods of manufacturing or by using the modern equipment / machinery. The methods of
technology transfer may be provided as the proof of no deviation from the original texts in the
form of a note at the time of new license application or at the time of perpetuity of existing

license;

In subrule I&A) following clausc may be inscrted namely -

“(ii.) The inércdients of ASU Drugs mentioned in the authoritative books of First Schedule are

of two categories viz., crude herbs / raw material; and intermediates / value added product/

extracts / vo]'atile oils / fixed oils ctc.

a. Raw Matcrial - Raw material is the plant, mineral/metal or animal material which is
harveste;k:l or collected and used in the formulation without subjecting them to processes
other than washing, cleaning, powdering etc.

b. Intermediztes / Value Added Products / Extracts / Volatile oils / Fixed oils —are the
semi processed raw material or processed raw material which is physically not identified
with the raw material, The following are the examples —

i.} Amla pishti, kwatha, and prakshepa chuma arc three different intermediates which will
g0 into Chyawanprash with sugar as the base. Asavarishtas and Ghrita-taila formats also
have similar intermediates in 2-3 stages.

ii.) Camphor, Kaitha, Kanyasar, Lavang tel, Chandan tel, Sesame o1l Chzulmoghra oil ete
are examples of VAPs, Volatile oils & Fixed ails,

(ifi.) Wherever, the Aushadh Ghana / Rasakriya or Kshirapaka or Taila-Ghrita are used in the
traditional method, the same may be recognized as traditional water extract or traditional milk
extract or traditionzl emulsion extract respectively. These will be scparately considered as
intermediates / value added products / semi-processed finished goods.”

ii. subrule 1 (B) shall be substituted namely-
[ (B) Patent and Proprictary Ayurvedic, Siddha, Unani medicines as defined under section

3(h)i) and also of fellowing subtypes-
(i) Raw Material — Any plant material which is harvested and used in the formulation

without subjecting them to processes other than washing, cleaning, powdering etc.

(i) Intermediates/Value Added Products/Extracts / Volatile oils / Fixed ofls — Semi
processed raw material or processed raw material which is physically not identified with the
raw material, They may be extracts made using solvents or super-critical extraction or any
other new method as may be developed through research.

(iii) Aushadh Ghana (Medicinal plant extracts - dryfwet) cxtract obtained either from
plant(s) mentioncd in books of First Schedule of the Act or from the herb(s) approved by

PCIM&H and/or ASUDTAB.

Provided that in case of preparations of [ntermediates / Value Added Products / Extracts /
Volatile oils / Fixed oils for 2 Pharmacy holding a valid GMP certificate issued under Form
26 E-1, the license under Form 25D or 25E shall not be required. Such manufacturers shal!

ensure voluntary registration with the Licensing Authority.

iii. In Table under subrule IL(A) column 2 row 4 after the words “as referred in” the words

“Section 3(a)” shall be inscrted.
iv. For the table under subrule i1 (B) the following shall be substituted namely-
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“8i Categury Ingredicent ' Indication  Safety study Experience/Evidence of i
i No. (s} : (s) : Effectivencss ;
I 2 3 i 4 | 5 ) 6
1 Published Proof of
! Literature .  Effectiveness
{A) Patent or Ingredicnts | Textual T Not Required | Of " Pre-clinical or
Proprietary ; from books ! Rationale  for one, two or ingredients ! Clinical Study as ‘

I ! medicinc as i of First - forone,  three ingredient | for one, per relevant :
mentioned in Schedule of - two or . mixtures / two or protocol for :
ruie 158 B and | D&C Act - three | combinations 1 three ~ Ayurveda, Siddha
in Section ' 19403) ingredient l ingredient  : and Unani drugs
3(h)(i) of the l mixgures / 1 mixtures / {Clinical Research
Act : combinatt - combinatio | Guidelines issued

ons ' nis by MoA on
| 31.03.2013; or
’ 1 ‘ _ Clinical Research
| I . Protocols of
‘ \ : " Central Council for
: : Rescarch in
: i Ayurvedic
: : ' Sciences; or OECD
-‘ \ guidelines; er '
‘ Indian Council of
: Medical Research
‘ gutdetines; or
' Schedule Y.
(B) Patent or Ingredients : Textual | Required if Required if ; Required if
Proprietary ' of Schedule : Rationale | published published  published iitcrature
medicine, with - E{1) of the literature is not  literature is . is not available.

2 | Ayurveda, Drugs and available not {Clinical Research
Siddha and Cosmetics {90 to 180 available Guidelines issued
Unani  Act, 1940) i toxicity of the by MoA on
ingredients of | E(1) ingredicnt © 31.03.2013; or
Schedule E(1) is mintmum. Clinical Research
of the Drugs [ Special toxicity Protocols of or
and Cosmetics l studies may be Clinical Research
Act, 1940 l provided on the Protocols of

. basis of the Central Council for J
i outcome of - Rescarch in

acute and/or | Avurvedic ;
i chronic toxicity | Scicnces; or OECD
studics guidelines; or

following the Indian Council of
OECD . Medical Research |
guidelines / guidelines; or
. Schedule Y. ! Schedule Y. J
(C)Patentor Ingredients . New Required if - Reguired if ! Required if |

Proprictary . from books " Indication  published published published literature

3 | medicine, with | of First literature is not | literature is _ is not available.
Ayurveda, | Schedule of ' | availabie not ! (Clinical Research
siddha and " D&C Act | (9010 180 available é Guidelines issued
Unani . 1940 or any | : toxicity of the ! by MoA on
ingredicnts | new ' " E(1) ingredient 31.03.2013; or
from books of | ingredient l ; is minimum. ~ | Clinical Research
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?

First Schedule | which is Special toxicity Protocols of or

of D&C Act accepted by studies may be Clinica! Research

1940 with new | PCIM&H provided on the Protocols of

dosage forms or | and/or basis of the Central Council for

new ingredients | ASUDTAB | outcome of Research in

or New acute and/or Ayurvedic

indications®* chronic toxicity Sciences; or OECD
studies guidelines; or
following the Indian Council of
OECD Medical Research
guidelines guidelines; or
/Schedule Y. Schedule Y.

Explanation.-For the purpose of this Rule

1) ‘New desage form’ means any dosage forms covered under the existing formulary or
pharmacopoeia (except parenterals)

2} ‘New ingredient’ means any ingredient which is not part of books of First Schedule but being
practiced / recommended by the registered practitioners of AYUSH systems which is
subsequently vetted by the PCIM&H and/or ASUDTAB.

3} ‘New indication’ means any indication which is not mentioned in the books of first schedule
either for the single ingredient or for a group of ingredients.

V. For registration with respect to Aushadh Ghana/extract of medicinal plant {dry or wet).

Sl. No. Category Ingredient (s) Indication (s)

1 : 2 3 _ 4

I (A) Agueous As per text As per text

2 {A-D : As per text or New New indication
3 {B) Hydro-alcohotic As per text or New As per text

4 (B-1) Hydro-alcoholic As specified New indication
5 {(C) Other solvent extract As specified As per text

6 {C-1) Other solvent extract As specified New indication
7 Supercritical extract etc As specified As per text

R Supercritical extract etc As specified New indication”

23 Rule 160A shail be substituted with the following rule namely.-

“160A Institutions for carrying ouf tests on Ayurvedic, Siddha and Unani Drugs and Raw
materials used in their manufacture on behalf of licensees for manufacture for sale of Ayurvedic,
Siddha and Unani drugs. All such institutions which have facilities as required for Quality Coatrol
Section as laid down under Schedule T and accredited by National Accreditation Board for Testing and
Calibration Laboratories (NABL) for the category of chemical and biological testing for identity, purity,
quality and strength of Ayurvedic, Siddha and Unani Drugs and raw materials will be notified as
approved drug testing laboratories for the purpose of this rule by the central government.

Provided the rule shall be applicable for approved laboratories under Form 48 from the date of
notification of the said rules cr from the date of next renewal of Form 48 whichever is earlier.”

24. Rule 160 B to J shall be omitted.

25. In subrule (2) of Rule 1618 the words “Real time” shall be substituted with “Real time and

accelerated”.

26. After rule 162A following rules shall be inserted namely.-
«162-AA. Controlling Authority. - (1) All Inspectors appointed by the Central Government shall be

under the control of an officer appointed in this behalf by the Central Government.
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(2) All Inspecio:s appointed by the State Government shall be under the control of an officer appointed
in this behalf by the S.ate Government.

{3) For the purposes of these rules an officer appointed by the Central Government under sub- rule (1),
or as the case may be, an officer appointed by the State Government under sub-rule (2), shaill be a
controliing authority.

162.AB: Qualification of a Contrelling Authority. -(1) No person shall be qualified o be a
Controlling Authority under the Act unless: -

(i) 2 graduate in Pharmacy (Ayurveda or Siddha or Lnani) or Pharmaceutical Chemistry of a University
recognised by the Central Government has cxperience in the manufacture or testing of drugs or
cnforcement of the provisions of the Act for a minimum period of five years or

(i) MD Ras-shastra/Bhaisajya Kalpana/Dravyaguna/Saidala’Gunapadam with a cxperience in the
manufacture or testing of drugs or enforcement of the provisions of the Act for a minimum period of
three years.”

27. In table under rule 188, for the words “129%” the words 11,42 %7 shalf be substituted.

28. The Rule 170 shall be omitted.
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SCHEDULE T
(See rule 157)

GOOD MANUFACTURING PRACTICES FOR AYURVEDIC, SIDDIIA AND UNANI
MEDICINES

The Good Manufacturing Practices (GMP) are prescribed as follows in Part I and Part II to
ensure that:

(i) Raw Materials used in the manufacture of drugs are authentic and of prescribed quality as
per pharmacopeia standard and are free from contamination.

(ii) The manufacturing process is as has been prescribed to maintain the standards.

(iii) Adequate quality control measures are adopted.

(iv) The manufactured drug which is released for sale is of acceptable quality.

(v) To achieve the objectives listed above, each licensee shall evolve methodology and pro-
cedures for following the prescribed process of manufacture of drugs which should be docu-
mented as a manual and kept for reference and inspection.

PART1
PREMISES AND MATERIALS.

1. GENERAL REQUIREMENTS:-
1.1 Location and Surroundings- The factory building shall be so situated and shall have

such construction as to avoid risk of contamination from external environment including open
sewerage, drain, public lavatory and any factory which produces disagreeable or obnoxious
odour or fumes or excessive soot, dust, smoke, chemical or biological emissions.

1.2 Building & Premises- The buildings used for factory shall be such as to permit manufac-
turing of drugs under hygienic conditions and should be free from cobwebs and in-
sects/rodents. Tt should have adequate provision of light and ventilation. The floor and the

walls should not be damp or moist.
The premises used for manufacturing, processing, warchousing, packaging, labelling

and testing purposes shall be-

(I) Compatible with other manufacturing operations that may be carried out in the same or

adjacent premises.
(1) Machineries and equipment shall be at least 1.5 meter apart to allow orderly and logical

placement of equipment, materials and movement of personnel so as to:

(a) avoid the risk of mix-up between different category of drugs or with raw materials,

intermediates and in-process material;
(b) avoid the possibilities of contamination and cross-contamination by providing

suitable arrangements;
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(II1) Designed/constructed/ maintained to prevent entry of insects, pests, birds, vermins and
rodents. Interior surface {walls, floors and ceilings) shall be smooth and free from cracks and
permit easy cleaning, painting and disinfection.

(IV) Air-conditioned be equipped, where prescribed to control environmental factors, for the
operations and dosage forms under production. The production and dispensing area shall be
well lighted, effectively ventilated, and air control facilities (wherever applicable) and may
have proper Air handling units (wherever applicable) to maintain conditions including tem-
perature and, humidity (wherever necessary), as defined for the relevant product. These con-
ditions shall be appropriate to the category of drugs and nature of operation. These conditions
shall also be suitable to the comforts of the personnel working with protective clothing, prod-
ucts handled, and operations undertaken within them in relation to external environment.
These areas shall be regularly monitored for compliance with required specifications;

(V) Provided with proper drainage system in the processing area. The sanitary fittings and
electrical fixtures in the manufacturing area shall be proper and of adequate size and so de-
stgned as to prevent back flow and/or prevent insects and rodents entering the premises.

(V1) Fumace/Bhatti section could be covered with tin roof with proper ventilation, but suffi-
cient care should be taken to prevent flies and dust.

(VII) Fire safety measures and proper exits should be provided.

(V1) Drying Space: - Separate space is required for drying of raw material, in process medi-
cine or medicines which require drying before packing. This space shall be protected from
flies/insects/dust etc., by proper flooring, wire mash window, glass panels or other material
and shall permit easy & effective cleaning and dis-infection.

(IX) Same manufacturing Facility/ Store shall not be used for any purpose other than manu-
facturing of Ayurveda, Siddha and Unani Drugs.

1.3 Water System- There shall be validated system for treatment of water drawn from own
or any other source to render it potable in accordance with standards specified by the Bureau
of Indian Standards or Local Municipality, as the case may be, so as to produce Purified Wa-
ter conforming to Pharmacopoeial specification. Purified Water so produced shail only be
used for all the operations except washing and cleaning operations where potable water may
be used. Water shall be stored in tanks, which do not adversely affect quality of water and
ensure freedom from microbiological growth. The tank shall be cleaned pericdically and rec-
ords shall be maintained by the licensee in this behalf.

1.4 Disposal of Waste- From the manufacturing section and laboratories the waste water and
the residues which might be prejudicial to the workers or public health shall be disposed off
with the requirements of Environment Poliution Control Board.
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2. WAREHOUSING AREA:

2.1 Adequate areas shall be designed to allow sufficient and orderly warchousing of various
categories of materials and products like raw materials and packaging materials, intermedi-
ates, bulk and finished products, products in guarantine, released, rejected, returned or re-
called, machine and equipment spare parts.

2.2 Warehousing areas shall be designed and adapted to ensure good storage conditions. They
shall be clean, dry and maintained with acceptable temperature limits. Where special storage
conditions are required (e.g. temperature, humidity), these shall be provided, monitored and
recorded. Storage areas shall have appropriate house-keeping and rodent, pests and vermin
control procedures and records maintained. Proper racks, bins and platforms shall be provid-

ed for the storage of materials.

2.3 Receiving and dispatch bays shall protect materials and products from adverse weather
conditions.

2.4 Where quarantine status is ensured by warehousing in separate earmarked areas in the
same warehouse or store, these areas shall be clearly demarcated. Any system replacing the
physical quarantine, shall give equivalent assurance of segregation. Access to these areas
shall be restricted to authorized persons.

2.5 There shall be separate sampling area in the warehousing area for raw materials and ex-
cipients. If sampling of active components is performed in any other area, it shall be conduct-
ed in such area to prevent contamination, cross- contamination and mix-up.

2.6 Segregation shall be provided for the storage of rejected, recalled or returned materials or
products. Such areas, materials or products shall be suitably marked and secured. Access 10
these areas and materials shall be restricted.

2.7 Highly hazardous, poisonous and explosive materials such as Poisonous drugs and sub-
stances presenting potential risks of abuse, fire or explosion shall be stored in safe and secure
areas. Adequate fire protection measures shall be provided in conformity with the rules of the

concerned civic authority.
2.8 Printed packaging materials shall be stored in safe, separate and secure area.

2.9 Sampling and dispensing of sterile materials shall be conducted under aseptic conditions,
which shall also be performed in a dedicated area within the manufacturing facility.

2.10 Regular checks shall be made to ensure adequate steps are taken against spillage, break-
age and leakage of containers.

2.11 Rodent treatments (Pest control) should be done regularly and at least once in a year and

record maintained.



2.12 Storage containers for raw material, intermediates and finish goods shall be of food
grade/non- reacting material.

3. PRODUCTION AREA:-
3.1 The production area shall be designed to allow the production preferably in uni-flow and
with logical sequence of operations.

3.2 Working and in- process space shall be adequate to permit orderly and logical positioning
of equipment (at least 1.5 meter in between) and materials and movement of personnel
to avoid cross- contamination and to minimize risk of omission or wrong application of any
manufacturing and control measures,

3.3 The Production area shall be washable and with clean airflow to avoid the risk of cross-
contamination.

3.4 Pipe-work, electrical fittings, ventilation openings and similar service lines shall be de-
signed, fixed and constructed to avoid [accumulation of dust). Service lines shall preferably
be identified by colours and the nature of the supply and direction of the fiow shall be
marked/indicated.

4. ANCILLARY AREAS: -
4.1 Rest and refreshment rooms shall be separate from stores & production areas. These areas
shall not lead directly to the manufacturing and storage areas.

4.2 Facilities for changing, storing clothes and for washing and toilet purposes shall be easily
accessible and adequate for the number of users. Toilets, separate for males and females,
shall not be directly connected with production or storage areas. There shall be written in-
structions for routine cleaning and disinfection of such areas and records maintained.

4.3 Maintenance workshops shall be separate and away from production areas. Whenever
spares, changed parts and tools are stored in the production area, these shall be kept in dedi-
cated rooms or lockers. Tools and spare parts for use in sterile areas shall be disinfected be-
fore these are carried inside the production areas.

S. QUALITY CONTROL AREA: -

5.1 Quality Control. - Every licensee is required to provide facility for quality control sec-
tion in his own premises. Quality Control Laboratories shall be independent of the production
areas. The test shall be as per the Ayurveda, Siddha and Unani Pharmacopoeial standard in-
cluding Microbiology, Aflatoxins. Heavy Metals as and where applicable. Where the Phar-
macopoeial standards are not available, the test should be performed according to the manu-
facturers' specification or other information available which shall be duly verified by the state
licensing authority. The quality control section shall verify all the raw materials (Identifica-
tion and analysis), monitor in-process quality $hecks and control the quality of finished prod-
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uct being released to finished goods store/warehouse. The quality control section shall have
the following facilities: -

(1) There should be at least 100 sq. feet area for quality control section.
(II) There should be at least facility for physico-chemical analysis.

(IIT) There should be provided facility for microbiology and other parameters through sophis-
ticated instruments apalysis etc in own premises or through Government approved public
testing laboratory.

(IV) The design of the laboratory shall take into account the suitability of construction mate-
rials and ventilation. Separate air handling units and other requirements shall be provided for
microbiological and sophisticated instruments testing areas. The laboratory shall be provided
with regular supply of water of appropriate quality for cleaning and testing purposes.

(V) Quality control laboratory shall be divided into separate sections i.e. for physico-
chemical, microbiology and sophisticated instruments analysis. This shall have adequate area
for basic installation and for ancillary purpose. The microbiology section shall have arrange-
ments such as airlock and laminar air flow work station, whenever considered necessary.

(VD) For identification of raw drugs, reference books and reference samples should be main-
tained.

(VID) To verify the finished products, At least three sample of each pack size as controlled
samples of finished products of each batch will be kept till the expiry date of product.

(VIID) To supervise and monitor adequacy of conditions under which raw materials, semi-
finished products and finished products are stored.

(IX) Keep record for establishing shelf life and storage requirements of the drugs.

(X) Manufacturers who are manufacturing patent and proprietary Ayurveda, Siddha, and
Unani medicines shall provide their own specification and control references in respect of
such formulated drugs which shall be duly verified by state licensing authority.

(XI) The standards for identity, purity and strength as given in respective pharmacopoeias of
Ayurveda, Siddha and Unani systems of medicines published by Government of India shall

be complied with.

(XII) Quality control section will have a minimum whole time employee of: -
(a) Expert in Ayurveda or Siddha or Unani medicine who possesses a degree qualification
recognized under Schedule II of Indian Medicine Central Council Act 1970 or Pharmacy

(Ayurveda/Unani), awarded by a recognized University,
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(b) Chemist, who shall possess at least Bachelor Degree in Science or Pharmacy or Pharmacy
{Ayurveda or Siddha/Unani), awarded by z recognized University; and

(c) Botanist/ Pharmacognosist, who shall possess at least Bachelor Degree in Science (Medi-
cal) or Pharmacy or Pharmacy (Ayurveda) or Diploma in Unani Pharmacy/Diploma in Phar-
macy (Ayurveda) (with at least one year experience) awarded by a recognized University.]

(X11I) The manufacturing unit shall have a quality control section. Alternatively, these quality
control provisions will be met by getting testing from a recognised laboratory for Ayurveda,
Siddha and Unani drugs; under Rule 160-A of the Drugs and Cosmetics Act for certain pa-
rameters. The manufacturing company will maintain all the record of various tests got done
from outside recognised laboratory. Quality control facility for physicochemical parameters
and some basic test is mandatory required.

(XIV) List of equipment recommended for in-house quality control section alternatively, unit
can get testing of certain parameters done from the Government approved laboratory).

{A) CHEMISTRY SECTION (B) | PHARMACOGNOSY SECTION
1. | Alcohol Determination Appa- { 1. | Microscope Binocular.
ratus{complete set)
2. | Volatile Oil Determination| 2. | Dissecting Microscope.
Apparatus.
3. | Boiling Point Determination | 3. | Research Electronic Microscope attached
Apparatus. with system
4. | Melting Point Determination | 4. | Microtome.
Apparatus.
5. | Refractometer. 5. ; Stage Micrometer
6. | Polarimeter. 6. | Physical Balance.
7. { Viscometer. 7. | Camera Lucida (Prism and Mirror Type)
8. | Tablet Disintegration Appa- | 8. | Chemicals, Dies & Reagents etc.
ratus.
9. | Moisture Meter. 9. | Slides & Giassware
10. | Muffle Fumace. 16. ! Tray Dryer
11. | Electronic Balance. 11. | Aluminium Slide Trays.
12. | Magnetic Stirrer. 12. | Grinder Machine
13. Hot Air Oven. 13. | Jucer Machine
14. | Refrigerator, 14. | Clevenger Apparatus
15. | Glass/Steel Distillation Appa- | 15. | Soxhlet Apparatus
ratus,
16, |LPG Gas Cylinders with! 16. | Supercritical Fluid Extraction Unit
Bumers.
17. | Water Bath (Temperature | 17. | Percolator
controiled.)

18. | Heating Mantles/Hot Plates. 18. | Magnifying Lens Glass 10x
\

|
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19. | TLC Apparatus with all ac- | 19. | Dissection Box
cessories(Manual)

20. | Paper Chromatography appa-
ratus with accessories.

21. Sieve size 10 to 120 with
Sieve shaker.

22. | Centrifuge Machine,

23. | Dchumidifier.

24. | pH Meter.(Digital)

25. | Limit Test Appa-
ratus.(Arsenic)

26. | Homogenizer

27. | Dissolution Apparatus

28. | Thermometer

29. | Stop watch

30. | Physical Balance

31. | Digital Weighing Balance
(Weight in mg)

32, | Micronizer

33. | Pastel & Mortar

6. QUALITY CONTROL SYSTEM:- Quality control shall be concerned with sampling,
specifications, testing, documentation, release procedures which ensure that the necessary
and relevant tests are actually carried and that the materials are not released for use, nor
products released for sale or supply until their quality has been judged to be satisfactory. It is
not confined to laboratory operations but shall be involved in all decisions concerning the
quality of the product. It shall be ensured that all quality control arrangements are effectively
and reliably carried out. The department as a whole shall have other duties such as to estab-
lish, evaluate, validate and implement all Quality Control Procedures and methods.

6.1 Every manufacturing establishment shall establish its own quality control laboratory (at
least for physico-chemical analysis) managed by qualified and experience staff.

6.2 The area of the quality control laboratory may be divided into Physico-Chemical, Instru-
mentation and Microbiological.

6.3 Adequate area having the required storage conditions shall be provided for keeping refer-
ence samples. The quality control department shall evaluate, maintain and store reference

samples.

6.4 Standard operating procedures shall be available for sampling, inspecting and testing of
raw materials. intermediate bulk finished products and packing materials and, wherever nec-

essary, for monitoring environmental conditions.
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6.5 There shall be authorized and dated specifications for all materials, products, reagents and
solvents including test of identity, content, purity and quality. These shall include specifica-
tions for water, solvents and reagents used in analysis.

6.6 No batch of the product shall be released for sale or supply until it has been certified by
the authorized person(s) that it is in accordance with the requirements of the standards laid
down.

6.7 Reference/retained samples from each batch of the products manufactured shall be main-
tained in quantity which is at least twice the quantity of the drug required to conduct all the
tests, except sterility and pyrogen/ Bacterial Endotoxin. The retained product shall be kept in
its final pack or simulated pack for a period of three months after the date of expiry.

6.8 Assessment of records pertaining to finished products shall include all relevant factors,
including the production conditions, the results of in-process testing, the manufacturing (in-
cluding packaging) documentation, compliance with the specification for the finished prod-
uct, and an examination of the finished pack. Assessment records should be signed by the in-
charge of production and countersigned by the authorised quality control personnel before a
product is released for sale or distribution.

6.9 Quality control personnel shall have access to production areas for sampling and investi-
gation, as appropriate.

6.10 The quality control department shall conduct stability studies of the products as per Rule
161-B to ensure and assign their shell life at the prescribed conditions of storage. All records
of such studies shall be maintained.

6.11 The in-charge of Quality Assurance shall investigate all product complaints and records
thereof shall be maintained.

6.12 Each specification for raw materials, intermediates, final products, and packing materi-
als shall be approved and maintained by the Quality Control Department. Periodic revisions
of the specifications shall be carried out wherever changes are necessary.

6.13 Pharmacopoeia, Standard testing procedures (STP), reference standards, reference mate-
rials and authoritative & technical books, as required, shall be availabie in the Quality Con-
trol Laboratory of the licensee.

7. PERSONNEL: -
7.1. The manufacture shall be conducted under the direct supervision of competent technical
staff with prescribed qualifications and practical experience.

i
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7.2 The head of the Quality Control Laboratory shall be independent of the manufacturing
unit. The testing shall be conducted under the direct supervision of competent technical staff

who shall be whole time employees of the licensee.

7.3. Personnel for Quality Assurance and Quality Control operations shall be suitably quali-
fied and experienced.

7.4 Written duties of technical and Quality Control personnel shall be laid and followed
strictly.

7.5 Number of personnel employed shall be adequate and in direct proportion to the work-
load. 7.6 The licensee shall ensure in accordance with a written instruction that all personnel
in production area or into Quality Control Laboratories shall receive training appropriate to
the duties and responsibility assigned to them. They shall be provided with regular in-service
training.

8. HEALTH, CLOTHING AND SANITATION OF WORKERS: -

8.1 Prior to employment, ail personnel, shall undergo medical examination including eye ex-
amination, and shall be free from Tuberculosis, skin and other communicable or contagious
diseases. Thereafter, they should be medically examined periodically, at least once a year.
Records shall be maintained thereof. The licensee shall provide the services of a qualified
physician for assessing the health status of personnel involved in different activities.

8.2 All persons prior to and during employment shall be trained in practices which ensure
personnel hygiene. A high level of personal hygiene shall be observed by all those engaged in
the manufacturing processes. Instructions to this effect shall be displayed in change- rooms
and other strategic locations.

8.3 No person showing, at any time, apparent illness or open lesions which may adversely
affect the quality of products, shall be allowed to handle starting materials, packaging materi-
als, in-process materials, and drug products until his condition is no longer judged to be a
risk.

8.4 All employees shall be instructed to report about their illness or abnormal health condi-
tion to their immediate supervisor so that appropriate action can be taken.

8.5 Direct contact shall be avoided between the unprotected hands of personnel and raw ma-
terials, intermediate or finished, unpacked products.

8.6 All personnel shall wear clean body coverings appropriate to their duties. Before entry
into the manufacturing arca, there shall be change rooms separate for each sex with adequate
facilities for personal cleanliness such as wash basin with running water, clean towels or hand
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dryers, soaps, disinfectants, etc. The change rooms shall be provided with cabinets for the
storage of personal belongings of the personnel.

8.7 Smoking, eating, drinking, chewing or keeping plants, food, drink and personal medicines
shall not be permitted in production, laboratory, storage and other areas where they might ad-
versely influence the product quality.

9. MANUFACTURING OPERATIONS AND CONTROLS: -

9.1 All manufacturing operations shall be carried out under the supervision of technical staff
approved by the concerned state Licensing Authority. Each critical step in the process relat-
ing to the selection, weighing and measuring of raw material addition during various stages

shall be performed by trained personnel under the direct personal supervision of approved
technical staff.

The contents of all vessels and containers used in manufacture and storage during the various
manufacturing stages shall be conspicuously labelled with the name of theproduct, batch
number, batch size and stage of manufacture. Each label should beinitialied and dated by the
authorised technical staff.

9.2 Precautions against mix-up and cross-contamination:

9.2.1 The licensee shall prevent mix-up and cross-contamination of drug material and drug
product (from environmentai dust) by proper arrangements, status labelling and cleaning.
Proper records and Standard Operating Procedures there of shall be maintained.

9.2.2 To prevent mix-ups during production stages, material under process shall be conspicu-
ously labelled to demonstrate their status. All equipment used for production shall be labelled
with their current status.

9.2.3 Packaging lines shall be independent and adequately segregated. It shall be ensured that
all lefi-overs of the previous packaging operations, including labels, cartons and caps are
cleared before the closing hour.

9.2.4 Before packaging operations are begun, steps shall be taken to ensure that the work ar-
ea, packaging lines, printing machines, and other equipment are clean and free from any
products, materials and spillages. The line clearance shall be performed according to an ap-
proximate check list and recorded.

9.2.5 The caorrect details of any printing (for example of batch numbers or expiry dates) done
separately or in the course of the packaging shall be r?checked at regular intervals. All print-
ing and overprinting shall be authorized in writing. i
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9.2.6 The manufacturing environment shall be maintained at the required levels of tempera-
ture, humidity and cleanliness.

9.2.7 Authorised persons shall ensure change-over into specific uniforms before undertaking
any manufacturing operations including packaging.

9.2.8 There shall be segregated secured areas for recalled or rejected material and for such
material which are to be reprocessed or recovered.

10. SANITATION IN THE MANUFACTURING PREMISES: -

10.1 The manufacturing premises shall be cleaned and maintained in an orderly manner, so
that it is free from accumulated waste, dust, debris and other similar material. A validated

cleaning procedure shall be maintained.

10.2 The manufacturing areas shall not be used for storage of materials, except for the mate-
rial being processed. It shall not be used as a general thoroughfare.

10.3 A routine sanitation program shall be drawn up and observed, which shall be properly
recorded and which shall indicate-

(a) specific areas to be cleaned and cleaning intervals;

(b) cleaning procedure to be followed, including equipment and materials to be used for
cleaning; and

() personnel assigned to and responsible for the cleaning operation.

10.4 The adequacy of the working and in-process storage space shall permit the orderly and
logical positioning of equipment and materials so as to minimize the risk of mix-up between
different pharmaceutical products or their components to avoid cross contamination, and to
minimise the risk of omission or wrong application of any of the manufacturing or control

steps.

10.5 Production areas shall be well lit, particularly where visual on-line controls are carried

out.

11. RAW MATERIALS:

11.1 The licensee shall keep an inventory of all raw materials to be used at any stage of man-
ufacture of drugs and maintain records.
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11.2 All incoming materials shall be quarantined immediately afier receipt or processing. All
matenals shall be stored under appropriate conditions and in an orderly fashion to permit
batch segregation and stock rotation by a ‘first in/first-out’ principle. All incoming materials
shall be checked to ensure that the consignment corresponds to the order placed.

11.3 All incoming materials shall be purchased under valid purchase vouchers. Wherever
possible, raw materials should be purchased directly from the producers/farmers.

11.4 Authorized staff appointed by the licensee in this behalf, which may include personne!
from the Quality Control Department, shall examine each consignment on receipt and shali
check each container for integrity of package and seal. Damaged containers shall be identi-
fied, recorded and segregated.

11.5 If a single delivery of material is made up of different batches, each batch shall be con-
sidered as a separate batch for sampling, testing and release.

11.6 Raw materials in the storage area shall be appropriately labelled. Labels shall be clearly
marked with the following information:

(1) designated name of the product and the internal code reference, {where applicable), and
analytical reference number;

(11} manufacturer's / Supplier’s name, address and batch number;

(I1T) the status of the contents {e.g. quarantine, under test, released, approved, rejected); and
(IV) the manufacturing date, expiry date and re-test date.

11.7 There shall be adequate separate areas for materials "under test”, "approved" and "re-
jected" with different standard colour label and arrangements and equipment to allow dry,
clean and orderly placement of stored materials and products, wherever necessary, under con-
trotled temperature and humidity.

11.8 Containers from which samples have been drawn shall be identified.

11.9 It shall be ensured that all the containers of raw materials are placed on the raised plat-
forms/racks and not placed directly on the floor, care may be taken to handie the following
different categories of raw materials: -

{I). Raw material of metailic origin.

(1I). Raw material of mineral origin.

(IIf). Raw material from animal source. \



(IV). Fresh herbs.

(V). Dry herbs or plant parts

(V). Excipients etc.

(VID). Volatile oils/perfumes and flavours

(VIID). Plant concentrates/extracts and exudates/resins.

12. EQUIPMENT:-

12.1 Equipment shall be located, designed, constructed, adapted and maintained to suit the
operations to be carried out. The layout and design of the equipment shall aim to minimise
the risk of errors and permit effective cleaning and maintenance in order to avoid cross-
contamination, build-up of dust or dirt and, in general, any adverse effect on the quality of
products. Each equipment shall be provided with a logbook, wherever necessary.

12.2 Balances and other measuring equipment of an appropriate range, accuracy and preci-
sion shall be available in the raw material stores, production and in-process control operations
and these shall be calibrated and checked on a scheduled basis in accordance with Standard
Operating Procedures and records maintained.

12.3 The parts of the production equipment that come into contact with the product shall not
be reactive, additive or adsorptive to an extent that would affect the quality of the product.

12.4 To avoid accidental contamination, wherever possible, non-toxic/edible grade lubricants
shall be used and the equipment shall be maintained in a way that lubricants do not contami-
nate the products being manufactured.

12.5 Defective equipment shall be removed from production and Quality Control areas and
appropriately labelled.

13. DOCUMENTATION AND RECORDS: -

13.1 Documents designed, prepared, reviewed and controlled, wherever applicable, shall
comply with these rules.

13.2 Documents shall be approved, signed and dated by appropriate and authorized persons.

13.3 Documents shall specify the title, nature and purpose. They shall be laid out in an order-
ly fashion and be casy to check. Reproduced documents shall be clear and legible. Docu-
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ments shall be regularly reviewed and kept up to date. Any alteration made in the entry of a
document shall be signed and dated.

13.4 The records shall be made or completed at the time of each operation in such a way that
all significant activities concerning the manufacture of pharmaceutical products are traceable.
Records and associated Standard Operating Procedures (SOP) shall be retained for at least
one year after the expiry date of the finished product.

13.5 Data may be recorded by electronic data processing systems or other reliable means, but
Master Formulae and detailed operating procedures relating to the system in use shall also be
available in a hard copy to facilitate checking of the accuracy of the records. Wherever doc-
umentation is handled by electronic data processing methods, authorized persons shall enter
modify data in the computer. There shall be record of changed and deletions. Access shall be
restricted by passwords or other means and the result of entry of critical data shall be inde-
pendently checked. Batch records electronically stored shall be protected by a suitable back-
up. During the period of retention, all relevant data shall be readily availabie.

14. LABELS AND OTHER PRINTED MATERIJIALS: -

The Printing shall be done in bright colours and in a legible manner. The label shall carry ail
the prescribed details about the product.

14.1 Ali containers and equipment shall bear appropriate labels. Different colour coded labels
shall be used 1o indicate the status of a product (for example under test, approved, rejected).

14.2 To avoid chance mix-up of printed packaging materials, product leaflets, relating to dif-
ferent products, shall be stored separately.

13.3 Prior to release, all labels for containers, cartons and boxes and all circulars, inserts and
leaflets shall be examined by the Quality Control Department of the licensee.

13.4 Prior to packaging and labeiling of a given batch of a drug, it shall be ensured by the li-
censee that samples are drawn from the batch and duly tested, and approved by the quality
control personnel. The contents on label shall conform to Rule 161 and Rule 161-B and Rule
170 of the Drugs & Cosmetics 1945, The Drugs and Magic Remedies (Objectionable Adver-
tisement) Act, 1954 & Rule, 1955 and other legal requirements.

14.5 Records of receipt of all labelling and packaging materials shall be maintained for each
shipment received indicating receipt, control reference numbers and whether accepted or re-
jected. Unused coded and damaged labels and packaging materials shall be destroyed and
recorded.

14.6 All Iabeis on finished Goods must mention custom¢r help line number/contact to brief
complaint or adverse reaction from the product.

i



15. QUALITY ASSURANCE: -

15.1 The system of quality assurance appropriate to the manufacture of ASU products shall
ensure that: -

(D the products are designed, developed and manufactured in a way that takes account of the
requirements of Good Manufacturing Practices (hereinafter referred as GMP).

(II) adequate controls on raw materials, intermediate products and bulk products and other in-
process controls, calibrations, and validations are carried out.

(1I) the finished product is correctly processed and checked in accordance with established
procedures;

(IV) the pharmaceutical products are not released for sale or supplied before authorized per-
sons have certified that each production batch has been produced and conirolled in accord-
ance with the requirements of the label claim and any other provisions relevant to production,
control and release of pharmaceutical products.

16. SELF INSPECTION AND QUALITY AUDIT; - Firm shall constitute a self-inspection

team supplemented with a quality audit procedure for assessment of all or part of a system
with the specific purpose of improving it.

16.1 To evaluate the manufacturer's compliance with GMP in all aspects of production and
quality control, concept of self-inspection shall be followed. The manufacturer shall consti-
tute a team of independent, experienced, qualified persons from within or outside the compa-
ny, who can audit objectively the implementation of methodology and procedures evolved.
The procedure for self-inspection shall be documented indicating self-inspection results,
evaluation, conclusions and recommended corrective actions with effective follow up pro-
gram, The recommendations for corrective action shall be adopted.

16.2 The program shall be designed to detect shortcomings in the implementation of Good
Manufacturing Practice and to recommend the necessary corrective actions. Self- inspections
shall be performed routinely and on specific oceasions, like when product recalls or repeated
rejections occur or when an inspection by the licensing authorities is announced. The team
responsible for self-inspection shall consist of personnel who can evaluate the immplementa-
tion of Good Manufacturing Practice objectively; all recommendations for corrective action

shall be implemented.

16.3 Written instructions for self-inspection shall be drawn up which shall include the follow-
ing: -

(a) Personnel. “f/
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(b) Premises including personnel facilities.

(c) Maintenance of buildings and equipment

(d) Storage of starting materials and finished products.
(e} Equipment.

(f) Production and in-process controls.

{g) Quality control.

(h) Documentation.

(1) Sanitation and hygiene.

(3) Validation and revalidation programmes.

(k) Calibration of instruments or measurement systems.
{1} Recall procedures.

{m) Complaints management.

{n) Labels control.

(0) Results of previous self-inspections and any corrective steps taken.

17.SPECIFICATION:

17.1 For raw materials and packaging materials. -

They shall include-

a) the designated name;

b) reference, if any, to a pharmacopoeial monograph;

¢) qualitative and quantitative requirements with acceptance limits;

d) name and address of manufacturer or supplier

-—\-"—/

¢) specimen of printed material;
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1) directions for sampling and testing or reference to procedures;
g) storage conditions; and
h} maximum period of storage before re-testing.
17.2 For finished products. Appropriate specifications for finished products shall include: -
a) the designated name of the product;
b) the formula or a reference to the formula and the pharmacopoeial reference;
¢) directions for sampling and testing or a reference to procedures;
d) a description of the dosage form and package details;
f) the storage conditions and precautions, where applicable, and
g) the sheif-life.
18. MASTER FORMULA RECORDS: -
There shall be Master Formula records relating to all manufacturing procedures for each
product and batch size to be manufactured. These shall be prepared and endorsed by the

competent technical staff i.e. head of production and quality control. The master Formula
shall include: -

(a) the name of the product relating to its specifications;

(b) the patent or proprietary/ Classical name of the product, a description of the dosage form,
composition of the product and batch size;

(¢) name, quantity, and reference number of all the raw materials to be used.
(g) detailed stepwise processing instructions and the time taken for each step;
(h) the instructions for in-process control with their limits;

(i) the requirements for storage conditions of the products, including the container, labelling
and special storage conditions where applicable;

(g) any special precautions to be observed; and

o~
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(h) packing details and specimen labels.
19. PACKAGING RECORDS: -

There shall be authorised packaging instructions for each product, pack size and type. These
shall include or have a reference to the following:-

(a) name of the product;
(b) description of the dosage form, strength and composition;

{c) the pack size expressed in terms of the number of doses, weight or volume of the product
in the final container;

(d) complete list of all the packaging materials required for a standard batch size, including
quantitics, sizes and types with the code of reference number relating to the specifications of
each packaging material.

(e} reproduction of the relevant printed packaging materials and specimens indicating where
batch number and expiry date of the product have been applied;

(g) description of the packaging operation, including any significant subsidiary operations
and equipment to be used;

(h) details of in-process controls with instructions for sampling and acceptance; and

(1) upon completion of the packing and labelling operation, a reconciliation shall be made be-
tween number of labelling and packaging units issued, number of units labelled, packed and
excess returned or destroyed. Any significant or unusual discrepancy in the numbers shal} be
carefully investigated before releasing the final batch.

20. BATCH PACKAGING RECORDS:-

20.1 A batch packaging record shall be kept for each batch or part batch processed. It shall be
based on the relevant parts of the packaging instructions, and the method of preparation of
such records shall be designed to avoid transcription errors.

20.2 Before any packaging operation begins, check shall be made and recorded that the
equipment and the work stations are clear of the previous products, documents or materials
not required for the planned packaging operations, and that the equipment is clean and suita-
bie for use.

!
21. BATCH PROCESSING RECORDS:- J\,

I
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21.1 There shall be Batch Processing Record for each product. It shall be based on the rele-
vant parts of the currently approved Master Formula.

21.2 Before any processing begins, check shall be performed and recorded to ensure that the
equipment and work station are clear of previous products, documents or materials not re-
quired for the planned process are removed and the equipment is clean and suitable for use.

21.3 During processing, the following information shall be recorded at the time each action is
taken and the record shall be dated and signed by the person responsible for the processing
operations: -

(a) the name of the product
(b) the number of the batch being manufactured,
(¢) dates and time of commencement, of significant intermediate stages and of completion of

production, (d) initials of the operator of different significant steps of production and where
appropriate, of the person who checked each of these operations,

() the batch number and/or analytical control number as well as the quantities of each start-
ing material actually weighed,

(f) any relevant processing operation or event and major equipment used,

(g) a record of the in-process controls and the initials of the person

(s) carrying them out, and the results obtained,

(k) the amount of product obtained after different and critical stages of manufacture (yield),

22. STANDARD OPERATING PROCEDURES (SOPs) AND RECORDS, REGARD-

ING: -

22.1 Receipt of materials:

22.1.1 there shall be written Standard Operating Procedures and records for the receipt of
cach delivery of all raw materials, primary and printed packaging material.

22.1.2 the records of the receipts shall include;

(a) the name of the material on the delivery note and the number of containers;

(b) the date of receipt;

(¢) the manufacturers and/or suppliers name;

(d) the manufacturers batch or reference number;

(e) the total quantity, and number of containers, quantity in each container received;
(f) the control reference number assigned after receipt;

(g) any other relevant comment or information.

22.1.3 There shall be written standard operating procedures for the internal labelling, quaran-
tine and storage of starting materials, packaging materials and other materials, as appropriate.
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22.1.4 There shall be Standard Operating Procedures available for each instrument and
cquipment and these shall be placed in close proximity to the related instrument and equip-
ment.

22.2 Sampling: -

22.2.1 There shall be written Standard Operating Procedures for sampling which include the
person(s) authorized to take the samples.

22.2.2 The sampling instruction shall include:

(2) The method of sampling and the sampling plan,

(b) any precautions to be observed to avoid contamination of the material or any deterioration
in its quality,

(c) The quantity of samples to be taken,

(d) The types of sample containers to be used,

(e) any specific precautions to be observed.

22 3. Batch Numbering. -

22.3.]1 There shall be Standard Operating Procedures describing the details of the batch (lot)
numbering set up with the objective of ensuring that each batch of intermediate, bulk or fin-
ished product is identified with a specific batch number.

22.4. Testing:

22.4.]1 There shall be written procedures for testing materials and products at different stages
of manufacture, describing the methods and equipment to be used. The tests performed shall
be recorded.

22.5 Records of Analysis. -
22.5.1 The records shall include the following data:

(a) name of the raw material or product and the dosage form

(b) batch number and, where appropriate the manufacturer and/or supplier,
(c) reference to the relevant specifications and testing procedures,

(d) test results, including observations and calculations, and reference to any specifications
(limits).

(¢) dates of testing.

(f) initials of the persons who performed the testing,

(g) initials of the persons who verified the testing and the detailed calculations,

(h) A statement of release or rejection, and

(i) signature and date of the designated responsible person. 2\1
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22.5.2 There shall be written standard operating procedures and the associated records of ac-
tions taken for:

(a) equipment assembly and validation

(b) analytical apparatus and calibration,

(c) maintenance, cleaning and sanitation;

(d) personnel matters including qualification, training, clothing, hygiene
(e) environmental monitoring;

(f) pest control;

(2) complaints;

(h) recalls made; and

(i) returns received.

23.REFERENCE SAMPLES:-

23.1 Test Report of every raw material, shall be retained for a period of 3 months after the
date of expiry of the last batch produced from that raw material.

23.2. Reference Samples of finished formulations shall be stored in the same or simulated
containers in which the drug has been actually marketed, till the end of shelf life

23A Validation and process validation: [NOT FEASIBLE. BEING UNABLE TO ANALYSE
QUANTITATIVELY/

1. Validation studies shall be an essential part of Good Manufacturing Practices and shall be
conducted as per the pre-defined protocols. These shall include validation of processing, test-
ing and cleaning procedures.

2. A written report summarizing recorded results and conclusions shall be prepared, docu-
mented and maintained.

3. Processes and procedures shall be established on the basis of validation study and undergo
periodic revalidation to ensure that they remain capable of achieving the intended results.
Critical processes shall be validated. prospectively or retrospectively.

4. When any new Master Formula or method of preparation is adopted, steps shall be taken to
demonstrate its suitability for routine processing. The defined process, using the materials
and equipment specified shall be demonstrated to yield a product consistently of the required
quality.

5. Significant changes to the manufacturing process, including any change in equipment or
materials that may affect product quality and/or the reproducibility of the process, shall be

validated.

24. DISTRIBUTION RECORDS:-
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24.1. Prior to distribution or dispatch of given batch of a drug, it shall be ensuring that the
batch has duly tested, approved and released by the quality control personnel. Pre-dispatch
inspection shall be performed on each consignment on a random basis to ensure that only the
correct goods are dispatched. Periedic audits of warehousing practices followed at distribu-
tion centres shall be carried out and records thereof shall be maintained. Standard Operating
Procedures shall be developed for warehousing of products.

24.2. Records for distribution shall be maintained in a manner such that fnished batch of a
drug can be traced to the retail fevel to facilitate prompt and complete recall of the batch, if
and when necessary.

23.PRODUCT RECALLS: -

25.1 A prompt and effective product recall system of defective products shall be devised for
timely information of all concerned stockists, wholesalers, suppliers, upto the retail level
within the shortest period. The licensee may make use of both print and electronic media in
this regard.

25.2. There shall be an established written procedure in the form of Standard Operating Pro-
cedure for effective recall of products distributed by the licensee. Recall operations shall be

capable of being initiated promptly so as to effectively reach at the level of each distribution
channel.

25.3 The distribution records shall be readily made available to the persons designated for
recalls.

25.4 The designated person shall record a final report issued, including reconciliation be-
tween the delivered and the recovered quantities of the products.

25.5 The effectiveness of the arrangements for recalls shail be evaluated from time to time.

25.6 The recalled products shall be stored separately in a secured segregated area pending
final decision on them.

26. COMPLAINTS AND ADVERSE REACTIONS: -

26.1. Record of Market Complaints - Manufacturers shall maintain a register to record all re-
ports of market complaints received regarding the products sold in the market.

26.2. The manufacturer shall enter all data received on such market complaints, investiga-
tions carried out by the manufacturers regarding the complaint as well as any corrective ac-
tion initiated to prevent recurrence of such market complaints shall also be recorded. Once in
a period of six months the manufacturer shall submit the record of such complaints to the li-
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censing authority. The Register shall also be available for inspection during any inspection of
the premises.

26.3 Reports of any adverse reaction resulting from the use of manufactured Ayurvedic, Sid-
dha and Unani drugs shall also be maintained in a separate register by each manufacturer.
The manufacturer shall investigate any of the adverse reaction to find if the same is due to
any defect in the product, and whether such reactions are already reported in the literature or
itis a new observation and documents shall be forthwith reported to the concerned licensing

authority

26.4. There shall be written procedure describing the action to be taken, recall to be made of
the defective product.

26.5 Site Master File.- The licensee shall prepare a succinct document in the form of Site
Master File' containing specific and factual Good Manufacturing Practices about the produc-
tion and/or control of pharmaceutical manufacturing preparations carried out at the licensed
premises. It shall contain the information on various areas likes General information, Person-
nel, Premises, Equipment, Sanitation, Documentation, Production, Quality Control, Loan li-
cence manufacture and licensee, Distribution, complaints and product recall, Self inspection,
Export of drugs etc.

27. Specific Requirements For Manufacture Of Rasaushadhies Or Rasamarunthukal
And Kushtajat (Herbomineral-Metallic Compounds) Of Ayurveda, Siddha And Unani

Medicines: In addition to general requirements, following Specific Requirements shall also
be followed, namely: -

27.1 Bhatti or Heating Device Section for Bhasma and Rasaushadhies:- for heating, buming,
putta and any heat related work with proper ventilation, exhaust and chimney. This could be

tin shed also.

27.2 Grinding, Drying and Processing Section for Kushta, Bhasma and Rasaushadhies (Man-
wal or Mechanical, oven etc.). Drying shall be done in a space which is covered by glass or
other transparent material to allow entry of sunrays on the material to keep for the purpose. If
drying is being done in oven the temperature of the same may be selected specific tempera-

ture,

27.3 The manufacturing area should be designed with special attention to process the prod-
ucts that help evacuate the generated toxic fumes like SO2, arsenic and mercury vapour, etc.
When heating and boiling of the materials is necessary, suitable ventilation and air exhaust
flow mechanism should be provided to prevent accumulation of unintended fumes and va-
pours. Such areas may be provided with properly designed chimneys or ducts fitted with ex-
haust system and suitable scrubbing system to remove fames and smoke, so that safety of
personnel and environment is taken care of.
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27.4 Records shall be maintained specially for temperatures attained during the entire process
of Bhasmikaran, while employing different kinds of classical puta, furnaces using oil, gas or
electricity. Appropriate temperature measuring instrument should be employed such as py-
rometer and, pyrograph for manual reading or recording by heat sensors, connected to com-
puter as the case may be. In order to handle large quantities, appropriate technology like use
of hand operated extruders for making chakrikas or pellets may be adopted. However, such
equipments made of aluminum or its alloys should not be used.

27.5 Product Quality Control:-The specifications for finished Rasaushadhi are primarily in-
tended to define the quality rather than to establish full characterization, and should focus on
those characteristics found to be useful in ensuring the quality. Consistent quality for Ra-
saushadhi can only be assured if the starting materiai-metals and minerals are used of Phar-
macopoeial standards. In some cases more detailed information may be needed on aspects of
their process. The manufacturer will ensure in-house standards for the uniform quality of
product. Special care is required to assure that the eliminated air from Rasaushadhi air is not
contaminating other production area, particularly in closed or centrally air conditioned prem-
ises.

27.6 Standard Operating Procedures (SOP) should be included for storage of recalled Ra-
saushadhies in a secure segregated area, complying with the requirements specified for stor-
age till their final disposal.

27.7. Medical examination of the employees: Employees engaged in manufacturing should
be medially examined at the time of employment and then periodically at least once a year for
any adverse effect of the drug during manufacturing process for which necessary investiga-
tions Shall be carried out for ensuring that there is no effect of material on the vital organs of
the employees. Annual examination reports of the employees shall be made available to statu-
tory inspectors during Good Manufacturing Practices inspections.

27.8. Dosage form of Rasaushadhi/Kushtajat:- The Rasaushadhies may be made into an
acceptable dosage forms such as churna, vati, guti, tablet or capsules etc. after adding suitable
permissible fillers or binding agents as permissible under the Ayurvedic Pharmacopoeia of
India or [ndian pharmacopoeia as updated from time to time. In such cases the label must in-
dicate the quantity of Ayurveda, Siddha and Unani medicines in one Tablet or Pil} or Capsule
in addition to the filler. The crystalline product may be grinded before packing in the individ-
ual dispensing size. All the Rasaushadhi or Rasamaruthukal or Kushtajat shall be packed in a
dosage form which is ready for use for the consumer. Grinding and weighing of individual
dose of potentially poisonous products will not be permissible in patient consumer pack. This
arrangement may reduce the Adverse Drug Reaction of Rasaushadhi which takes place due to
dose variation. However, for hospital bulk pack, it will not be applicable and labe} will clear-
ly indicate the "Hospital pack".

!
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SPECIFIC REQUIREMENTS FOR MANUFACTURE OF STERILE PRODUCTS

1.2. Requirement for Sterile Product:-

(A) Manufacturing Areas: For the manufacture of sterile Ayurvedic, Unani and Siddha drugs,
separate enclosed areas specifically designed for the purpose shall be provided. These areas
shall be provided with air locks for entry and shall be essentially dust free and ventilated with
an air supply. For all areas where aseptic manufacture has to be carried out, air supply shail
be filtered through bacteria retaining filters (HEPA Filters) and shall be at a pressure higher
than in the adjacent areas. The filters shall be checked for performance on installation and
periodically thereafier the record of checks shall be maintained. All the surfaces in sterile
manufacturing areas shall be designed to facilitate cleaning and disinfection. For sterile man-
ufacturing routine microbial counts of all Ayurvedic, Siddha and Unani drug manufacturing
areas shall be carried out during operations. Results of such count shall be checked against
established in-house standards and record maintained.

Access to manufacturing areas shall be restricted to minimum number of authorized person-
nel. Special procedure to be followed for entering and leaving the manufacturing areas shall
be written down and displayed.

For the manufacturing of Ayurvedic, Siddha and Unani drug that can be sterilized in their fi-
nal containers, the design of the areas shall preclude the possibility of the products intended
for sterilization being mixed with or taken to be products already sterilized. In case of termi-
nally sterilized products, the design of the areas shall preclude the possibility of mix-up be-
tween non-sterile products.

(B) Precautions against contamination and mix:

(2) Carrying out manufacturing operations in a separate block of adequately isolated building
or operating in an isolated enclosure within the building,

(b) Using appropriate pressure differential in the process area.

{¢) Providing 2 suitable exhaust system.

{d) Designing laminar flow sterile air system for sterile products.

() The germicidal efficiency of UV lamps shall be checked and recorded indicating the burn-
ing hours or checked using intensity.

(f) Individual containers of liquids and ophthalmic solutions shall be examined against black-
white background fitted with diffused light after filling to ensurc freedom from contamination
with foreign suspended matter.

(2) Expert technical staff approved by the Licensing Authority shall check and compare actu-
al yield against theoretical yield before final distribution of the batch.

All process controls as required under master formula including room temperature, relative
humidity, volume filled, leakage and clarity shall be checked and recorded.

pd
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PARTICLE SIZE OR PARTICULATE MATTER OF SOLUTION IS TO BE MENTIONED

PART H
A. LIST OF MACHINERY, EQUIPMENT AND MINIMUM AREA REQUIRED FOR
THE MANUFACTURE OF VARIOUS CATEGORIES OF AYURVEDIC, SIDDHA &
UNANI SYSTEM OF MEDICINES

One machine indicated for one category of medicine could be used for the manufacturing of
other category of medicine also. Similarly some of the manufacturing areas like powdering,
furnace, packing of liquids and Avaleha, Paks, Majoon etc could also be shared for these
items.

S.No. | Category of Medicine Minimum Machinery/equipment recom-
manufacturing | mended
space required
1. Irifal Tiryaq/Majoon Laoog/ Ja- { 100 sq. feet Grinder/ Pulveriser, Sieves,
warish/Khamiras powder mixer (if required),
Pak/Avaleh/Khand/Modak/Lakay S.8. Patilas, Fumace/Bhatti
am/Murabba and other accessories, plant

mixer for Khamiras, Mortar
and Pestle/Kharal, Aluminium
Vessels, S. S. Storage Con-
tainer

2, Arg/Timit/Ark 100 sq. feet Distillation Plant (garembic)
S.S. storage tank, Boiling
Vessel, Gravity filter, Bottle
filling machine, Bottle wash-
ing machine, Bottle drier, Cap

sealing machine
3. Chuma/Sufoof (Powder) 100 sq feet Grinder/ Pulveriser, disinte-
grator, Powder mixer, sieves,
shifter.
4, Habb(Pills)/Vati/Gutika/Matirai/ta ;| 100 sq. feet Ball Mill, Grinder/Pulveriser,
blets/Qurs (Tab.) Sieves, Mass mixer/powder

mixer, Granulator, drier, tablet
compressing machine, Die
punches Trays, O.T. Appa-
ratus, pill/'Vati cutting ma-
chine, stainless steel
trays/container for storage and
sugar coating, polishing pan in
case of sugar-coated tablets,
mechanised chattoo (for mix-
ing guggulu} where required,
Balance with weights, Scoops,
Heater, Counter & packing
Machineries

5. Roughan (nils) Tails (Crushing { 100 sq. feet Oil Expeller, S.8. Patilas, Oil
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and boiling Ghrit

Filter bottle, Filling & sealing
machine, Bottle drier, Bhani,
Kadahi/S 5 Patila, S.S.Storage
Containers, Filtration equip-
ment, filling tank with
tap/Liquid filling machine.

Kupipaka-
va/Ksara/Parpati/Lavana/Bhasma/
Kushta/Satva/ Sin-
dura/Karpu/Uppu/Param

100 sq. feet

Bhatti, Karahi/Stainless steel
Vessels/Patila, Flask, Earthen
container, Gaj Put Bhatti,
Muffle furnace (Electrically
operated) End/ Edge Runner,
Wooden/S.S.Spatula.

Kajal, Shiyaf, Surma, Anjana/Pisti

100 sq. feet

Mortar and Pestle /Kharal,
Shifter. Earthen lamps for col-
lection of Kajal, Triple Roller
Mill, End Runner, Sieves,
mixing S.S. Vessel, S.8.
Patila,

Capsules

100 sq. feet

Air Conditioner, De-
humidifier, hygrometer, ther-
mometer, Capsule filling ma-
chine and chemical balance.
Pulveriser, Powder mixer
(where needed), Balance with
weights, storage containers,
glass, counter and packing
machinery.

Mar-
(Oint-

Ointment/Marham Pasal,
ham, Zimad
ment)/Soap/Aerosol

100 sq. feet

Tube filling machine, Crimp-
ing Machine/Ointment Mixer,
End Runner/Mill (Where re-
quired) S.S.Storage Container,
S.S. Patila, Mortar and Pestle
/Kharal, Bhatti, End runner,
Grinder, Pulveriser, Triple
Roller Mill (if required), Aer-
osol filling machine.

10.

Panak/Syrup/Pravahi Kwath/
Manapaku/Sharbat and Joshanda

100 sq. feet

Tincture press, Mortar and
Pestle /Bhatti section, filter
press/Gravity filter, liquid fill-
ing machine P.P. Capping
Machine. Liquid filling tank
with tap/liguid filling ma-
chine, hot air oven electrically
heated with thermostatic con-
trol, kettle.

11.

Asava/Arishta/Sura

100 sq. feet

-

Fermentation tanks, containers
and distillation plant where
necessary, Filter Press. Distil-
lation plant and Transfer pump
(additionally required for Su-
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12. Aschyotan/Netra Mal- | 100 sq. feet Hot air oven electrically heat-
ham/Panir/Karm Bin- ed with thermostatic control,
du/Nasabindu/ Qutoor-¢e-Chashm kettle gas or electrically heat-
and Marham (Eye drops, eye ed with suitable mixing ar-
ointment) rangements, collation miil, or

ointment mill, tube filling
equipment, mixing and storage
tanks of stainless steel or of
other suitable material sintered
glass funnel, seitz filter or fil-
ter candle, liquid filling
equipment, autoclave.

13. Dry extract/wet extract 200 sq. fi.

14. Any other category except paren- | 100 sq. fi.
teral

1S. Raw material store 100 sq. fi.

16. Packing material storage 100 sq. 1.

17. | Finished goods storage 100 sq. f1.

18. | Quarantine Area for Finished | 100 sq. fi.

Goods

19. Quality Control Section including | 150 sq. £.
storage of control sample

20. Stabitity Chamber Room 200sg. ft

21. | Retain sampie room 80sq. ft

22, Rejected goods store Adequate

23. | Changing Room (Male/Female) 50 sq. ft.

24, Office cum record room Adequate

25. Drying area 80 sq. ft.

26. Grinding/pulverising area 80 sg. ft.

27. | Shifting and mixing area 80 sq. fi.

28, Granulation area 80 sq. ft.

Part I1I
CHECKLIST OF GMP INSPECTION

S. No | GMP Areas/Activities to be Audited Observations
Clause

1. GENERAL Decument | Remark

Review
Name and address of Unit
MFG. Lic. No.
Telephone
Fax:
Email:
Names and designation of the inspection
team:
2. PERSONAL .
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Name of In charge
a) production
b} quality control

Number of Production Supervisors/Asstt.
Mfg./Chemist

Number of Analysts

Have all personal received GMP Training?

Is Training Documented?

‘What is the periodicity of the training?

FACTORY PREMISES

Does manufacturing unit have adequate space
for Receiving and storing raw material.
Manufacturing process areas.

Quality control section.

Finished goods store.

Office

Rejected goods/drugs store.

1.1 (A)

LOCATION AND SURROUNDINGS

Is the establishment located away from envi-
ronmentally polluted areas?

Is the establishment located away from areas
adjacent to open sewerage, drain/public lava-
tory or any factory which produces excessive,
disagreeable odour.

Are sewage, trash and other effluent disposal
provided?

1.1 (B)

BUILDINGS

Do the internal design and layout of estab-
lishment permit good hygiene practices in-
cluding protection from cross- contamination?

Are surfaces of walls, partitions and floors
made of impervious materials and capable of
being kept clean?

Do walls and partitions have smooth surface?

Are floors constructed to allow adequate
¢leaning and drainage?

Are doors, windows, ceiling and overhead
fixtures constructed and finished to minimize
buildup of dirt, condensation and shedding of
particles and easy to clean?

Are working surfaces that come into direct
contact with drugs of sound condition, dura-
ble and easy to clean, maintain and disinfect?

Any open drain blocked sewer or public lava-
tory nearby?

Are any products other than drugs manufac-
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tured in the same building?

Is there adequate space for equipment, mate-
rial and movement of personal and materials?

Is there any programme/system to check of
birds, rodents and insects?

Are lightening and ventilation adequate?

Are facilities for changing street clothes,
footwear, washing and toilets adequately and
satisfactorily maintained?

Is the space for drying of raw materials satis-
factory?

1.1 (C) WATER SUPPLY

Is there adequate supply of potable water?

Does the potable water meet the specifica-
tions published API specifications?

Is only potable water Used in ASU medi-
cines?

L1 DISPOSAL OF WASTE

Are drainage and water disposal systems de-
signed, constructed and maintained in such a
way as to avoid contamination of ASU prod-
ucts?

Are the waste water and residues disposed of
after suitable treatment as per guidelines of
pollution control authorities?

Are the arrangements for the following ade-
quate?

Disposal of solid/semi solid waste

Disposal of sewage

Disposal of Liquid laboratory waste?

Disposal of Management of gaseous pollu-
tants?

Is efficient treatment plant in existence / if
yes, give comment on it?

Are fume hoods of adequate design in exist-
ence and used wherever necessary?

1L.I(E) CLEANING OF CONTAINERS

Is there proper arrangement for washing,
cleaning and drying of containers?

Is this area separated from manufacturing ar-
ea?

L1(F) STORES

Is there independent adequate space for stor-
age of different types of materials such as raw
material, packaging material and finished
products?

Are ASU medicine storage facilities designed | |




and constructed to Permit adequate mainte-
nance and cleaning?

Avoid pest ace and harbourage?

Enable drugs to be effectively protected from
contamination?

Provided the necessary environment to pre-
vent spoilage? '

Are storage facilities deigned, constructed and
maintained to ensure that malicious or acci-
dental contamination of ASU medicines with
harmful materials is prevented?

10.

L1(F)(A)

RAW MATERIALS STORES

Are raw materials or ingredients checked for
parasites, undesirable microorganisms, pesti-
cide or decomposed or extraneous substances

Are raw materials or ingredients inspected
and tested before processing?

Are raw materials or ingredients subjected to
effective stock rotation?

Are the ventilation and lighting of stores ade-
quate?

Is the Raw Material store segregated for dif-
ferent types of Raw Material?

Raw materials of metallic origin
Raw materials of mineral origin
Raw materials of animal source
Fresh herbs

Dry herbs or plant parts

Excipients etc.

Volatile oils/perfumes and flavours

Plant extracts and exudates/resins Others

Is special area with special condition provided
for special Raw Materials?

Are there labels for material of different status
i.e. quarantine, tested and releases for use and
rejected?

Are these labels of different colours?

Are labels on containers of RM to be used in

X




manufacture checked with regard to identity,
quantity and QA approvai? If not give details/

Is there the following information on the la-
bels?

Name of material

Batch number

Analysis number

Date of release/rejection?
Date of testing?

Date of expiry?

Is the sampling performed by quality control
personal?

Are there sampling procedures?

Are the containers provided for storage of raw
material suitable to preserve the quality?

Is exterior storage available for:
Solvent storage area?
Inflammable material storage area?

Whether safety measures provided have been
assessed by regulatory agency if any?

Is SOP's availabie for handling of these mate-
rials?

Are SOP's for cleaning of containers and cio-
sures available before packing of preducts?

Is the weighing area segregated?

Are lighting and ventilation adequate?

Is the area clean?

Do the personal wear appropriate clothing?

Is there danger of cross contamination during
weighing?

Are the scales and balance calibrated regular.
ly and records maintained?

Are the containers of the raw materials to be
weighed, cleaned before opening?

After weighing, are these containers sealed?

Are the raw materiais for each batch, afier
weighing properly identified and checked?

Are adequately clean and dried equipment

&




used for dispensing materials from the con-
tainers?

Is FIFO principle adopted?

11.

1.1
(F)B)

PACKING MATERIALS

I= the area adequate with reference to packing
material?

Are the containers and closures adequately
cleared and checked?

12,

1.1
(EXC)

FINISHED GOODS STORES

Is the area adequate with reference to materi-
als stored?

Are lighting and ventilation adequate?

Are there inventory records to show:

Quantities

Batch number

Date of receipt

Have the distribution records been main-
tained?

Do distribution records provide sufficient in-
formation for drug recall purpose?

Is there segregation area for refrieved good?

Are records available for the retrieved goods?

Is there any marked quarantine area?

Is there space for special storage conditions
(environmental condition), if required?

13.

11 (G)

WORKING SPACE

Is space adequate as per manufacturing opera-
tions?

Is machinery alongwith working manual or- -;
derly placed with adequate space?

Are there adequate precautions to check cross
contamination?

14.

1.1 H)

HEALTH, CLOTHING, SANITATION
AND HYGIENE OF WORKERS

Are workers free from contagious disease?

Are workers properly uniformed?

Are there separate lavatories for men and
women?

Is there provision for changing their cloth and
to keep personal belongings?

Are adequate facilities like wash-basin with
running water hand drier & clean towels, etc.,
available for personal hygiene before entering
into production area?

Are personnel instructed to observe personal
hygiene?

Are hygiepe instructions displayed in change

=




rooms and strategic locations?

Is the sanitation system monitored for effec-
tiveness?

Is the sanitation system periodically verified
by inspections? Is microbiological sampling
of environment and ASU drugs contact sur-
faces carried out ?

Is the sanitation system regularly reviewed
and adapted to reflect changed circumstances?

15.

1.1(1)

MEDICAL SERVICES

Is medical file of each worker maintained
separately?

Is recruitment of an employee preceded by
medical examinations?

What is the periodicity of subsequent medical
examinations?

Is an employee whose state of heaith is doubt-
ful immediately removed from work site until
he is fully recovered?

16.

1.1Q)

MACHINERY AND EQUIPMENT

Is manually operated or semioperated or au-
fomatic machines are used for Crushing,
grinding, powdering, boiling, mashing, burn-
ing, roasting, filtering, drying, filling, label-
ling and packing?

Are equipment and containers coming into
contact with ASU drugs designed such that
they can be adequately cleaned, disinfected
and maintained?

Are eguipment made of nontoxic materials?

Are equipment used to cook, heat, freat, cool,
store designed to achieve the required tem-
perature as rapidly as necessary?

Are equipments used to cook, heat, treat, cool,
store designed to monitor and control the re-
quired temperature?

Are containers for waste suitably identified?

Are containers for waste closable to prevent
malicious or accidental contamination of ASU
Medicines?

Is the equipment adequate for intended use?

Is it constructed in such a way that lubricants,
coolant, eic. cannot contaminate the drug
product?

Does the equipment permit cleaning and
maintenance?

Does the equipment show its status i.e. clean,
dirty, batch contents?

Do all apparatus/equipment bear appropriate




labels to identify the product for which the
equipment is used, its batch no., date of man-
ufacturing ete.

Are SOPS available for cleaning maintenance
and sanitation of major equipment?

Are log books maintained for cleaning
maintenance and sanitation of major equip-
ment? '

Are SOP's readily available to operators

If automatic electronic or mechanical equip-
ment is used, are there:

Written programs for calibration/inspection

Checks to ensure that may changes are made
only by authorized persons/

Are suitable closures or lids available to pro-
tect the changes in properties of material ex-
posed to outside attnosphere?

17,

LIK)

BATCH MANUFACTURING RECORDS

Are appropriate records of processing, pro-
duction and distribution kept?

Are SOP's available for the following

Receipt of raw material and other compo-
nents?

Quarantine and storage?

Quality control system and approval/rejection

Release of production

In process testing and control

Finished product?

Storage of finished product?

Distribution

Returned goods

Recalls and complaints

Cleaning and maintenance?

Quality control of water

For reworking of non-conforming batches in
existence? If yes, check)

Are there additional documents like log
books, noiebooks or other similar records
available to show execution of various func-
tions?

Are there records of receipts of materials and
do these have following information? (goods
receipt Note-GRN)

Receiving GRN documents number?

Date of receipt?

Supplier?

Manufacturer?

po
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Manufacture's batch number?
Type and size of containers?
Number of containers and conditions?

Are specifications available for all materials?

Are they dated authorized?

Are test methods validated?

Are periodic reviews of specification carried
out to ensure compliance with new/revised
National/international pharmacopoeia?

Are these records of stock and issue of raw
materials and do these have following infor-
mation:

Opening balance?

Date of receipt?

Quantity received?

Name and batch number assigned by the
manufacturer?

Invoice number, date name and address of
supplier?

Analysis receipt no. and date?

Date of expiry, if any?

Name and batch number of product for manu-
facture for which issued?

Balance?

Signature of issuing person?

Are there master formulation records for each
drug product being produced?

Is there a separate master production docu-
ments for each dosage form/batch size?

Are these master production records signed
and dated by competent person?

is a batch production record prepared for eve-
ry batch produced?

Is it reproduction of the appropriate master
production documents or it has all critical in-
formation about the batch?

Are batch records retained for at least one
vear after expiry date?

Has it been checked for accuracy, signed and
dated by a responsible person?

Are the records maintained by QC for all the
tests carried out?

Do these records inciude:

The name of the product

Number of the batch being manufactured?
Issue slip with lab ref. No

Job cards?

Graphs, chart, spectra, etc?

List of major equipment used? ‘
In-process testing reports? |
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Calculations of yield?

Notes on deviations with signed authoriza-
tion?

Signature of individuals of who performed the
tests?

Material returns to store slip?

Lab report of final product?

Review of results for any raw material issued
under "positive Recall"?

Signature of the designated person responsi-
ble for the review of records for accuracy and
compliance with established standards?

Are other associated records available?

Is documentation available readily for exami-
nation?

Are batch production records capable of giv-
ing complete history of the batch right from
the raw material stage to the distribution of

finished products?

18. 1.1(L) DISTRIBUTION RECORD
Are records of sale and distribution of each
batch of ASU drugs maintained?

Are records maintained at least up to 5 years
of the exhausting of stock?

19. 1.1 (M) | RECORD OF MARKET COMPLAINTS
Are the firm maintain a record of complaint
received from market?
Does the firm have investigated the complaint
and has taken any corrective action?
Does the firm has intimated such complaint
six monthly to the Licensing Authority?
Does the firm maintain register of any ADR
report received?
Are writien procedure available for receipt
and control of return products?
Are retummed or salvaged drug products de-
stroyed unless QC determines their repro-
cessing?
Are records of the returned products main-
tained including their disposition?
Is a safety manual available?

20. 11 (N\) QUALITY CONTROL

Is the QC area more than 150 sq fi?

Has Quality Control section minimum of:

a) One person with Degree qualification in
Ayurveda/ Siddha/Unani;

b) One chemist with bachelor in Science or
Pharmacy or Pharmacy (Ayurveda) and;

b




¢) Onpe Botanist (Pharmacognosist) with
bachelor in Science (medical) or Pharmacy or
Pharmacy (Ayurveda)?

Are master control procedures signed and
stated by authorized persons?

Do these control procedure include specifica-
tions, test procedure or other control proce-
dure for:

Raw materials

In process materials

Packaging and labelling materials?

Finished products?

Are the procedure in written form and readily
available to QC personnel for acceptance of
reprocessed material?

Are the procedure in written form and readily
available for acceptance of reprocessed mate-
rial?

Do these control procedure include specifica-
tions test procured or other control procedure
for:

Raw material

In process material

Packaging and labelling materials

Finished products?

Are samples collected by QC personal

Is there special room for microbiological and
sterility testing?

Is the environment of room controlled?

Are only materials, containers and appliance
necessary for the job in hand stored in the vi-
cinity of the manufacturing areas and are
these properly labelled with name of the
product, batch no. date etc.?

Are all raw materials, containers, closures,
label and printed packaging material approved
and released by QC for use in manufacture of
drugs products

Are in-process controls carried out by QC
personnei?

Are semi-finished products tested for appro-
priate tests when necessary?

Is bulk finished product tested for established
specifications before packing?

Is every finished product tested for estab-
lished specifications before release for sale?

Does the QC maintain records of al} the tests
carried out?

Does the QC review all production and con- |
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trol records to ensure compliance with estab-
lished written procedure before a batch of the
product is released for sale?

Reference standards:

Are reference standards (R.S) available?

Are these RS or working standards (WS)?

Are WS standardised against RS or CRS?

Are RS stored properly (at appropriate tem-
perature under dehumidified conditions)?

Are records of R.S and their standard main-
tained?

Are samples iil sufficient quantity for testing
twice retained of starting materials and fin-
ished products for future examination, in case
of need?

Are quality control procedures validated?

Is written programs available for stability in-
cluding the following:

Sample storage condition

Room temperature?

Sample size and test intervals?

Reliable and specific test methods?

Testing in the same containers closure system
in which it is marketed?

Date and expiration date if any?

Established of in-house specification?

Does the firm provided the equipment as rec-
ommended in Part IT C?

21.

1.2

REQUIREMENT FOR STERILE PROD-
UCT

Manufacturing areas

Is there separate manufacturing area

Are their air locks for entry?

Is there dust free and ventilated for air supply

Precautions against contaminations and mix.

Are manufacturing operations being carried
out in a separate block of adequately isolated
building

Is there appropriate pressure differential in the
process area.

1s guitable exhaust system provided?

For asceptic manufacturing proper air supply
(filtered through HEPA) provided?
Signatures of Inspecting Team Members

o

Signatures of Inspecting Team Members
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MENISTRY OF AYUSH
NOTIFICATION

New Dethi the 2nd iy, 2021

ARY o APART T SEC. 300

G.S.R. 473(E).—The following draft of centain rufes further to amend the Drugs and Cosmetics Rules, 19435,
which the Central Government proposes to make. in exercise of the powers conferred by section 33-N of the Drugs
and Cosmetics Act. 1940 (23 of 1940) and afier consultation of Ayurveda. Siddha, Unani Drug Techmcal Advisory
Board . is hereby published as required by the said section. for the information of all persons likely to be affected
thereby: and notice is hereby given that the objections or suggestions of the stakcholders on the said draft rules will be
taken into consideration afier the expiry of a period of thinty days from the date on which copies of the Official
Gazette in which this notification is published. are made available to the public:

Any objection or suggestion, which may be received from any person with respect to the said draft rules within the
period specified above, will be taken into consideration by the Comral Government;

Objections or suggestions. if any. may be addressed to the Secretary, Ministry of AYUSH. AYUSH Bhawan, ‘B’
Block, GPO Complex. INA. Mew Delhi ~ 110023 or emaited at duv-vshigenivin

DRAFT RULES

1. Short title, extent and commencement.
(1} These Rules may be called the draft Drugs and Cosmetics (Amendment) Rules, 2021,

{2} They shall come into force from the date of their final publication in the Gfficial Gazene.

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to be as the principal Rules) rule 2{dd) shall be
substituted namely-

“(dd) Homoeopathic medicines include any drug which is recorded in Homoeopathic provings or therapeutic efficacy
of which has been established through long clinical experience as recorded in authoritative literature of Homoeopathy
as mentioned in first and second schedule of the Act and which is prepared according to the techniques of the official
Homoeopathic Pharmacopocia of india and abroad and covers combination of ingredients of such Homocopathic
medicines but does not include a medicine which is administered by parenteral route.”

3. Afier rule 2 {ec) the following rule shail be inserted namely-
*{ed) “Registered Avurvedic or Siddha or Sowa-Rigpa or Unani medical practitioner” means a person -

(i) holding a qualification granted by an authonity specified or notified in the Schedules to the Indian Medicine Central
Council Act, 1970 (48 of 1970} or

(i) registered or eligible for registration in a medical register of a State meant for the registration of persons practising
the Ayurvedz or Siddha or Sewa-Rigpa or Unani system of medicine:”

4. After Rule 2 (h) following rules shall be inserted namely-

“(hh) Sowa Rigpa drugs .— Sowa Rigpa drug includes all medicines intended for internal or external use for or in the
diagnosis, treatment, 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, specified in the First Schedule of the Drugs and Cosmetic Act, 1940,

{hi) Sowa-Rigpa Proprictary medicine.- In refation 0 Sowa Rigpa systems of medicine all formulations containing
only such ingredients mentioned in the formulae described in the authoritative books of Sowa Rigpa systems of
medicine specified in the First Schedule, but does not include a medicine which 13 admimstered by parenteral route
and also a formulation included in the authoritative books as specified in clause (hh).”

5. Under Rule 67A
i. subrule {2) shall be substinited namely.-

“ (2) Application for the grant of a licence to sell, stock or exhibit or offer for sale or distribute Homoeopathic
medicines shall be made in Form!9-B to the Licensing Authority and shall be accompanied by a fee of rupees two
thousand.

i subrule (3) shall be substituted namely - (3) The application shall be made through portal c-AUSHADHI (www.e-
aushadhi.gov.in} as per the format prm?)ed in the said portal, pertaining to the sale license of Homoeopathic

Medicines.
™
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Provided that this rule shall not be applicable to licence obtained under Form 20C or 20D prior to the date of
commencement of this Amendment Rules, 2021. Such licence holders have to deposit a license retention fee of rupees

one thousand for perpetuity of existing licence.”

6. Rule 67C shall be substituted namely.-
“67C. Forms of licences to sell drugs.(1) 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.

Form of licence to manufacture Ayurvedic, Siddha or Unani drugs. — (1) Subject to the conditions of rule 67F being
fulfilied, 2 licence to sell, stock or exhibiz 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. The licence shall be issued within a period of two
months from the date of receipt of the application or from the date of fulfillment by the applicant of any shortcomings

highlighted by the licensing authority as the case maybe.

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

7. Rule 67E shall be substituted with the folowing rule namely.-
“67F. Duration of licences.(1) A licence issued in Form 20C or 20D shall remain valid perpetually.

Provided that the licencee shall submits a self declaration of adherence to the conditions of license and the
provisions of the Drugs and Cosmetics Act and the Rules, every five years from the date of issue of license in form
20C or 20D or from the date of submission of last self declaration as the case may be .

Further, provided that such self declaration should be made within one month of completion of five years from the
date of issue of license in Form 20C or 206D or from the date of submission of last self declaration as the case may,
and in the event of non submission of such self declaration, license shall be deemed to have been cancelled.”

8. Rule 67EE shall be omitted.
9, Second Proviso under Rule 67F shall be substituted namely.-

“Provided further that registered Homoeopathic medical practitioner who is practising Homoeopathy in the premises
licensed under 20C or 20D shall only prescribe medicines to his patients and not take part in the retail sale of

Homoeopathic medicines.”
10. Subclause 6 of Rule 67G shall be omitted.
11. Rule 85B shall be substituted with the following rule namely.-

“8§5B, Application for licence to manufacture Homoeopathic medicines.

(1) An application for the grant of a licence to manufacture for sale of Homoeopathic medicines falling under clause
(dd) of Rule 2 shall be made in Form 24C te the licensing authority along with a fee of rupees five thousand.

(3) The application shall be made through portal e-AUSHADHI (www.e-aushadhi.gov.in) as per the format provided
in the said portal, pertaining to the license for manufacture for sale of Homoeopathic medicines.

Provided that this rule shall not be applicable to licence obtained under Form 25C prior to the date of commencement
of this Amendment Rules, 2021. Such licence holders having factory premises complying with the requirements and
conditions as specified in Schedule M1 have to deposit a license retention fee of rupees five thousand for perpetuity of

existing licence.”
12. Rule 85D shall be substituted with the following rule namely.-

“85D. Form of licence to manufacture Homeopathic medicines. — (1) Subject to the conditions of rule 85E being
fulfilled, a licence to manufacture for sale of Homeopathic medicines shall be issued in Form 25-C. The licence shall
be issued within a period of two months from the date of receipt of the application or from the date of fulfillment by
the applicant of any shartcomings highlighted by the licensing authority as the case maybe.

(2) A licence under this rule shall be granted by the licensing authority after consulting such expert in Homoeopathic
Systems of medicine as the case may be, which the State Government may approve in this behalf.

(3) The applicaticn shall be processed through portal e-AUSHADHI (www.e-aushadhi.gov.in) and license in Form
25C issued online as per the format provided in the said portal.”

13. In rule 85 E the words “or renewal”jnﬁTwedn shall be omitted.
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14. The proviso 1o rulke 83E namely “Provided that in case potentised preparations are made in a Pharmucy holding
licence in Form 20-C. the conditions (2} and (3} shall not apply. The Hcensee shall ensure to the sutisfaction of the
Licensing Authority that the products manufactured by 11 conform to the claims made on the label” shall be omitted.

15. Rule 83EA shall be substiteted with following rule namely.-

“85EA. Inspection for grant of license and verification of compliance.-{1) Before 2 GMP centificate for License
under Form 25C is granted. the licensing authority shall cause the establishment in which the manufaciure of drugs is
proposed to be conducted or being conducted to be inspected by one of more inspectors appointed by the State
Government under this Act. with or without an expert in the ficld concerned. The inspector of inspectors shall
examine the establishment intended to be used or being used for the manufacture of drugs.

(2} The establishment licensed under sub-rule (1) shall be inspecied by the drug inspectors uppointed by the State
Govemnment under this Act o verify the self declaration of adherence 10 the conditions of license and the provisions of
the Drugs and Cosmetics Act and the Drugs and Cosmetics Rules not less than once in three years or as needed as per
risk based approach.

(3) Provided the drug inspectors are allotted the inspection duty in a randomized manner cnsuring same drug inspector
is not assigned inspection of a particular establishment consecutively for two terms of not less than three years
duration.”

16. Rule 83EB shall be substituted with following rule 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 being 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 qualifications of the technical staff to be employed. He shall also
examine and verify the statements made in the application in regard to their correctness. and the capability of the
applicant to comply with the requirements of competent technical staff, manufacturing plants, testing equipments and
the Requirements of Good Manufacturing Practices and the Requirements of Plant and Equipments as laid down in
Schedule M1.

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

17. Rule 85EC shall be substituted with following rule namely.-

“85FEC.-Procedure of Licensing Autherity.~(1) i the Licensing Authority after such funther enquiry,

if any, as he may consider necessary, is satisfied that the requirements of the Rules under the Act have been complied
with and that the conditions of the licence and the Rules under the Act shall be observed, he shall issue g licence under
this Part.

(2) If the Licensing Authority is not satisfied, he shall issue a memorandum of shortcoming. and the conditions which
must be satisfied before a licence can be granted and shall supply the applicant with a copy of the inspection report.

(3) Such memorandum of shortcomings as under sub-rule (2) 1s to be replied back by the applicant within two months
of issue of such memorandum.

(4) On non submission of requirements in sub-rule (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 through portal e-
AUSHADHI {wyw g-uushadhi von ind,

18. Rule 85ED shall be substituted with following rule namely.-

“85ED.- Further application after rejection. ~f within a period of six months from the rejection of an application for a
licence or Certificate of Good Manufacturing Practices as the case may be, the applicant informs the Licensing
Authority that the conditions laid down have been satisfied and deposits an inspection fee of rupees one thousand the
Licensing Authority may after causing a further inspection 1o be made, he is satisfied that the conditions for the grant
of a licence or certificate have been complied with, issue a licence or certificate under this Part.”

19. Rule 8§5F shall be substituted with following rule namely -

“85F. Duration of licence—{1) A heence 1ssued 1n Form 25C shall remaip valid perpetually.
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Provided that the licencee shall submits a self declaration of adherence to the conditions of license and the
provisions of the Drugs and Cosmetics Act and the Rules, every three years from the date of issue of license in form
25 C or from the date of submission of last self declaration as the case may be .

Further, provided that such self deciaration should be made within one month of completion of three years
from the date of issue of license in form 25 C or from the date of submission of last self declaration as the case mzy,
and in the event of non submission of such seif declaration, license shall be deemed to have been cancelled.”

20. Rule §5G shall be omitted.

21. Inrule 157

() In sub clause (1A), for the words “as per Schedule T” the words “as per Schedule T,
Level (a) for a micro enterprise, where the investment in Plant and Machinery or Equipment does not exceed
one crore rupees and tumover does not exceed five crore rupees and a small enterprise, where the investment
in Plant and Machinery or Equipment does not exceed ten crore rupees and tarnover does not exceed filty
crore rupees; Level (b) for enterprise, where the investinent in Plant and Machinery or Equipment exczeds
ten crore rupees and turnover exceeds fifty crore rupees.” shall be substituted.

(ii) sub clause (2)(b) shall be omitied.

(i) sub clause (2)(c) shall be substituted namely-“(b) a graduate in Pharmacy (Ayurveda or Siddha or
Unani) or Pharmaceutical Chemistry of a University recognised by the Central Government with experience
of at least three years in manufacturing of Ayurveda, Sidhha, Unani drugs in a licensed manufactuning unit or
MDD Ras-shastra/Bhaishajya Kalpana/Medicinal plants/Dravyaguna/Saidala/Gunapadam.

(iv) sub clause (2)(d) shall be omitted.
(v} sub clause (2)(e) shall be omitted.
22.Inrule 157TA

i. For the words “to the State Licensing Authority of Ayurveda, Siddha and Unani drugs and” shall be
omitted.

ii After the first proviso the following proviso shall be inserted namely-

“(ii) The manufacturers / farmers who wish to declare the cultivated produce separately may follow
one of the following two procedures:

(a) they may take prior registration of specific medicinal plant cultivation (for harvesting raw
material) on www.echarak.in portal as per the area of cultivation and estimated yield on the basis of
the agro-techniques published by National Medicinal Plant Board from time to time. In the case of
such applications National Medicinal Plant Board through its evaluation team will issue a certificate
to the farmer(s) / Farmer Producer Organisation(s)/ Cluster(s) / Non Government Organisation(s) /
Self Help Group(s) / Fast Moving Consumer Good(s) manufacturer(s) on the basis of an online
application through e-Charak portal.

(b) Those who are not registered with National Medicinal Plant Board or State Medicinal Plant
Board or Regional Cum Facilitation Centre for the certification prior to initiation of cultivation
should apply for Certificate of Cultivation / Origin in the Annexure to Form TA prior to harvesting.

Any material failing to comply with one of these above clauses may be considered as extracted raw
material and may attract Access Benefit Sharing as per the provisions of Biological Diversity Act

2002.
The Certificate of Cultivation / Origin may be issued by those authorities who are nominated by

National Medicinal Plant Beard or State Medicinal Plant Board or Regional Cum Facilitation Centre
or any designated officer as decided by National Medicinal Plant Board from time to time.”

23. Rule 158 (B)

i. in subrule I (A) for the words “Ayurvedic, Siddha and Unani Tibb system of medicine as specified in the
First Schedule;” following words “First Schedule either by using the traditional methods of manufacturing or
by using the modem equipment / machinery. The methods of technology transfer may be provided as the
proof of no deviation from the ariginal texts in the form of a note at the time of new license application or at

the time of perpetuity of existing license;

In subrule I{A) following clause may be inserted namely.-

D
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(i) The ingredients of ASU Drugs mentioned in the authoritative books of First Scheduie are of two
categorics viz., crude herbs - raw material; and intermediates - value added product - extracts * velatile oils
fixed oils cte. )

a. Raw Material - Raw material is the plant. mineral metal or snimal matenial which is harvested or
collected and used in the formulation without subjecting them to processes other than washing. cleaning,
powdering etc.

b. Intermediates/ Value Added Products/ Extracts/ Volatile oils / Fixed oils - are the semi processed
raw material or processed raw material which ts physically not identified with the raw material. The
following are the examples —

i.}  Amla pishti, kwatha, and prakshepa chuma are three different intermediates which will go into
Chyawanprash with sugar as the base. Asavarishtas and Ghrita-taila formats also have similar
mtermediates in 2.3 stages.

ii.) Camphor, Kattha, Kanyasar, Lavang tel. Chandan tel, Sesame oil. Chaulmoghra oil etc are examples
of VAPs. Volatile oils & Fixed oils.

iii.) Wherever, the Aushadh Ghana : Rasakriva or Kshirapaka or Taila-Ghrita are used in the traditional
method, the same may be recognized as traditional water extract or traditional milk extract or
traditional emulsion extract respectively. These will be separately considered as intermediates /
value added products / semi-processed finished goods.™

i, subrule | {B) shall be substituted namely-
“(B) Patent and Proprietary Avyurvedic, Siddha. Unani medicines as defined under section 3(h)(i} and
also of following subtypes-

i) Raw Material — Any plant material which is harvested and used in the formulation without subjecting
them to processes other than washing, cleaning. powdering etc.

i} Intermediates/Value Added Products/Extracts / Volatile oils / Fixed oils — Semi processed raw
material or processed raw material which is physically not identified with the raw matenial. They may be
extracts made using solvents or super-critical extraction or any other new method as may be developed
through research.

iif) Aushadh Ghana (Medicinal plant extracts - dry/wet) extract obtained either from plani(s)
mentioned in books of First Schedule of the Aci or from the herb(s) approved by PCIM&H and/or
ASUDTAB.

Provided that in case of preparations of Intermediates / Value Added Products / Extracts / Volatile oils /
Fixed oils for a Pharmacy holding a valid GMP centificate issued under Form 26 E-1, the license under
Form 25D or 25E shall not be required. Such manufacturers shall ensure voluntary registration with the
Licensing Authority.”

iit. In Table under subrule 1[.{A) column 2 row 4 after the words “as referred in” the words ""Sectior.t" shall be
inserted.

tv. For the tzble under subrule 11 {B) the following shall be substituted namely-

“sl. Category Ingredient Indication Safety study Experience/Evidence of
No. {s) {s} Effectiveness
1 2 3 4 5 6
Published Proof of
Literature Effectiveness
(A) Patent or Ingredients | Textual Not Required For one, two | Pre-clinical or
Proprictary from books | Rationale for | for one, two or or three Clintcal Study as
1 medicine as of First one, TWo or three ingredient | ingredient per Guidelines
mentioned In Schedule of | three mixtures / mixtures / issued by Ministry
rule 158 B and in | the Act ingredient combinations combinations | of Ayush; or OECD
Section 3{hXi) of mixtures | guidelines.
the Act combinations
(B) Patent or Ingredients | Texrual equired if Required if | Reguiredif
Proprietary of Schedule | Rationale f;ublished published published lterature
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medicine, with E(1) of the literature is not literature is 15 not available.

2 Ayurveda, Act available not available | (Clinical Study as
Siddha and {90 to 180 per Guidelines
Unani toxicity of the issued by Ministry
ingredients of Schedule E(1) of Ayush; or GECD
Schedule E(1) of ingredient is guidelings.)
the Act minimum.

Special toxicity

studies may be

provided on the

basis of the

outcome of acute

and/or chronic

toxicity studies

following the

OECD

guidelines.
(C) Patent or Ingredienms | New Required if Required if Required if
Proprietary from books | Indication published published published literature

3 medicine, with of First literature is not literature is is not available.
Ayurveda, Schedule of available not avatlable | (Clinical Study as
siddha and Unani | the Act or (90 to 180 per Guidelines
ingredients from | any new toxicity of the issued by Ministry
books of First ingredient E(I) ingredient of Ayush; or OECD
Schedule the Act | whichis 1S minimum. guidelines.)
with new dosage | accepted by Special toxicity
forms or new PCIM&H studies may be
ingredients or and/or provided on the
new ASUDTAR basis of the
mdicationg** outcome of acute

and/or chronic
toxicity studies
following the
OECD
guidelines.

Explanation.-For the purpose of this Rule
1) ‘New dosage form’ means any doszge forms covered under the existing formulary or pharmacopoeia (except
parenterals)

2) ‘New ingredient’ means any ingredient which is not part of books of First Schedule but being practiced /
recommended by the registered practitioners of AYUSH systems which is subsequently vetted by the

PCIM&H and/or ASUDTAB.

3) “New indication’ means any indication which is not mentioned m the books of first schedule either for the
single ingredient or for a group of ingredients.

V. For registration with respect te Aushadh Ghana/extract of medicinal plant (dry or wet).

5l. No. Category Ingredient (s) Indication (s}
2 3 4
1 {A) Aqueous As per text As per text
2 {(A-D As per text or New New indication
3 (B) Hydro-alcoholic As per text or New As per text
4 (B-I) Hydro-alcoholic As specified New indication
5 (C) Other solvent extract As specified As per text
6 (C-1) Other solvent extract As specified New indication
7 Supercritical extract etc As specified As per text
8 Supercritical extract etc As specified New indication”

o
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24, Rule 160A shall be substitsted with the following mle namely.-

~160A Institutions for carrving cut tests on Avurvedic, Siddha and Unani Drugs and Raw materials used in
their manufacture on behalf of licensees for manufacture for sale of Ayurvedic, Siddha and Unani drugs. All
such institutions which have factlities as required for Quality Control Section as Jaid down under Schedule T and
accredited by National Accreditation Board for Testing and Calibration Laboratories (NABL) for the category of
chemical and biological testing for identity, purity, quality and strength of Ayurvedic. Siddba and Unani Drugs and
raw materials will be notified as approved drug testing laboratories for the purposc of this rule by the central
government.

Provided the ruke shatl be applicable for approved laboratories under Form 48 within two yeurs from the date of
notification of the said rules or from the date of next renewal of Form 48 whichever is earlier.”™

25, Rule 180 B to J shall be omitted.
26. In subrule {2) of Rulc 161B
(i) the words ~Real time™ shall be substituted with “Real time and accelerated™

(ii} the following proviso shall be inserted namely.-~ Licensee who wish to claim 1-2 years shelf life alone may submit
the 3 months or 6 months accelerated stability at the time of license application or at the ume of perpetuity of existing
license.

27. After rule 162A following reles shall be inserted namely.-

“162-AA. Controlling Authority. - {13 All Inspectors appointed by the Cemtral Government shall be under the
control of an officer appointed in this behalf by the Central Government.

(2} All Inspectors appointed by the State Government shall be under the control of an officer appointed in this behalf
by the State Government.

(3} For the purposes of these rules an officer appointed by the Central Government under sub- rule (1), or as the case
may be, an officer appointed by the State Government under sub-rule (2). shall be a controlling authonty.

162.AB: Qualification of a ControBing Authority. (1} No person shall be qualified to be a Controlling Authority
under the Act unless: -

(i) a graduate in Pharmacy (Ayurveda or Siddha or Unani} or Pharmaceutical Chemistry of a University recognised
by the Central Government has experience in the manufacture or testing of drugs or enforcement of the provisions of
the Act for a minimum penod of five yvears or

(i) MD Ras-shastra/Bhaisajya Kalpana/Dravyapuna/Saidala’‘Gunapadam/Medicinal Plamts with a experience in the
manufacture or testing of drugs or enforcement of the provisions of the Act for a minimum period of three years.”

28. In table under rule 168, for the words ~1297" the words 1 1.40 %" shall be substituted.

29, The Rule 170 shall be omitted.
30. InForm 20C, i. in proviso 1 the words by wholesale™ shall be omitted.

ii. in proviso 2 the words 10 ...ecevreeuneew.”” shall be omitted.
iii. Proviso 3 under Condition of heense shaill be omitted.
31. In Form 20D, in proviso 2 the words ™0 ....occceceeeeeenn” shiall be omitted,
32. Form 20E shall be omitted.

33. Form 24C shall be substituted namely .-

“FORM 24C
(Sees rule 85B)
Application for the grant of a licence to manufacture for sale or for distribution of Homoeopathic medicines

L I2We ¥ e s OF e e hereby apply for the grant of licence to manufacture
the undermentioned Homoeopathic mother tinctures potentised preparations on  the premises situated

Mame of the Homoeopathic preparalions ... B fomieos oo
separately specified)].

wo ... { Each item to be
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2. Names, qualifications and experience of technical staff employed for manufacture and testing of Homoeopathic
medicines.
3. A fee OF TUPEES .ccvvcseiniiociisomiiineeee s been credited to Government under head of account

SR 5 7.1 SO o) P41 110 Ty - NOOURUR SN
Note 1. Delete whichever portion is not applicable.
2. The application should be accompanied by a plan of the premises.”

34, Form 25C shall be substituted namely.-

“FORM 25C
(See rule 8510

Licence to manufacture for sale or for distribution of] Homoeopathic medicines

Number of Licence and date 0F ISSUE ..ovvvueivsrrrerromeriesreerrcostins sn s msamasssassrsssmssrasas

| O, Ofeeerirevrreanrens is hereby licensed to manufacture under mentioned Homoeopathic Mother
Tinctures/ potentised and other preparations on the premises situated at ... under the direction and supervision of the
following technical staff:

Names of the Homoeopathic preparations. (Each item to be separately specified).
Names of the Technical Staffi.......ocoviviiiiiineninrnere
2. The licence shall be in force from date of 1SSUE ..o

3. 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,

Pate.......ccoocereereeerersrersronenns Signature.......

Designation....

Conditions of Licence
1. Any change in the expert staff named in the licence shall be forthwith reported to the Licensing Authority,

3. This licence shall be deemed to extend to such additional items as the licensee may intimate to the Licensing
Authority from time fo time, and as may be endorsed by the Licensing Authority.

3. The licensee shall inform the Licensing Authority in writing in the event of any change in the constitution of the
firm operating imder the licence. Where any change in the constitution of the firm takes place, the current licence shall
be deemed to be valid for a maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the Licensing Authority in the name of the firm with the changed

constitution.

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

5. The license is issued only after fulfillment of the requirements of Good Manufacturing Practices (GMP) of
Homoeopathic drugs as laid down in Schedule M1 of the Drugs and Cosmetics Rules, 1945.”

35. Form 26C shall be omitted.

36. In Schedule T, i. Para 1 for the words “as follows in Part 1 and Part II” the words “as follows in Part I and Part 11
of Level a and Level b as the case may be” shall be substituted.

%”’
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ii. Tor the words “PART | the words ~Part | Level a” shall be substituted.
ii. for the words "PART 117 the words ~Part il Level 2~ shall be substinged.
iv. After the end Note of the schedule T the following shall be inserted namely -

“PART | Level b
PREMISES AND MATERIALS.

1. GENERAL REQUIREMENTS:-

1.1 Location and Surroundings-The factory building shall be so situated and shall have such construction as to avoid
risk of contamination from external environment inciuding open sewemge. drain, public lavatory and any factory
which produces disagreeable or obnoxious odour or fumes or excessive soot, dust, smeoke, chemical or biological
SIMISSIONS,

1.2 Building & Premises- The buildings used for factory shall be such as to permit manufacturing of drugs under
hygienic conditions and should be free from cobwebs and insects’rodents. It should have adequate provision of light
and ventilation. The floor and the walls should not be damp or moist.

The premises used for manufacturing. processing. warchousing, packaging. labelling and testing purposes shall be -

(I} Compatible with other manufacturing operations that may be carried out in the same or adjacent premises.
(i) Machineries and equipment shall be at least 1.3 meter apart to allow orderly and logical placement of equipment,
materials and movement of personnel so as to:

a} zvoid the risk of mix-up between different categor 1 of drugs or with raw matenals, mtermediates and in-
p =
Process matenal;

(b) avoid the possibilities of contamination and cross-contamination by providing suitable arrangements,

(HI) Designed /constructed/ maintained to prevent entry of insects, pests, birds, vermins and rodents, Interior surface
(walls, floors and ceilings) shall be smooth and free from cracks and permit easy cleaning, painting and disinfection.

(1V) Air-conditioned be equipped, where prescribed 1o control environmental factors, for the eperations and dosage
forms under production. The production and dispensing area shall be well lighted, effectively ventilated, and air
control facilities (wherever applicable) and may have proper Air handling units {(wherever applicable} to maintain
conditions including temperature and. humidity {wherever necessary), as defined for the relevant product. These
conditions shall be appropriate to the category of dngs and nature of operation. These conditions shall also be suitable
to the comforts of the personnel working with protective clothing, products handled. and operations undertaken within
them in relation to external environment. These areas shall be regularly monitored for compliance with required
specifications;

{V) Provided with proper drainage system in the processing arca, The sanitary fittings and electrical fixtures in the
manufacturing area shall be proper and of adequate size and so designed as to prevent back flow andfor prevent
insects and rodents entering the premises.

{V1} Fumace/Bhatti section could be covered with tin roof with proper ventilation, but sufficient care should be taken
to prevent flies and dust,

{VII} Fire safety measures and proper exits should be provided

(VD) Drying Space: - Separate space is required for drying of raw matenal, in precess medicine or medicines which
require drying before packing. This space shall be protected from flies’ insects/dust ¢tc., by proper flooring. wire mash
window, glass panels or other material and shall permit easy & cffective cleaning and dis-infection.

{IX) Same manufacturing Facility/ Store shall not be used for any purpose other than manufacturing of Ayurveda,
Siddha and Unani Drugs.

1.3 Water System - There shall be validated system for treatment of water drawn from own or any other source o
render it potable in accordance with standards specified by the Bureau of Indian Standards or Local Municipality, as
the case may be, s0 as to produce Purified Water conforming to Pharmacopoeial specification. Punfied Water so
produced shall only be used for all the operations except washing and cleaning operations where potable water may be
used. Water shall be stored in tanks, which do not adversely affect quality of water and ensure freedom from
microbiological growth. The tank shall be cleaned periodically and records shall be maintained by the licensee in this
behalf.

1.4 Disposal of Waste- From the manufacturing section and laboratories the waste water and the residues which
might be prejudicial to the workers or public health shall be disposed off with the requirements of Envirenment
Pollution Control Board.
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2. WARE HOUSING AREA :-

2.1 Adequate areas shall be designed to allow sufficient and orderly warehousing of various categories of materials
and products like raw materials and packaging materials, intermediates, bulk and finished products, products in
quarantine, released, rejected, returned or recalled, machine and equipment spare parts.

2.2 Warehousing areas shall be designed and adapted to ensure good storage conditions. They shall be clean, dry and
maintained with acceptable temperature limits. Where special storage conditions are required (e.g. temperature,
humidity), these shall be provided, monitored and recorded. Storage areas shall have appropriate house-keeping and
rodent, pests and vermin control procedures and records maintained. Proper racks, bins and platforms shall be

provided for the storage of materials.
2.3 Receiving and dispatch bays shall protect materials and products from adverse weather conditions.
2.4 Where quarantine status is ensured by warchousing in separate earmarked areas in the same warchouse or store,

these areas shall be clearly demarcated. Any system replacing the physical quarantine, shall give equivalent assurance
of segregation. Access to these areas shall be restricted to authorized persons.

2.5 There shall be separate sampling area in the warehousing area. for 1aw materials and excipients. If sampling of
active components is performed in any other area, it shall be conducted in such area to prevent contamination, cross-

contamination and mix-up.
2.6 Segregation shall be provided for the storage of rejected, recalled or returned materials or products. Such areas,
materials or products shall be suitably marked and secured. Access to these areas and materials shall be restricted.

2.7 Highly hazardous, poisonous and explosive matetials such as Poisonous drugs and substances presenting potential
risks of abuse, fire or explosion shall be stored in safe and secure zreas. Adequate fire protection measures shall be

provided in conformity with the rules of the concemed civic authority.

2.8 Printed packaging materials shall be stored in safe, separate and secure area.

2.9 Sampling and dispensing of sterile materials shall be conducted under aseptic conditions, which shall also be
performed in 2 dedicated area within the manufactuning facility.

2.10 Regular checks shall be made to ensure adequate steps are taken against spillage, breakage and leakage of
CONAINETS, : '

2.11 Rodent treatrents (Pest control) should be done regularly and at feast once in a year and record maintained.

2.12 Storage containers for raw material, intermediates and finish goods shall be of food grade/ non- reacting material.

3. PRODUCTION AREA:-
3.1 The production area shall be designed to allow the production preferably in uni-flow and with logical sequence of
operations. '

3.2 Working and in- process space shall be adequate to permit orderly and logical positioning of equipment (at Jeast
1.5 meter gap in between) and materials and movement of personnel to avoid cross- contamination and to minimize
risk of omission or wrong application of any manufacturing and control measures.

3.3 The Production area shall be washable and with clean airflow to avoid the risk of cross-contamination.

3.4 Pipe-work, electrical fittings, ventilation openings and similar service lines shall be designed, fixed and
constructed to avoid accumulation of dust. Service lines shall preferably be identified by colours and the nature of the
supply and direction of the flow shall be marked/indicated.

4, ANCILLARY AREAS: -

4.1 Rest and refreshment rooms shall be separate from stores & production areas. These areas shali not lead direcily to
the manufacturing and sterage areas.
4.2 Facilities for changing, storing clothes and for washing and toilet purposes shall be easily accessible and adequate

for the number of users. Toilets, separate for males and females, shall not be directly connected with production or
storage areas. There shall be written instructions for routine cleaning and disinfection of such areas and records

maintained.

4.3 Maintenance workshops shall be separate and away from production areas. Whenever spares, changed parts and
tools are stored in the production area, these shall be kept in dedicated rooms or lockers. Tools and spare parts for use
in sterile areas shall be disinfected before these are carried inside the production areas.

5, QUALITY CONTROL AREA: - /QE‘
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5.1 Quality Control. - Every licensee ts required w provide facility for quality contral section in his own premises.
Quatity Control Laboratories shall be independent of the production areas. The test shall be as per the Avurveda.
Siddha and Unani pharmacopocial standard mcluding Nicrobiology, Aflatoxing, Heavy Metals as and where
applicable. Where the pharmacopocial standards are not available, the test should be performed according 1o the
manufacturers’ specification or other information available which shall be duly verified by the state licencing
authority. The quality control scction shall verify all the raw materials {Idennfication and analysis). monhor in-process
quality checks and control the quality of finished product being released 1o finished goods store/warehouse. The
quality control section shall have the following facilities: -

{I) There should be at least 100 sq. feet area for quality control section.
{1} There should be at least facility for physico-chemical analysis.

{111} There should be provided facility for microbiology and other parameters through sophisticated instruments
analysis etc in own premises or through Government approved public testing laboratory.

{1V} The design of the laboratery shall take into account the suitability of censtruction materials and ventilation.
Separate air handling units and other requirements shall be provided for microbiological and sophisticated instruments
testing areas. The [aboratory shall be provided with regular supply of water of appropriate quality for cleaning and
testing purposes.

{V} Quality control laboratory shall be divided into separate sections i.e. for physico-chemical. microbiology and
sophisticated instruments analysis. This shall have adequate area for basic insallation and for anciliary purpose. The
microbiology section shall have arrangements such as airlock and laminar air flow work station. whenever considered
necessary.

{VH) For identification of raw drugs. reference books and reference samples should be maintained.

(VH) To verify the finished products, At least three sample of cach pack size as controlled samples of finished
products of each batch will be kept ull the expiry date of product.

{VIII} To supervisc and monitor adequacy of conditions under which rawmaterials, semi- finished products and
finished products are stored.

(IX} Keep record for establishing shelf life and storage requirements of the drugs.

(X) Manufacturers who are manufacturing patent and proprictary Ayurveda. Siddha, and Unani medicines shall
provide their own specification and control references in respect of such formulated drugs which shall be duly verified
by state licencing authority,

(X1) The standards for identity, purity and strength as given in respective pharmacopoeias of Ayurveda. Siddha and
Unani systems of medicines published by Government of India shall be complied with.

{(XII} Quality control section will have a nunimurm whele time employee oft —

{a) Expert in Ayurveda or Siddha or Unani medicine who possesses adegree gualification recognized under Schedule
1{ of Indtan Medicine Central Council Act 1970 or Pharmacy (Ayurveda/Unani), awarded by a recognized University;

(b) Chemist, who shall possess at least Bachelor Degree in Science or Pharmacy or Pharmacy {Ayurveda or
Siddha/Unani}, awarded by a recognized University; and

(c) Botanist/ Pharmacognoesist, who shall possess at feast Bachelor Degree i Science (Medical) or Pharmacy or
Pharmacy (Ayurveda) or Diploma in Unani Pharmnacy / Diploma in Pharmacy {Ayurveda) (with at least one vear
expenence) awarded by arecognized University.]

(XII}) The manufacturing unit shall have a quality control section. Alternatively, these quality control provisions will
be met by getting testing from a recognised laboratory for Ayurveda, Siddha and Unam drugs; under Rule 160-A of
the Drugs and Cosmetics Act for certain parameters. The manufacturing company will maintain all the record of
vartous tests got done from outside recognised laboratory. Quality contro! facility for physicochemical parameters and
some basic test is mandatory required.

{XIV) List of equipment recommended for in-house quality control section alternatively, unit can get testing of certain
parameters done from the Government approved laboratory).

{A) | CHEMISTRY SECTION {B) PHARMACOGNOSY SECTION

| Alcohol Determination Apparatus{complete set) | [. Microscope Binocular.

2. Volatile Oil Determination Apparatus. 2. Digsecting Microscope.

3. Boiling Point Determination Apparatus., 3, Rgsearch Electronic Microscope attached with

g
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4, Melting Point Determination Apparatus. 4. Microtome.
5. Refractometer. 5. Stage Micrometer
6. Polarimeter. |6 Physical Balance.
7. Viscometer. 1. Camera Lucida (Prism and Mirror Type)
8. Tablet Disintegration Apparatus. &. Chemicals, Dies & Reagents ete.
9. Moisture Meter. 9. Slides & Glassware
10. | Muffle Furnace. 10. Tray Dryer
11. | Electronic Balance. 11. Aluminium Slide Trays.
12. | Magnetic Stirrer. 12, Grinder Machine
13. | Hot Air Oven. ' 13. Jucer Machine
14. | Refrigerator. 14. Clevenger Apparatus
15. | Glass/Steel Distillation Apparatus. 15. Soxhlet Apparatus
16. : LPG Gas Cylinders with Bumners. 16. Supercritical Fluid Extraction Unit
17 | Water Bath (Temperature controlled.) 17. Percolator
18 | Heating Mantles/ Hot Plates. 18. Magnifying Lens Glass 10x
19. | TLC Apparatus with all accessories(Manual) 19. Bissection Box
20 | Paper Chromatography apparatus witk
accessories.

21. | Sieve size 10 to120 with Sieve shaker.
22 | Centrifuge Machine.

23. | Dehumidifier.

24 | pH Meter.(Digital)

25, | Limit Test Apparatus.(Arsenic)

26. | Homogenizer

27. { Dissolution Apparatus

28. { Thermometer

29. | Stop watch

30, | Physical Balance

31. | Digital Weighing Balance (Weight in mg)

32. | Micronizer
33. | Pastel & Mortar

6. QUALITY CONTROL SYSTEM:- Quality control shall be concerned with sampling, specifications, testing,
documentation, release procedures which ensure that the necessary and relevant tests are actually cammied and that the
materials are not released for use, nor products released for sale or supply until their quality has been judged to be
- satisfactory. It is not confined to laboratory operations but shall be involved in all decisions concerning the quality of
the product. It shall be ensured that all qualitv control arrangements arc effectively and reliably carried out. The
department as a whole shall have other duties such as to establish, evaluate, validate and implement all Quality

Control Procedutes and methods.

6.1 Every manufacturing establishment shal establish its own quality control laboratory (at least for physico-chemical
analysis) managed by qualified and experience staff.

6.2 The area of the quality control laboratory may be divided into Physico-Chemical, Instrumentation and
Microbiological. :

6.3 Adequate area having the required storage conditions shall be provided for keeping reference samples. The quakity
control department shall evaluate, maintain and store reference samples.

6.4 Standard operating procedures shall be available for sampling, inspecting and testing of raw materials,
intermediate bulk finished products and packing materials and, wherever necessary, for monitoring environmer.tal
conditions.

6.5 There shall be authorized and dated specifications for all materials, products, reagents and solvents including test
of identity, content, purity and quality. These shall include specifications for water, solvents and reagents used in
analysis. .

6.6 No batch of the product shall be released for sale or supply until 1t has been centified by the authotized persor(s)
that it is in accordance with the requirements of the standards laid down.

6.7 Reference/retained samples from each batch of the products manufactured shall be maintained in quantity which is

B —
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at least twice the quantity of the drug required to conduct afl the texis. except sterility and pyrogen’ Bactenal
Endotoxin. The retained product shall be kept in its final pack or simulated pack for a period of three months afier the
date of cxpiry.

6.8 Assessment of records peniaining to finished products shail include all relevant factors, including the production
conditions, the results of in-process testing. the manufacturing (including packaging) documentation, compliance with
the specification for the finished product. and an examination of the finished pack. Assessment records should be
signed by the in-charge of production and countersigned by the authorised quality control personnel before a product
1s released for sale or distribution.

6.9 Quality control personnel shall have access to production areas for sampling and investigation. as appropriate.

6.10 The quality contro! department shall conduct stabiiity studies of the products as per Rule 161-B to ensure and
assign their shell life at the prescribed conditions of storage. All records of such studies shall be maintained.

6.11 The in-charge of Quality Assurance shall investigate all product complaints and records thereof shall be
maintained.

6.12 Each specification for raw materials. intermediates. final products, and packing matenals shall be approved and
maintained by the Quality Controf Depantment. Periedic revisions of the specifications shall be carmed out wherever
changes are necessary.

6.13 Pharmacopoeia, Standard testing procedures (STP). reference standards, reference materials and authoritative &
technical books, as required. shall be available in the Quality Control Laboratory of the hicensee.

7. PERSONNEL: -

7.1. The manufacture shall be conducted under the direet supervision of competent technical staff with prescribed
qualifications and practical experience.

7.2 The head of the Quality Control Laboratory shall be independent of the manufacturing unit. The testing shall be
conducted under the direct supervision of competent technical taff who shalt be whole time employees of the
licensee.

7.3. Personnel for Quality Assurance and Quality Control operations shall be suitably qualified and experienced.
7.4 Written duties of technical and Quality Control personnel shall be lard and followed strictly.
7.5 Number of personnel employed shall be adequate and in direct proportion to the workload,

7.6 The licensee shail ensure in accordance with a written instruction that all personnel in production area or into
Quality Control Laboratories shall receive training appropnate to the duties and responsibility assigned to them. They
shall be provided with regular in-service training.

8. HEALTH, CLOTHING AND SANITATION OF WORKERS: -

8.1 Prior 1o employment, all personnel, shall undergo medical examination including eye examination, and shall be
free from Tubercidosis, skin and other communicable or contagious diseases. Thercafter, they should be medicaily
examined periodically, at least once a year. Records shall be maintained thercof. The lcensee shall provide the
services of a qualified physician for assessing the health status of personnel involved in different activities.

8.2 All persons prior to and during employment shall be trained in practices which ¢nsure personnel hygiene. A lugh
level of personal hygiene shall be observed by all those engaged in the manufacturing processes. Instructions to this
effect shall be displayed in change- rooms and other strategic locations.

8.3 No person showing, at any time, apparent illness or open lesions which may adversely affect the quality of
products, shall be allowed to handle starting materials, packaging materials, in-process materials, and drug products
unti! his condition is no longer judged to be a nisk.

8.4 All employees shall be instructed to report about their illness or abnormal health condition 1o their immediate
supervisor so that appropriate action can be taken.

8.5 Direct contact shall be aveided between the unprotected hands of personnel and raw materials, intermediate or
finished, unpacked products.

8.6 All personnel shall wear clean body coverings appropriate to their duties. Before entry inte the manufacturing
area, there shall be change rooms separate for each sex with adequate facilities for personal cleanliness such as wash
basin with runping water, clean towels or hand dryers, soaps, disinfectants, etc. The change rooms shall be provided
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with cabinets for the storage of personal be.ongings of the personnel.

8.7 Smoking, eating, drinking, chewing or keeping plants, food, drink and personal medicines shall not be permitted in
production, laboratory, storage and other areas where they might adversely influence the product quality.

9. MANUFACTURING OPERATIONS AND CONTROL.S: —

9.1 All manufacturing operations shall be carried out under the supervision of technical staff approved by the
concerned state Licensing Authority, Each critical step in the process relating to the selection, weighing and
measuring of raw material addition during various stages shall be performed by trained personnel under the direct
personal supervision of approved technical staff.

The contents of all vessels and containers used in manufacture and storage during the various manufacturing stages
shall be conspicuously labelled with the name of theproduct, batch number, batch size and stage of manufacture. Each
label should beinitialled and dated by the authorised technical staff,

9.2 Precautions against mix-up and cross-contamination:

92.1 The licensee shall prevent mix-up and cross-contamination of drug material and drug product (from
environmental dust) by proper arrangements, status labelling and cleaning. Proper records and Standard Operating

Procedures there of shall be maintained.

922 To prevent mix-ups during production stages, material under process shall be conspicuously labelied to
demonstrate their status. All equipment used for production shall be labelled with their current status.

9.2.3 Packaging lines shall be independen: and adequately segregated. It shall be ensured that all left-overs of the
previous packaging operations, including labels, cartons and caps are cleared before the closing hour.

9.2.4 Before packaging operations are begun, steps shall be taken to ensure that the work area, packagmg lines,
printing machines, and other equipment are clean and free from any products, materials and spillages. The line
clearance shall be performed according to an approximate check list and recorded. '

9.2.5 The correct details of any printing (for example of batch numbers or expiry dates) done separately or in the
course of the packaging shall be rechecked at regular intervals. All printing and overprinting shall be authonized in

writing.

926 The manufacturing environment shall be maintained at the required levels of temperature, humidity and
cleanliness.

9.2.7 Authorised persons shall ensure change-over into specific uniforms before undertaking any manufacturing
operations including packaging.

9,2.8 There shall be segregated secured areas for recalled or rejected material and for such material which are to be
reprocessed or recovered.

10. SANITATION IN THE MANUFACTURING PREMISES: —

10.1 The manufacturing premises shall be cleaned and maintained in an orderly manner, so that it is free from
accumulated waste, dust, debris and other similar material. A validated cleaning procedure shall be maintained.

10.2 The manufacturing areas shall not be used for storage of materials, except for the material being processed. It
shall not be used as a general thoroughfare.

10.3 A routine sanitation program shall be drawn up and observed, which shall be properly recorded and which shall
indicate-
(a) specific areas to be cleaned and cleaning intervals;

{b) cleaning procedure to be followed, including equipment and materials to be used for cleaning; and

(c) personnel assigned to and responsible for the cleaning operation.

10.4 The adequacy of the working and in-process storage space shall permit the orderly and logical positiening of
equipment and materials so as to minimizs the risk of mix-up between different pharmaceutical products or their
components to avoid cross contamination, and to minimise the risk of omission or wrong application of any of the

manufacturing or control steps.
10.5 Production areas shall be weil lit, particularly where visyal on-line controls are carried out.
11. RAW MATERIALS: g ﬁi*?
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11.1 The licensee shall keep an inventory of all raw muaterizbs to be used at any stage of manutacture of drugs and
maintain records.

11.2 All incoming materials shall be quarantined immediately after receipt or processing. All materials shall be stored
under appropriate conditions and in an orderly fashion to permit baich segregation and stock rotation by a “first
in/first-out” principle. Alf incoming materials shall be checked to ensure that the consignment corresponds to the order
placed.

11.3 All incoming materials shall be purchased under valid purchase vouchers. Wherever possible. raw materials
should be purchased directly from the producers/farmers.

11.4 Authorized swaff appointed by the licensee in this behalf, which may include personnel from the Quality Control
Department, shall examine each consignment on receipt and shall check each container for integrity of package and
seal. Damaged containers shafl be identified, recorded and segregated.

11.5 If a single delivery of material is made up of different batches. each batch shall be considered as a separate batch
for sampling. 1esting and release.

11.6 Raw materials in the storage arca shall be appropriately labelled. Labels shall be clearly marked with the
following information:

(1) designated name of the product and the internal code reference. (where applicable), and anabytical reference
number;

(11) manufaciurer’s / Supplier's name. address and batch number:
{111) the status of the contents (e.g. quarantine, under test, refeased. approved. rejected): and
{IV) the manufacturing date, expiry date and re-test date.

11.7 There shall be adequate separate arsas for materials “under test”, “approved™ and “rejected” with different
standard colour labe! and arrangements and equipment 1o allow dry. clean and orderly placement of stored materials
and products, wherever necessary., under controbled temperature and humidity.

11.8 Containers from which samples have been drawn shall be identified.

11.9 It shall be ensured that all the containers of raw matenals are placed on the raised platforms/racks and not placed
directly on the floor, care may be taken to handle the following different categories of raw materials; -

(1). Raw material of metallic ongin.

(11). Raw material of mineral origin.

(111). Raw material from animal source.

{IV). Fresh herbs,

{V}. Dry herbs or plant paris

(V1. Excipients atc.

(VII). Volatile ofls’perfumes and flavours

(VIII). Plant concentrates’ extracts and exudates/resins,
12. EQUIPMENT:-

12.1 Equipment shall be located, designed, constructed. adapted and maintained 1o suit the operations to be carried
out. The layout and design of the equipment shall aim to minimise the risk of errors and permit effective cleaning and
maintenance in order to avoid cross-contamination, build-up of dust or dirt and, in general, any adverse effect on the
quality of products. Each equipment shall be provided with a logbook, wherever necessary.

12.2 Balances and other measuring equipment of an appropriate range, accuracy and precision shall be available in the
raw material stores, production and in-process control operations and these shall be calibrated and checked on a
scheduled basis in accordance with Standard Operating Procedures and records maintained.

12.3The parts of the production equipment that come into contact with the product shall not be reactive, additive or
adsorptive to an extent that would affect the quality of the product.

12.4To avoid accidemal contamination, wherever possible, non-toxicsedible grade lubricants shall be used and the
equipment shall be maintained in a way that lubricants do not contaminate the products being manafactured.

12.5 Defective equipment shail be removed from production ang Quality Control arcas and appropriately labelled.
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13. DOCUMENTATION AND RECORDS: -

13.1 Documents designed, prepared, reviewed and controlled, wherever applicable, shall comply with these rules.

13.2 Documents shall be approved, signed and dated by appropriate and authorized persons.

13.3 Documents shall specify the title, nature and purpose. They shall be laid out in an orderly fashion and be easy to
check. Reproduced documents shall be clear and legible. Documents shall be regularly reviewed and kept up to date.
Any alteration made in the entry of a decument shall be signed and dated.

13.4 The records shall be made or completed at the time of each operation in such a way that all significant activities
concerning the manufacture of pharmaceutical products are traceable. Records and associated Standard Operating
Procedures (SOP) shall be retained for at least one year after the expiry date of the finished product.

13.5 Data may be recorded by electronic data processing systems or other reliable means, but Master Formulae and
detailed operating procedures relating to the sysiem in use shall also be available in a hard copy to facilitate checking
of the accuracy of the records. Wherever documentation is handled by electronic data processing methods, authorized
persons shall enter modify data in the computer. There shall be record of changed and deletions. Access shall be
restricted by passwords or other means and the result of entry of critical data shall be independently checked. Batch
records electronically stored shall be protected by a suitable back-up. During the period of retention, all relevant data
shall be readily available.

14. LABELS AND OTHER PRINTED MATERIALS: -

The Printing shall be done in bright colours and in a legible manner. The label shall carry all the prescribed details
about the product.

14.1 AH containers and equipment shall bear appropriate labels. Different colour coded labels shall be used to indicate
the status of a product (for example under test, approved, rejected).

14.2 To avoid chance mix-up of printed packaging materials, product leaflets, relating to different products, shall be
stored separately. '

14.3 Prior to release, zll labels for containers, cartons and boxes and all circulars, inserts and leaflets shall be
examined by the Quality Control Department of the licensee.

144 Prior to packaging and labelling of a given batch of a drug, it shall be ensured by the licenses that samples are
drawn from the batch and duly tested, and approved by the quality control personnel. The contents on label shall
conform to Rule 161 and Rule 161-B of the Drugs & Cosmetics Rules 1945, the Drugs and Magic Remedics
(Objectionable Advertisement) Act, 1954 & Rule, 1955 and other legal requirements.

14.5 Records of receipt of all labelling and packaging materials shall be maintained for each shipment received
indicating receipt, control reference numbers and whether accepted or rejected. Unused coded and damaged labels and
packaging materials shall be destroyed and recorded.

14.6 All labels on finished Goods must mention customer help line number/contact to brief complaint or adverse
reaction from the product.

15. QUALITY ASSURANCE: -
The system of quality assurance appropriate to the manufacture of ASU products shall ensure that; —

(I} the products are designed, developed and manufactured in a way that takes account of the requirements of Good
Manufacturing Practices (hereinafter referred as GMP).

(1) adequate controls on raw materials, intermediate products and bulk products and other in-process controls,
calibrations, and validations are carried out,

(L1} the finished product is correctly processed and checked in accordance with established procedures;

(IV) the pharmaceutical products are not released for sale or supplied before authorized persons have certified that
each production batch has been produced and controlled in accordance with the requirements of the label claim and
any other provisions relevant to production, control and release of pharmaceutical products.

16. SELF INSPECTION AND QUALITY AUDIT: -Fimn shall constitute a self-inspection team supplemented with
a quality audit procedure for assessment of all or part of a system with the specific purpose of improving it.

16.1 To evaluate the manufacturer‘s compliance with GMP in all aspects of production and quality control, concept of
self-inspection shall be followed. The manufacturer shall constitute a team of independent, experienced, qualified
persons from within or outside the company, who can audit objectively the implementation of methodology and
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procedures evolved. The procedure for self-inspection shall be documented indicating scH-inspection results,
evajuation. conclusions and recommended corrective actions with effective follow up program. The recommendations
for corrective action shall be adopted.

16.2 The program shali be designed to detect shortcomings in the implementation of Good Manufacturing Practice
and to recommend the necessary corrective actions. Self- inspections shall be performed routinely and on specific
occasions. like when product recalls or repeated rejections occur or when an inspection by the licensing authorities is
announced. The team responsible for self-inspection shall consist of personnel who can evaluate the implementation
of Good Manufacturing Practice objectively: all recommendations for corrective action shall be implemented.

16.3 Written instructions for self~inspection shall be drawn up which shall include the followmg: -
(a} Personnel,

(b} Prenuses including personnel facilitics.

{c) Maintenance of buildings and equipment

{d) Storage of starting matenals and finished products.

{e) Equipment.

() Production and in-process controls.

(g) Quality control.

(h) Documentation.

(i} Sanitation and hygiene,

(i) Validation and revalidation programmes.

(k} Calibration of instruments or measurement systams.

() Recall procedures.

(m) Complaints management.

{n) Labels control.

{0) Results of previous self-inspections and any corrective steps taken.
17.SPECIFICATION:

17.1 For raw materials and packaging materials. ~

They shall include-

a) the designated name;

b) reference, if any, 1o a pharmacopoeial monograph:

¢} qualitative and quantitative requirements with acceptance limits:

d) name and address of manufacturer or supplier

e} specimen of printed material:

f) directions for sampling and testing or reference to procedures:

g) storage conditions: and

h) maximum period of storage before re-testing.

17.2 For finished products. - Appropnate specifications for finished products shall include: -
a} the designated name of the product;

b) the forrmula or a reference to the formula and the pharmacopeetal reference;
¢c) directions for sampling and testing or a referénce 1o procedures;

d) a description of the dosage form and package details:

) the storage conditiens and precautions, where applicable, and

f) the shelf-life.

18. MASTER FORMULA RECORDS: -

There shall be Master Formula records relating to all manufacturing procedures for cach product and batch size to be
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manufactured. These shall be prepared and endorsed by the competent technical staff i.e. head of production and
quality control, The master Formula shall include: -

{(a} the name of the product relating to its specifications;

(b) the patent or proprietary/ Classical name of the product, a description of the dosage form, composition of the
product and batch size;

{c) name, quantity, and reference number of ali the raw materials to be used.
(d) detailed stepwise processing instructions and the time taken for cach step;
() the instructions for in-process control with their limits;

(f) the requirements for storage conditions of the products, including the container, labelling and special storage
conditions where applicable;

() any special precautions to be observed; and
(h) packing details and specimen labels.
19. PACKAGING RECORDS: -

There shall be authorised packaging instructions for each product, pack size and type. These shall include or have a
reference to the following: - ' .

(a) name of the product;
(b) description of the dosage form, strength and composition;
(c) the pack size expressed in terms of the number of doses, weight or volume of the product in the final container;

(d) complete list of all the packaging materials required for a standard batch size, including quantities, sizes and types

with the code of reference number refating to the specifications of each packaging material.

(€) reproduction of the relevant printed packaging materials and specimens indicating where batch number and expiry
date of the product have been applied; _
(f) description of the packaging operation, including any significant subsidiary operations and equipment to be used;

{g) details of in-process controls with instructions for sampling and acceptance; and

() upon completion of the packing and labelling operation, a reconciliation shall be made between numbex of
labelling and packaging units issued, number of units labelled, packed and excess returned or destroyed. Any
significant or unusual discrepancy in the pumbers shall be carefully investigated before releasing the final batch.

20. BATCH PACKAGING RECORDS:-

20.1 A batch packaging record shall be kept for each batch or part batch processed. It shalt be based on the relevant
parts of the packaging instructions, and the method of preparation of such records shall be designed to avoid

transcription errors.

20.2 Before any packaging operation begins, check shall be made and recorded that the equipment and the work
stations are clear of the previous products, documents or materials not required for the planned packaging operaticns,
and that the equipment is clean and suitable for use.

21. BATCH PROCESSING RECORDS:-

1.1 There shall be Batch Processing Record for each product. It shall be based on the relevant parts of the currently
approved Master Formula.

21.2 Before any processing begins, check shall be performed and recorded to ensure that the equipment and work
station are clear of previous products, documents or materials not required for the planned process are removed and
the equipment is clean and suitable for use.

21.3 During processing, the following information shall be recorded at the time each action is taken and the record
shall be dated and signed by the person responsible for the processing operations: -

(a) the name of the product
(b) the number of the batch being manufactured,

(c) dates and time of commencement, of significant intermediate stages and of completion of production,

B
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(¢) inittals of the operator of different significant steps of production and where appropriate, of the person who
checked cuch of these operations.

() the batch number andor anabvtical control number as well as the quantitics of cuch starting material actually
weighed,

(D) any relevant processing operation or event and maor cquipment used,

{g) a record of the in-process controls and the initials of the person

{h} carrying them out, and the results obtained,

(1) the amount of product obtained after different and critical stages of manufacture {vicld),

22. STANDARD OPERATING PROCEDURES (SOPs} AND RECORDS, REGARDING: -
22.1 Receipt of materials:

22.1.1 there shall be wntten Standard Operating Procedures and records for the receipt of each delivery of all raw
materials, primary and printed packaging material.

22.1.2  the records of the receipts shak include:

{a) the name of the material on the delivery note and the number of containers:

{b) the date of receipt;

{c} the manufacturers and’ or suppliers name:

{d) the manufacturers batch or reference number;

{e} the total quantity, and number of containers. quantity in each container received:
{f} the control reference number assigned after receipn:

(g) any other relevant comment or informaton.

22.1.3 There shall be written standard operating procedures for the internal labelling, quarantine and storage of
starting materials, packaging materials and other materials, as appropriate.

22.1.4 There shall be Standard Operating Procedures available for each instrument and cquipment and these shall be
placed in close proximity to the related instrument and equipment.

22.2 Sampiing: -

22.2.1 There shall be written Standard Operating Procedures for sampling which include the person(s) authorized to
take the samples.

22.2.2 The sampling instruction shall include:
{a) The method of sampling and the sampling plan,

(b} any precautions to be observed to avoid contamination of the material or any deterioration in its quality, {d) The
quantity of samples to be taken,

() The types of sample containers to be used,
(d) any specific precautions to be observed.

22.3. Batch Numbering. - There shall be Standard Operating Procedures desenbing the details of the batch (lot)
numbening set up with the objective of ensuring that each batch of intermediate, bulk or finished product is identified
with a specific batch number.

22.4. Testing: There shall be wnitten procedures for testing materials and products at different stages of manufacture,
describing the methods and equipment to be used. The tests performed shall be recorded.

22.5 Records of Analysis, -

22.5.1 The records shall include the foliowing data:

(a} name of the raw mat=rial or product and the dosage form

(b) batch number and, where appropriate the manufacturer and’ or supplier,

(¢} reference to the relevant specifications and testing procedures,
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{d) test results, including observations and calculations, and reference to any specifications (limits),

(e) dates of testing,
(f) initials of the persons who performed the testing,
(g) initials of the persons who verified the testing and the detailed calculations,

(h) A statement of release or rejection, and
(i) signature and date of the designated responsible person.
27 5.2 There shall be written standard operating procedures and the associated records of actions taken for:

(a) equipment assembly and validation

(b) analytical apparatus and calibration,

(c) maintenance, cleaning and sanitation;

(d) personnel matters including qualification, training, clothing, hygiene
(&) environmental monitoring;

{f) pest control;

(g) complaints;

(h) recalls made; and

(3) returns received.

23. REFERENCE SAMPLES:-
23.1 Test Report of every raw materizal, shall be retained for a period of 3 months after the date of expiry of the last
batch produced from that raw material.

23.2. Reference Samples of finished formulations shall be stored in the same or simulated containers in which the drug
has been actually marketed, till the end of shelf life

24. Validation and process validation:

24.1 Validation studies shall be an essential part of Good Manufacturing Practices and shall be conducted-as per the
pre-defined protocols. These shall include validation of processing, testing and cleaning procedures.

24.2 A written repori summarizing recorded results and conclusions shall be prepared, documented and maintained.
24.3 Processes and procedures shall be established on the basis of validation study and undergo periodic revalidation
to ensure that they remain capable of achieving the intended results. Critical processes shall be validated,
prospectively or retrospectively. :

J4.4 When any new Master Formula or method of preparation is adopted, steps shall be taken to demenstrate its
suitability for routine processing. The defined process, using the materials and equipment specified shall be
demonstrated to yield a product consistently of the required quality.

24.5 Significant changes to the manufacturing process, including any change in equipment or materials that may affect
product quality and/or the reproducibility of the process, shall be validated.

25, DISTRIBUTION RECORDS:-

25.1 Prior to distribution or dispatch of given batch of a drug, it shall be ensuring that the batch has been duly tested,
approved and released by the quality control personnel. Pre-dispatch inspection shall be performed on each
consignment on a random basis to ensure that only the correct goods are dispatched. Periodic audits or warehousing
practices followed at distribution centres shall be carried out and records thercof shall be maintained. Standard
Operating Procedures shall be developed for warehousing of products.

25 2 Records for distribution shall be maintained in a manner such that finished batch of a drug can bz traced to the
retail level to facilitate prompt and complete recall of the batch, if and when pecessary.
26. PRODUCT RECALLS: -

26.1 A prompt and effective product recall system of defective products shall be devised for timely infermation of all
concerned stockists, wholesalers, suppliers, upto the retail level within the shortest period. The licensee may make use
of both print and electronic media in this regard. _

6.2 There shall be an established written procedure in the fotm of Standard Operating Procedure for effective recall
of products distributed by the licensee. Recall operations shall be capable of being initiated promptly so as to

s
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effectively reach at the level of each disinibution channel.
26.3 The distribution records shall be readily made available to the persons designated for recalls.

26.4 The designated person shall record a final report issucd, including reconciliation between the delivercd and the
recovered quantitics of the producis.

26.5 The effectiveness of the armangements for recalls shall be evaluated from time to tme.
26.6 The recalted products shall be stored separately in a secured segregated arca pending final decision on them.
27. COMPLAINTS AND ADVERSE REACTIONS: -

27.1. Record of Market Complaints - Manufacturers shall maintain a register torecord all reponts of market complaints
received regarding the products sold in the market,

27.2. The manufacturer shall enter all daw received on such market complaints, investigations carried out by the
manufacturers regarding the complaint as well as any corrective action inittated 10 prevent recurrence of such market
complaints shall also be recorded. Once in aperiod of six months the manufacturer shall submit the record of such
complaints to thelicensing authonty. The Register shall alse be available for inspection duning any inspection of the
premises,

27.3 Reports of any adverse reaction resubting from the use of manufactured Ayurvedic, Siddha and Unani drugs shall
alsc be maintained in a separate register by each manufacturer. The manufacturer shall investigate any of the adverse
reaction to find if the same is due 1o any defect in the product, and whether such reactions are already reported in the
fiterature or itis a new observation and documents shall be forthwith reported to the concemed licensing authonty

27.4. There shall be written procedure describing the action 1o be taken, recall to be made of the defective product.

28. Site Master File. —The licensee shall prepare a succinet document in the form of_Site Master File' containing
specific and factual Good Manufacturing Practices about the production and/or contrel of pharmaceutical
manufaciuring preparations carried out at the Heensed premises. it shall contain the information on various areas
likes General infommation, Personnel, Premises, Equipment. Sanitation, Documentation. Production, Quality
Control, Loan licence manufacture and licensee, Distnbution. complaints and product recall, Self inspection, Export
of drugs etc.

29. Specific Requirements For Manufacture Of Rasaushadhies Or Rasamarunthukal And Kushtajat
{Herbomineral-Metallic Compounds) Of Ayurveda, Siddha And Unani Medicines : In addition to general
requirements, following Specific Requirements shall also be followed. namely:

29.1 Bhatti or Heating Device Section for Bhasma and Rasaushadhies:- for heating, burning. putta and any heat
related work with proper ventilation. exhaust and chimney. This could be tin shed also.

29.2 Grinding, Drying and Processing Section for Kushta. Bhasma and Rasaushadhies (Manual or Mechaniczl, oven
etc.). Drying shall be done in a space which is covered by glass or other transparent material to allow entry of sunrays
on the material 1o keep for the purpose. If drying 1s being done in oven the temperature of the same may be selecied
specific temperature.

29.3 The manufacturing area should be designed with special attention to process the products that help evacuate the
generated toxic fumes like SO2, arsenic and mercury vapour, etc. When heating and boiling of the materials is
necessary, suitable ventifation and air exhaust flow mechanism shouid be provided to prevent accumulation of
unintended fumes and vapours. Such areas may be provided with properly designed chimneys or ducts fitted with
exhaust system and suitable scrubbing system to remove fumes and smoke, so that safety of personnel and
environment is taken care of.

26.4 Records shall be maintained specially for temperatures attained during the entire process of Bhasmikaran, while
employing different kinds of classical puta, furnaces using oil, gas or electricity. Appropriate temperature measuring
instrument should be employed such as pyrometer and. pyrograph for manual reading or recording by heat sensors,
connected to computer as the case may be.

In order to handle large quantities, appropriate technology like use of hand operated extruders for making chakrikas or
pellets may be adopted. However, such equipments made of aluminium or its alloys should not be used.

29.5 Product Quality Control:-The specifications for finished Rasaushadhi are primarily intended to define the quality
rather than to establish full charactenzation, and should focus on those characteristics found to be useful in ensuring
the quality. Consistent quality for Rasaushadhi can only be assured if the starting material-metals and minerals are
used of pharmacopoeial standards. In some cases more detailed information may be needed on aspects of their
process. The manufacturer will ensure in-house standards for the uniform quality of product. Special care is required
to assure that the eliminated air from Rasaushadhi air is not conmtaminating otller production area, particularly in closed
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or centrally air conditioned premises.

29.6 Standard Operating Procedures (SOP) should be included for storage of recalled Rasaushadhies in a secure
segregated area, complying with the requircments specified for storage till their final disposal.

29.7. Medical examination of the employees: - Employees engaged in manufacturing should be medially examined at
the time of employment and then periodically at least once a year for any adverse effect of the drug during
manufacturing process for which necessary investigations Shall be carried out for ensuring that there is no effect of
material on the vital organs of the employees. Annual examination reports of the employees shall be made available to
statutory inspectors during Good Manufacturning Practices inspections.

29.8. Dosage form of Rasaushadhi/Kushtajat:- The Rasaushadhies may be made into an acceptable dosage forms such
as churna, vati, guti, tablet or capsules etc. after adding suitable permissible fillers or binding agents as permissible
under the Ayurvedic Pharmacopoeia of India or Indian pharmacepocia as updated from time to time. In such cases the
1abel must indicate the quantity of Ayurveda, Siddha and Unani medicines in one Tablet or Pill or Capsule in addition
to the filler. The crystalline product may be grinded before packing in the individual dispemsing size. All the
Rasaushadhi or Rasamaruthukal or Kushtajat shall be packed in a dosage form which is ready for use for the
consumer. Grinding and weighing of individual dose of potentially poisonous products will not be permissible in
patient consumer pack. This arrangement may reduce the Adverse Drug Reaction of Rasaushadhi which takes place
due o dose variation. However, for hospital bulk pack, it will not be applicable and label will clearly indicate the
“Hospital pack™.

30. SPECIFIC REQUIREMENTS FOR VIANUFACTURE OF STERILE PRODUCTS

30.1 Manufacturing Areas: — For the manufacture of sterile Ayurvedic, Unani and Siddha drugs, separaie enclosed
areas specifically designed for the purpose shall be provided. These areas shall be provided with air locks for entry
and shall be essentially dust free and ventilated with an air supply. For all areas where aseptic manufacture has to be
carried out, air supply shall be filtered through bacteria retaining filters (HEPA Filters) and shall be at a pressure
higher than in the adjacent areas. The filters shall be checked for performance on instaflation and periodically
thereafter the record of checks shall be maintained. All the surfaces in sterile manufacturing areas shall be designed to
facilitate cleaning and disinfection. For sterile manufacturing routine microbial counts of all Ayurvedic, Siddha and
Unani drug manufacturing areas shall be carried out during operations, Results of such count shall be checked against
established in-house standards and record maintained.

Access to manufacturing areas shall be restricted to minimum number of authorized personnel. Special procedure to
be followed for entering and leaving the manufacturing areas shzll be written down and displayed.

For the manufacturing of Ayurvedic, Siddha and Unani drug that can be sterilized in their final containers, the design
of the areas shall prechude the possibility of the products intended for sterilization being mixed with or taken to be
products already sterilized. In case of terminally sterilized products, the design of the areas shall preclude the
possibility of mix-up between non-sterile products.

30.2 Precautions against contamination and mix:

(a) Carrying out manufacturing operations in a separate block of adequately isolated building or operating in an
isolated enclosure within the building, '

(b) Using appropriate pressure differential in the process area.
(c) Providing a suitable exhaust system.
(d) Designing laminar flow sterile air system for sterile products.

(¢} The germicidal efficiency of UV lamps shall be checked and recorded indicating the burning hours or checked
using intensity.

(f) Individual containers of liquids and ophthalmic solutions shall be examined against black-white background fitted
with diffused light after filling to ensure freedom from contamination with foreign suspended matter.

(g) Expert technical staff approved by the Licensing Authority shall check and compare actual yield against theoretical
yield before final distribution of the batch.

All process controls as required under master formula including room temperature, relative umidity, volume filled,
leakage and clarity shall be checked and recorded.

PARTICLE SIZE OR PARTICULATE MATTER OF SOLUTION IS TO BE MENTIONED

s
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PART i of Level b

A. LIST OF MACHINERY, EQUIPMENT AND MINIMUM
AREA REGUIRED FOR THE MANUFACTURE OF
VARIOUS CATEGORIES OF AYURVEDIC. SIDDHA & UNANISYSTEM OF MEDICINES

One machine indicated for one category of medicine could be used for the manufactunng of other category of
medicine also. Simlarly some of the manufactunng areas hke powdenng, fumace, packing of liquids and Avaleha,
Paks, Majoon etc could also be shared for these items.

Sl | Category of Medicine Mintmum Machinery/equipment
No. manufactunng | recommended
space required
H [ (3) #
1. krifal/Tiryag/Majoon’ Lacog/ Jawarish’'Khamiras 106 sq. feet Grnder? Pulveriser, Sieves,
Pak/Avaleh/Khand/Modak/L akayam/Murabba powder muxer (if required), 5.8,

Patilas, Fumnace/Bhatti and other
accessones, plant mixer for
Khamiras. Mortar and
Pestle/Kharal, Aluminium
Vessels, S. S. Storage Container

2. Arg/Timir/Ark 100 sq. feet Distillation Plant (garembic) 5.8,
storage tank. Boiling Vessel,
Gravity filter, Bottle filling
machine, Bottle washing
machine, Bottle drier, Cap
sealing machine

3. Churna /Sufoef (Powder} 100 sq feet Grinder/ Pulveriser,
disintegrator, Powder mixer,
sieves, shifter,

4. Habb(Pills) /Vati /Gutika/Matirai / tablets/ Qurs (Tab.) 100 5q. feet Ball Mi1ll, Grinder/Pulveriser,
Steves. Mass mixer/powder
mixer, Granulator, drier, tablet
compressing machine, Die
punches Trays, O.T. Apparatus,
pill/Vati cutting machine,
stainless steel trays/container for
storage and sugar coating,
polishing pan in case of sugar-
coated tablets, mechanised
chatico {for mixing guggulu)
where required, Balance with
weights, Scoops, Heater,
Counter & packing machineries

5 Raughan {o1ls)Taila (Crushing and boiling)/Ghrit 100 sq. feet Oil Expeller, $.5. Patilas, Oil
filter bottie, Filling & sealing
machine, Bottle drier, Bhatti,
Kadahi/8.5. Patila, 5.5 Storage
Containers, Filtration equipment,
filling tank with tap/Liguid
filling machine.

6. Kupipakava/Ksara/Parpati/Lavana /Bhasmas 100 sq. feet Bhat, Karahy/Staindess steel
Kushta/Satva/ Sindura /Karpw' Uppu / Param Vessels/Patila, Flask, Earthen
container, Ga] Put Bhat, Muffle
furnace (Electically operated)
End’ Edge Runner,

Wooden/S.S Spatula.

=
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7

Kajal, Shiyaf, Surma, Anjana/Pisti

100 5q. feet

Mortar and Pestle /Kharal,
Shifter, Earthen iamps for
collection of Kajal, Triple Roller
Mill, End Runner, Sieves,
mixing S.8. Vessel, S.5.Patila,

Capsules

100 sq. feet

Air Conditioner, De-humidifier,
hygrometer, thermometer,
Capsute filling machine and
chemical balance. Pulveriser,
Powder mixer (where needed),
Balance with weights, storage
containers, plass, counter and
packing machinery.

Ointment / Marham Pasai, Marham, Zimad
{Ointment)/Soap/Aerosol

100 sq. feet

Tube filling machine, Crimping
Machine/Qintment Mixer, End
Rumner/ Mill {Where required)
§.5.Storage Container,
5.5.Patila, Mortar and Pestle
/Kharal, Bhatti, End nunner,
Grinder, Pulveriser, Ttiple Reller
Mill (if required), Acresol filling
machine.

10

Panak/ Syrup / Pravahi Kwath/ Manapakw/ Sharbat and
Joshanda

100 sq, feet

Tincture press, Mortar and Pestle
/Bhatti section, filter press /
Gravity filter, liguid filling
machine P.P. Capping Machine.

‘Liguid filling tank with

tapfliquid fitling machine, hot air
oven electrically heated with
thermostatic control, kettle.

11

Asava / Arishta/Sura

100 sq. feet

Fermentation tanks, containers
and distillation plant where
necessary, Filter Press.
Distillation plant and Transfer
pump (additionally required for
Sura)

12

Aschyotan / Netra Malham/Panir/Kam Bindu/Nasabindu/
Qutoor-e- Chashm and Marham (Eye drops, eye
ointment)

100 sg. feet

Hot air oven electrically heated
with thermostatic controd, kettle
gas or electrically heated with
suitable mixing arrangements,
collation mill, or ointment mill,
tube filling equipment, mixing
and storage tanks of stainless
steel or of other suitable material
sintered glass funnel, seitz filter
or filter candle, liquid filling
equipment, autoclave.

13

Dry extract / wet extract

200 sq. .

14

Any other category except parenteral

100 sq. fi.

15

Raw material store

100 sq. f.

16

Packing material storage

100 sq. ft.

17

Finished goods storage

100 sq, ft.

18

Quarantine Area for Finished Goods

100 Sq. Ft
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19 | Quality Control Scction including storage of control i50sq. f1.

sample
20 | Stability Chamber Room 200 sq. ft
21 Retain sample room 80 sq. ft
22 | Rejected goods store Adequate
23 | Changing Room (Male/Female) 50 sq. fr
24 Office cum record room Adequate
25 | Drying arca 80 s5q. fi.
26 | Gninding/ pulverising area 80 sq. f1.
27 | Shifting and mixing arca B0 sq. ft.
28 | Granulation area 80 sq. fi.

Part {1 of Level b
CHECKLIST OF GMP INSPECTION
8. No [Areas/Activities to be Andited Observations
Document Review | Remark

1. GENERAL

Name and address of Umt

MFG.Lic No. Telephone Fax:

Email:

Names and designation of the inspection team:
2. PERSONAL

Name of In charge

®) production
W)quality control

Number of Production Supervisors’/Asstt. Mfg./Chemist

Number of Analysts

Have all personal received GMP Training?

Is Training Documented?

What 1s the periodicity of the traming?
3 FACTORY PREMISES

Does manufacturing unit have adequate space for

Receiving and storing mw matenal.

Manufacturing process arcas.

Quality control section.

Finished goods store,

Office

Rejected goods/drugs store.
4, LOCATION AND SURROUNDINGS g

¥/
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Is the establishment located away Tom environmentally

polluted areas?

Is the establishment located away From areas adjacent to open sewerage,
drain/public lavatory or any factory which produces excessive, disagreeable
odour.

Are sewage, trash and other effluent disposal provided?

BUILDINGS

Do the internal design and layout of establishment permit good hygiene
practices including protection from cross- contamination?

Are surfaces of walls, partitions and floors made of impervious materials and
capable of being kept clean?

Do walls and partitions have smooth surface?

Are floors constructed to allow adequate cleaning and drainage?

Are doors, windows, ceiling and overhead fixtures constructed and finished to
minimize buildup of dirt, condensation and shedding of particles and easy to
clean?

Are working surfaces that come into direct contact with drugs of sound
condition, durable and easy to clean, maintain and disinfect?

Any open drain blocked sewer or public lavatory nearby?
Are any products other than drugs manufactured in the

same building?

Is there adequate space for equipment, material and

imovement of personal and materials?

Is there any programme/systerm to check of birds, rodents and insects?

Are lightening and ventilation adequate?

Are facilities for changing street clothes, footwear, washing
land toilets adequately and satisfactorily maintained?

Is the space for drying of raw materials satisfactory?

WATER SUPPLY

Is there adequate supply of potable water?

Does the potable water meet the specifications published API specifications?

Is only potable water Used in ASU medicines?

DISPOSAL OF WASTE

Are drainage and water disposal systems designed, constructed and maintained
in such a way as to avoid contamination of ASU products?

Are the waste water and residues disposed of after suitable

treatment as per guidelines of pollution control authorities?

Are the arrangements for the following adequate? Disposal of solid/semi solid
waste

Disposal of sewage

Disposal of Liquid laboratory waste?

Disposal of Management of gaseons pollutants?
sp g & poliutar o
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ls efficient treatment plant in existence  iF ves. give comment ot 11?

Are fume hoods of adequate design in existence and used wherever necessary”?

CELEANING OF CONTAINERS

Is there proper arrangement for washing. cleaning and
drying of containers?

15 this area separated from manufactunng area?

STORES

Is there independent adequate space for storage of different types of materials
such as raw material, packaging maienal and finished products?

Are ASU medicine storage facilities designed and

constructed 1o Permit adequate maintenance and cleaning? Avoid pest ace and
harbourage”

Enable drugs to be effectively protected from
comamination?

Provided the necessary environment to prevent spoilage?

Are storage facilities deigned. constructed and maintained to ensure that
malicious or accidental contamination of ASU medicines with harmful
matenals 1s prevented?

10.

RAW MATERIALS STORES

Are raw materials or ingredients checked for parasites, undesirable
microorganisms, pesticide or decomposed or extrancous substances

Are raw materials or ingredients inspected and tested

before processing?

Are raw materials or ingredients subjected to effective stock rotation?

Is the area adequate?

Are the venulation and lighting of stores adequate?

Is the Raw Material store segregated for different types of Raw Material?

Raw malterials of metallic origin Raw matenals of mineral ongin Raw materials
of animal source Fresh herbs

Dry herbs or plant parts
Excipients etc.

Volatile oils/perfumes and flavours Plant extracts and exudates/resins Qthers

Is special area with special condition provided for special

Raw Materials?

Are there labels for material of different status i.e.

quarantine, tested and releases for use and rejected?

Are these labels of different colours?

Are labels on containers of RM 1o be used in manufacture checked with regard
to identty, quantity and QA approval? if not give details’

Is there the following information on the tabels?

Name of material Batch number Analysis number 4

S_/
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Date of release/rejection? Date of testing?

Date of expiry?

1s the sampling performed by quality control personal?

Are there sampling procedurss?

Are the containers provided for storage of raw material

suitable to preserve the qualizy?

Is exterior storage available for :

Solvent storage area?

Inflammable material storage area?

Whether safety measures provided have been assessed by
regulatory agency if any?

Is SOP’s available for handling of these materials?

Are SOP’s for cleaning of containers and closures available before packing of
products?

Is the weighing area segregated?

Are lighting and ventilation adequate?

Is the arza clean?

Do the personal wear appropriate clothing?

Is there danger of cross contaxnination during weighing?

Are the scales and balance calibrated regularly and records

maintained?

Are the containers of the raw materials to be weighed,

cleaned before opening?

After weighing, are these containers sealed?

Are the raw materials for each batch, after weighing
properly identified and checked?
Are adequately clean and dried equipment used for

dispensing materials from the containers?

s FIFQ principle adopted?

11 PACKING MATERIALS
Ts the area adequate with reference to packing material?
Are the containers and closures adequately cleared and
checked?

12. |FINISHED GOODS STORES

Is the area adequate with reference to materials stored?

Are lighting and ventilation adequate?

Are there inventory records to show:

Quantities

Batch number

Y
)

)
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Date of recaipt

Have the distribution records been maimained?

Do distnbution records provide sufficient information for drug recall purpese?

Is there segregation area for retrieved good?

Are records available for the retrieved goods?

Is there any marked quarantine area?

Is there space for special storage conditions (environmental condition). if
required?

13.

WORKING SPACE

Is space adequate as per manufacturing operations”?

Is machinery alongwith working manual orderiy placed

with adequate space?

Are there adequate precauntions {o check cross

contamination?

14.

HEALTH ,CLOTHING, SANITATION AND HYGIENE OF WORKERS

Are workers free from contagious diseasc?

Are workers properly uniformed?

Are there separate lavatonies for men and women?

Is there provision for changing their cloth and to keep

personal belongings?

Are adequate facilities like wash-basin with running water hand dner & clean
towels, etc., available for personal hygiene before entering into production
area?

Are personnel instructed to observe personat hygiene?

Are hygiene instructions displayed in change rooms and

strategic locations?

Is the sapitation system momtored for effectiveness?

Is the sanitation system periodically verified by inspections? Is microbiological
sampling of environment and ASU drugs contact surfaces camed out?

Is the sanitation system regularly reviewed and adapted to

reflect changed circumstances?

15

MEDICAL SERVICES

Is medical file of each worker maintained separately?

Is recruitment of an employee preceded by medical

examinations?

What is the periodicity of subsequent medical

examinations?

Is an employee whose state of health is doubtful immediately removed from
work site until he is fully recovered?

16.

MACHINERY AND EQUIPMENT

QA

=
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Is manually operated or semioperated or automatic machines are used for
Crushing, grinding, powdering, boiling, mashing, burning, roasting, filtering,
drying, filling, fabelling and packing ?

Are equipment and containers coming into contact with ASU drugs designed
such that they can be adequately cleaned, disinfected and maintained?

Are equipment made of nontoxic materials?

Arte equipment used to cook, heat, treat, cool, store designed to achieve the
required temperature as rapidly as necessary?

Are equipments used to cook, heat, treat, cool, store

designed to monitor and control the required temperature?

Are containers for waste suitably identified?

Are containers for waste closable to prevent malicious or

accidental contamination of ASU Medicines?

Is the equipment adequate for intended use?

Is it constructed in such a way that lubricants, coolant, ete.

cannot contaminate the drug product?

Does the equipment permit cleaning and maintenance?

Does the equipment show its status i.e. clean, dirty, batch

contents?

Do all apparatus/equipment bear appropriate labels to identify the product for
which the equipment is used, its batch no., date of manufacturing etc.

Are SOPS available for cleaning maintenance and sanitation of major
equipment?

Are log books mainiained for cleaning maintenance and

sanitation of major equipment?

Are SOP’s readily available to operators

If automatic electronic or mechanical equipment is used ,are

there:

Written programs for calibration/inspection

Checks to ensure that may changes are made only by authorized persons/
Are suitable closures or lids available to protect the changes

in properiies of material exposed to outside atmosphere?

17.

BATCH MANUFACTURING RECORDS

Are appropriate records of processing, production and

distribution kept?

Are SOP’s available for the following

Receipt of raw material and other components? Quarantine and storage?
Quality control system and approvalirejection Release of production

In process testing and control

Finished product?

Storage of finished product?
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Distribution
Rewrned goods Recalls and complaints
Cleaning and maintenance? Quality comirof of water

For reworking of non-conforming batches in existence? If yes, check)

Are there additional documents like log books, notebooks or other similar
records available to show execution of varous functions?

Arc there records of receipts of matenals and do these have

following information? (goods receipt Note-GRN) Receiving GRN documents
number?

Date of receipt? Supplier?
Manufacturer?
Manufacture’s batch number? Type and size of containers?

Number of containers and conditions?

Are specifications available for all matenals?

Are they dated authorized?

Are test methods validated?

Are periodic reviews of specification carried out to ensure compliance with new
frevised National/international pharmacopocia?

Are these records of stock and issue of raw materials and do
these have following information:

Opening balance? Date of recaipt?

Quantity received?

Name and batch number assigned by the manufacturer? Invoice number,date
name and address of supplier?

Analysis receipt no. and date? Date of expiry .if any?
Name and batch number of product for manufacture for
which issued?

Balance?

Signature of issuing person?

Are there master formulation records for each drug product

being produced?

Is there a separate master production documents for each

dosage form/batch size?

Are these master production records signed and dated by

competent person?

Is 2 batch production record prepared for every batch

produced?

Is it reproduction of the appropnate master production

documents or it has all critical information abour the batch?

Are batch records retained for at least one yezr after expiry date? /

</
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Has it been checked for accuracy, signed and dated by a

responsible person?

Are the records maintained by QC for all the tests carried out?
Do these records include:

The name of the product

Number of the batch being manufactured?

Issue slip with lab ref. No

Job cards?

Graphs, chart, spectra, etc? List of major equipment used? In-process testing
reports?

Calculations of yield?

Notes on deviations with signed authorization? Signature of individuals of who
performed the tests? Materjal returns to store slip?

Lab report of final product?
Review of results for any raw material issued under “positive Recall”?

Signature of the designated person responsible for the review of records for
accuracy and compliance with esteblished standards?

Are other associated records available?

Is documentation available readily for examination?

Are batch productibn records capable of giving complete history of the batch
right from the raw material stage to the distribution of finished products?

18

DISTRIBUTION RECORD

Are records of sale and distribution of each batch of ASU
drugs maintained?
Are records maintained at least up to 5 years of the

exhausting of stock?

19

RECORD OF MARKET COMPLAINTS

Are the firm maintain a record of complaint received from market?

Does the firm have investigated tae complaint and has taken any corrective
action? :

Does the firm has intimated such complaint six monthly to the Licensing
Authority?

Does the firm maintain register of any ADR report received?

Are written procedure available for receipt and control of

return products?

Are returned or salvaged drug products destroyed unless

QC determines their reprocessing?

Are records of the returned products maintained including

their disposition?

Is a safety manual available?

20.

QUALITY CONTROL

Jios sl
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Is the QC arca more than 150 sq 7

Has Quality Control section minimum of
a) One person with Degree gualification in Avurveda Siddha Unans:
b) One chemist with bachelor in Science or Pharmacy or Pharmacy
{Ayurveda} and:

c) One Botanist {Pharmacognosist) with bachelor in Science (medical) or
Pharmacy or Pharmacy (Ayurveda)”?

Are master control procedures signed and stated by

authorised persons?

Do these control procedure include specifications. test procedure or other
control procedure for:

Raw matertals

In process materials

Packaging and labelling materials?

Finished products?

Are the procedure in written form and readily avatlable 10

QC personnel for acceptance of reprocessed material?

Are the procedure in written form and readily available for

acceptance of reprocessed material?

Do these control procedure include specifications test procured or other contrel
procedure for :

Raw material

In process material

Packaging and labelling matenials

Finished products?

Are samples collected by QC personal

Is there special room for microbiclogical and stertlity

testing?

is the environment of room controlled?

Are only materials, containers and appliance necessary for the jeb in hand
stored in the vicinity of the manufacturing areas and are these properly labelled
with name of the product, batch no. date etc.?

Are all raw matertals, containers, ¢losures, label and printed packaging material
approved and reteased by QC for use in manufacture of drugs products

Are in-process controls camied out by QC personnel?

Are semi-finished products tested for appropriate 1es1s when necessary?

1s bulk finished product tested for established specificanons before packing?

Is every finished product tested for established specifications before release for
sale?

Does the QC maintatn records of all the tests carmed out?

Daes the QC review all production and control records to ensure compliance
with established writicn procedure before a batch of the product is released for /

</
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sale?

Reference standards:

Are reference standards (R.S) available? Are these RS or working standards
(WS)? Are WS standardised against RS or CRS?

Are RS stored properly (at appropriate temperature under dehumidified
conditions)?

Are records of R.S and their standard maintained?

Are samples in sufficient quantity for testing twice retained of starting materials
and finished products for future examination, in case of need?

Are quality control procedures validated?

Is written programs available for stability including the

following:

Sample storage condition

Room temperature?

Sample size and test intervals?

Reliable and specific test methods?

Testing in the same containers closure system in which it is marketed?

Date and expiration date if any?

Established of in-house specification?

Does the firm provided the equipment as recommended in Part 1 C ?

21 REQUIREMENT FOR STERILE PRODUCT

Manufacturing areas

Is there separate manufacturing area

Are their air locks for entry?
Is there dust free and ventilated for air supply

Precautions against contaminations and mix,

Are manufacturing operations being carried out in a separate block of
adeqguately isolated building

Is there appropriate pressure differential in the process area.

Is suitable exhaust system provided?

For aseptic manufacturing proper air supply (filtered through HEPA) provided?

Signatures of Inspecting Team Members”

17. After form TA the following annexure will be inserted namely.-

“Annexure to TA form
(See Rule 1574)

Certificate of Cultivation / Certificate of Origin
This is to certify that Mfs............ociiiciieneniens has cuitivated the following medicinal plants OR utilized the

hetbal raw material from the following cultivated medicinal plants during the financial year ............ . The varieties
and area of cultivation / quantities harvested / quantities utilized / yield obtained for each material are as under:

o
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s, Crop Village Total Name of | Name of the : Aadhar | Mobile Total Date
No Name Survev/ Extent the Land | Farmer(s}/ No No Quantity of
o - (Area with Owner FPO ¢ cultivated/ | Issue
Khasra X i
No(s) Long:tude! Cluster / harvested
Latitude) SHG ete raw
material
Date: Certifying authonty
Place:

Designated officer of implementing agency
(State Medicinal Plant Board or National Medicinal Plant Board)”

[F.No. T-11611/05:2019-DCC{AYUSH)]
P.N. RANJIT KUMAR. Jt. Secy.
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Draft minutes of the meeting of Ayurvedic, Siddha and Unani Drags Technical Advisory
Board (ASUDTAB) held under the Chairmanship of Prof. (Dr.)) Atul Goel, Director
Geperal of Health Services (DGHS), Government of India on 27* June , 2022, Room no.

445 A, Nirman Bhawan, New Delhi.

A meeting of Ayurvedic, Siddha and Unani Drugs Technical Advisory Board (ASUDTAB)
was held under the Chairmanship of Prof. (Dr.) Atul Goel, Director General of Health
Services (DGHS), Government of India on 27" June, 2022, Room No. 445 A, Nirman
Bhawan, New Delhi on hybrid mode. List of the Participants is placed at Annexure L

At the outset Dr. Kousthubha Upadhyaya, Adviser (Ay.), Ministry of Ayush and
Member-Secretary, ASUDTAB welcomed the Chairman, members of the Board, Special
invitees and the participants and briefed the mandate & background of the board. This was
followed by a round of introduction of all the participants. Dr. Kousthubha Upadhyaya then

requested Chairman, ASUDTAB for his opening remarks.

Chairman in his opening remarks welcomed all participants and expressed his pleasure fo
chair this meeting. Chairman further appreciated the relevant agenda items and desired for an
outcome oriented deliberations. He then requested Dr. Kousthubha Upadhyaya to initiate
agenda-wise discussion and board members to express their views independently so as to take a
considered view and make focused recommendations/ suggestions.

Agenda-wise discussions and outcomes were as follows:

Agenda Item | Confirmation of the minutes of the last meeting of ASUDTAB held on
No. 1 15.03.2021.

Dr. Kousthubha Upadhyaya informed ali Board members that no
suggestions/comments/inputs from the members have been received on the minutes of the last
mescting of ASUDTAB held on 15.03.2021. However, regarding omission of Rulel70, Dr. V.G.
Somani, DGC (I) suggested that, it is not ethical to omit the existing Rule in anticipation of its
inclusion in proposed amendment of DMR Act. Once the concemed provisions were adopted and
notified in the proposed Act we may go ahead with the omission of this Rule. Since there were
no comments received from the members and hence the minutes were confirmed

unanimously except omission of Rule 170.

Agenda Item | Action Taken Report (ATR) on the last recommendations of ASUDTAB
No. 2

Dr. Kousthubba Upadhyaye explained following Action Tzken Report to all the board

members
/




i. Final Notification for the proposed merger of central appellate laboratories for ASU&H
drugs - Pharmacopoieal Laborateries of Indian Medicine and Homoeopathy (PLIM and
HPL) into Pharmacopoiea Commission of Indian Medicine & Homoeopathy has been
made vide Gazette notification with G.S.R. no. 202 (E) dated 22.03.2021.

ii. Draft amendment rules regarding Compliances by ASU drugs and Industry were notified
on 17.03.2021 and final notification has been published vide Gazette notification with
G.S.R. no. 716 (E) on 04.10.2021 to reduce compliance burden.

iii. Draft regarding the amendment in the respective rules in respect of Homoeopathy drugs
rules as per the recommendations of expert committee on Homoeopathy, Sowa Rigpa
drugs as per the recommendation of sub-committee for Sowa-Rigpa, Rule 157, Rule 158
B and amendments of the existing GMP provisions, as agreed in the last ASUDTAB
meeting was notified vide Gazette notification vide GSR no. 473 (E) dated 02.07.2021
for the objections or suggestions of the stakeholders on the said draft rules. Comments
received from the stakeholders on the said notification were examined by a committee
formed in the Ministry and the recommendations are placed once again as agenda no. 3 in
this ASUDTAB meeting.

Agenda Item | Comments received on draft notification GSR No. 473(E) dated
Neo.3 02.07.2021 for Amendment in Drugs Rules 1945, published by the
Ministry of AYUSH

Dr. Kousthubha Upadhyaya informed all Board members that a review commitiee has
been constituted for consideration of comments received on Draft Notification GSR no. 473(E)
by Ministry of Ayush. He requested all board members to provide their inputs/
recommendations over the recommendations of said review committee. Based on the point- wise
discussions, recommendations of board are placed at Annexure-fl.

Thereafter, a detailed discussion on Draft notification GSR No. 473(E) dated 02.07.2021
was held among the board members. Dr. V.G. Somani, DGC (I} suggested that draft
notification GSR No. 473(E) dated 02.07.2021 may be re-drafted as a separate part tn Drugs &
Cosmetics Rules, 1945 having all provisions related to Homoeopathy and Sowa-Rigpa system of
medicine as Part XVI AA4. It has also been suggested that prior legal consultation may be done in
this regard. He further added that it may not be appropriate to omit Rule 170 regarding
“prohibition of advertisements of Ayurvedic, Siddha or Unani drugs™ in anticipation of its
inclusion of the similar provisions in Drugs and Magic Remedies (Objectionable
Advertisements) Act, 1954.

Dr. Somani drew the attention on Rule 161-B as per which Sheif Life was supposed to be
decided basis real time stability studies. He added that this is totally impractical and there shouid
be provision of assigning shelf life basis Accelerated Shelf Life studies. Dr C K Katiyar

&,



informed that the Ministry of AYUSH has already issued an advisory to consider Accelerated
Stability Study also as basis to assign shelf life. Dr. Somani informed that this advisory has no
value without converting it into Gazette Notification since current Rule 161 B is limited to real
time study only. The advisory from the Ministry of AYUSH is attached herewith and shouid be

converted into Gazette Notification.

Dr. G.V.R. Joseph, PCIM&H opined that it is not appropriate to add separate part for
Homoeopathy and Sowa-Rigpa systems as it may require amendment in Drags and Cosmetics
Act, 1940. However, Dr. V.G. Somani, DGC (I) informed that they have already introduced one
new part in D&C Rules regarding medical devices on the similar lines which can also be adopted

in this case.
After detailed deliberations, folowing has been recommmended —

i. GSR No. 473(E) dated 02.07.2021 may be re-drafted as a separate part in Drugs &
Cosmetics Rules, 1945 having all provisions related to Homoeopathy and Sowa-
Rigpa system of medicine in light of recommendations of ASUDTAB at annexure IL.
Contents of remaining provisions of the said notification are deemed as approved by

the ASUDTAB which will adopt as such.

ii. Omission of Rule 170 is not required.
iii. An expert committee may be constituted by Ministry of Ayush to review or revisit

the existing provisions of GMP, which will be placed before ASUDTAB.

iv. With regard to submission of information under Schedule TA form, it is suggested
that Ministry of Ayush may look into compilation and analysis of data submitted
under this provision for developing suitable policy initiatives.

v. Order no. T.13011/3/2019-DCC (Ayush) dated 29.07.2019 issued by Ministry of Ayush
regarding consideration and acceptance of stability study data for fixing the shelf- life of
ASU drugs under Rule 161-B of the Drugs & Cosmetics Rules 1945 for the purpose of
grant of license and renewal of license in reference to GSR no. 789 (E) dated
18.08.20216 may be converted into Gazette Notification.

Agenda [Item | Inclusion of additional Siddha Text books recommended by Central
No. 4 countcil for Research in Siddha, National Institute of Siddha under
Schedule I Books of the Drugs and Cosmetics Act 1940 and Rules 1945.

Dr. Kousthubha Upadhyaya informed all Board members that additional Siddha Text
books was recommended by Central Council for Research in Siddha, National Institute of Siddha
and reviewed by PCIM for their inclusion in the Schedule I Books of the Drugs and Cosmetics
Act 1940 and Rules 1945. ASUDTAB had already recommended list of additional books in

2012.
A




Further, a Sub-committee was constituted under ASUDTAB for Sowa-Rigpa drugs. The
meeting of the said sub-committee was held on 10* -11* July, 2018 under the chairmanship of
Dr. Shriram S. Savrikar Chairman Scientific Body, PCIM&H, Govt. of India at Central Institute
of Higher Tibetan Studies, Sarnath, Varansi. The sub- committee in its report had recommended
list of some classical texts of Sowa-Rigpa to be included in Schedule 1 of Drugs & Cosmetics
Act of 1940 (Annexure-HI).

Dr. Padma Gurmet, Director, NISR has informed that the Sowa-Rigpa system of
medicine was formaily incorporated under AYUSH on 27 September 2010 by amendment to The
Indian Medicine Central Council Act, 1970 and the Act is in force from | Jan, 2012. Since then,
the issues of making provisions in the Drugs and Cosmetic Act to regulate the drugs used in
Sowa-Rigpa have been discussed. It is requested by him that Sowa-Rigpa should be also brought
under the main ambit of ASUDTAR by restructuring ASUDTAB as Ayurveda, Siddha, Sowa-
Rigpa and Unani Drug Technical Advisory Board (ASSUDTAB) and aiso incorporate one or
two Sowa-Rigpa members in the ASSUDTAB. He has also requested to consider the
recommendations of Report of the ASUDTAB Sub-committee of Sowa-Rigpa under the
Chairmanship of Prof. §.5. Savrikar.

Dr. L. Sivakumar highlighted that the notification of Siddha books in Schedule 1 of
Drugs & Cosmetics Act of 1940 is pending since long and the same should be notified at the
earliest. Dr. L. Sivakumar had also submitted a list of Mineral drugs which are to be added in the
Schedule E-1 List of Siddha (Annexure- IV).

After detailed deliberations, it has been recommended that an expert committee may
be constituted by Ministry of Ayush to review/ revise the Schedule I Books of the Drugs
and Cosmetics Act 1940 and Rules 1945. The committee may directly include books of
Sowa-Rigpa recommended by Sub-committee for Sowa-Rigpa drugs under ASUDTAB
respectively. The committee will review the existing Schedule-1 and prepare a draft
regarding the revision of Schedule 1. The same will be placed before ASUDTAB.

Agenda Item | Update of Schedule E1 List of Drugs and Ceosmetics Act 1940 and Rules
No. 5 1945

All board members were informed that list of poisonous substances under the Ayurvedic
(including Siddha) and Unani Systems of Medicine are mentioned in Schedule E (1) under Rule
161 (2) of Drugs and Cosmetics Act Rules 1945 wherein it has been specified that Schedule E
(1) drugs should be labeled conspicuously with the words “Caution: Te be taken under medical

supervision” both in Epglish and Hindi language. Dr. Kousthubha Upadhyaya informed that —
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e Schedule E (1) drugs mentioned for Ayurveda, Siddha and Unani systems is also not
harmonized. Drug mentioned under Schedule E (1) for one system may not come under
Schedule E (1) for other system. Further, list of Schedule E (1) drugs may be revised as
some of the poisonous metal like Naga (Lead) is not mentioned under Schedule E (1)
drugs.

e [t has been brought to the notice of Ministry of Ayush that Schedule E (1} drugs are also
available for online purchase. In this regard, Ministry of Ayush has requested Ministry of
Electronic and Information Technology and Department of Consumer Affairs to issue
direction/order to all online sellers that Ayureveda, Siddha and Unani drugs, wherein the
caution “To be taken under Medical supervision™ is printed on the label of its container
and / or contains any of the ingredient/s as listed in Schedule E (1) of Drugs and
Cosmetics Rules, 1945 | the same shall be sold, only on the basis of a valid prescription
of registered medical practitioner which is uploaded by the purchaser/ patients on the

online portal.

Vd. Santosh Nevpurkar also submitted that list of Schedule E (1) should be reviewed
as only basic material in raw form is toxic and not after it has undergone all Ayurved processing
to render it safe for ingestion. He also highlighted that formulations comprising Ahiphena and
Bhanga are well indicated in Ayurveda systems for the treatment of various ailments. Use of
such drugs has been restricted as these drugs come under the category of narcotic drugs, which
deeply impact clinical practice of Ayurveda system. Further, it is also being witnessed -that
certain Hemp / Cannabidiol (CBD) versions of Cannabis are being mislabelled as Ayurved.
Board may recomrmend to issue an Advisory to State License authorities for cancellation of all

ASU licenses issued for products containing CBD.

In this regard, Dr. Kousthubha Upadhyaya informed all board members that Ministry of
Ayush has already taken cognizance of this issue and requested all State Drug License Authority
to provide information regarding the license issued for the ASU products containing Aziphena

and Bhanga.

Dr. C.K. Katiyar has also suggested that the provisions of Schedule E-1 should be
reviewed. Further cognizance of CCRAS publication of safety 2019 should be taken on record as
evidence of safety of Schedule E-1 enlisted formulations/ compounds. He further added that use
of manahshila also should be regularized as if is restricted in some states under explosive act.

After detailed deliberations, board members unanimously recommended that -

National Cemmission for Indian Medicine (NCISM) may be requested to direct all
registered Ayush practitioner to clearly mention duration of intake of formulations
containing Schedule E (1) drugs.

ii. An expert committee may be constituted by Ministry of Ayush to review/ revise the
Schedule E (1) under Rule 161 (2) of Drugs and Cosmetics Act Rules 1945, with

i



representatives of Ayurveda Siddha Unani system of medicine along with a
representative from NCISM. The committee will review the existing Schedule E (1)
and prepare a draft regarding the revision of Schedule E (1) drugs. The same will be
placed before ASUDTABR.

Agenda Item | Legal Permission to use animal products including Deer Antier, Kasturi
No. 6 (Musk) , Gorochan , coral etc in Ayush Medicines

Dr. Kousthubha Upadhyaya informed all Board members that representation from ASU
industry/ Manufactures association to consider excluding Ambergris from the wild Life
(protection) Act, 1972 and Supply of shed Deer Antler or Deer antler bumt Ash to ASU industry
were received in Ministry. Ministry of Ayush has taken this matter with Ministry of
Environment, Forest and Climate Change.

Dr. L. Siva Kumar informed all the members that Siddha industry represented by
IMCOPS had met Secretary, Ministry of Environment, Forest and Climate Change regarding
supply of Deer antler burnt Ash from zoological parks which was positively responded. He
insisted to use the term ‘Antler’ (shed naturally every year) instead of ‘hom’ which is permanent
structure of animals.

Dr. C.K. Katiyar has also suggested that Ministry of Ayush may push the concerned
Ministry to come out with simplified procedures for use of only animal products.

After detailed deliberations, all board members unanimousty recommended that
Ministry of Ayush may once again approach Ministry of Environment, Forest and Climate
Change with a request to device a mechanism for providing shed Deer Antler or Deer
antler burnt Ash or any other animal products used in ASU industry from zoo/reserved
forests through respective State Authorities when collection of such animal products do not
cause any harm to the biadiversity.

Agenda Item | Amendment in Rule 153 and 133 (a) of Drugs and Cosmetics Act 1940
No. 7 and Rules 1945 vide gazette nofification G.S.R. 293 (E) dated 04.04.2022

All board mermbers was informed that Ministry of Ayush vide notification G.S.R. 716
(E) dated 01.10.2021 had amended Rule 153 to Rule 156 of Drugs and Cosmetics Act 1940 and
Rules 1945. Thereafter, vide gazette notification G.S.R. 293 (E} dated 04.04.2022, following
amendment has been made —

%



(a) in rule 153, in the second proviso, for the words “within six months” the words “within
eighteen months” shall be substituted,

(b) in Rule 1534, in the second proviso, for the words “within six months ", the words “within
eighteen months” shall be substituted;

(c) FORM 26 D and FORM 26 E shall be omitted.

Dr. Kousthubha Upadhyaya requested ASUDTAB board members for the ratification of
gazette notification G.S.R. 293 (E) dated 04.04.2022. The same has been agreed by all board

members unanimously.

Agenda Item | Any other item with the permission of the Chair
No.8

%.1. Clarification about the Notification GSR. No. 716 E dated 1.10.2021.

Dr. Kousthubha Upadhyaya informed all board members that Ministry of Ayush had
issued gazette notification related to licensing process of ASU drugs on 1.10.2021. In this regard,
Ministry had received representation from State Licensing Authorities seeking clarification
regarding new licensing fees strueture for approval of ASU drugs and GMP certificate notified in
the Gazette Notification No, GSR 716 (E), dated 01.10.2021.

Ministry of Ayush had issued clarification on the said notification to all State Licensing
Authority vide letter no. T. 14020/4/2021-DCC (Ayush) dated 12.11.2021 and letter no. T.
18011/2/2022- DCC (Ayush) 16.06.2022 wherein each queries raised by State Licensing
Authorities were addressed for better understanding of the SLAs and the manufacturers.

All board members were requested to go through the above mentioned clarifications for
suggestions and recommendations. All board members unanimously agreed to the
clarification issued by Ministry of Ayush regarding Gazette Notification No. GSR 716 (E),

dated 01.10.2021

Other recommendations of ASUDTAB —

Dr. C.K Katiyar has suggested that agenda and Minutes of the ASUDTAB meeting should be
posted on the website of Ministry of Ayush like practice followed by CDSCO also, for higher
level of transparency. The same has been agreed by ASUDTAB unanimously.
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Annexure [

List of participants of ASUDAB meeting held on 27.06.2022 -

S No. | Participants

1. Prof. (Dr.) Atul Goel,
Director General of Health Services (DGHS), Government of India

2. Dr. V. G. Somani, Drugs Controller Genera! of India, DCG(}

3. Dr. Kousthubha Upadhyaya, Adv.(Ay.), Ministry of Ayush, Member Secretary-
ASUDTAB

4. The Director, Central Drugs Laboratory, 3, Kyd Street Kolkatta-700016

5. Dr. G.V.R. Joseph,
Government Analyst, PCIM&H, Ghaziabad, U.P.

6. Dr. Neeraj Tandon,
Scientist-G and Head, Divisions of Publications & Information and Medicinal Plants,
Indian Council of Medical Research, Ansari Nagar, New Dethi 110025

7. Prof. Puiok K. Mukherjee,
Directer, Institute of Bio resources and Sustainable Development Manipur and Professor
(on lien), Dept. of Pharmaceutical Technology, Jadavpiir University, Kolkata - 700 032,

8. Dr. Prakash Hegde,
Department of Dravya Guna, Sri Dharmasthala Manjunatheswara Coilege of Ayurveda and
Hospital, Hassan

9. Pr C. K. Katiyar, CEQ Health Care (Technical),
Emami Ltd, 687, Anandpur, EM Bypass, Kolkata-700 007.

10. | Prof. Tajuddin,
Department of llmul Advia, Aligarh Muslim University, Aligarh

il Dr. Sumit Nathani,
Associate Professor, Department of Dravya Guna, National Institute of Ayurveda , Madhav
Vilas Palace, Jaipur - 302002 (Rajasthan).

12. | Dr.F. S. Shernani,
Professor and Dean, Aligarh Muslim University, Aligarh, Uttar Pradesh.

13. | Dr. M. Krishnaveni,
Professor, Gunapadam, Government Siddha Medical College, 6, Anna Arch Road, NSK
Nagar, Arumbakkam Chennai, Tami! Nadu, 600106,

14. | Shri. Lal Hingorani,
Pharmanza Herbal Private Limited, 214, Borsad Tarapur Road, Near vadalda Patia, Kaniya,
Dharmaraj, Gujarat, India-388433.

15. | Dr. L. Sivakumar,
Dr. Siva Siddha Ayurveda Pharma & Food, Arrubakkam, Chennai-600106

16. | Dr. Asad Mueed,
Trustee and Governing body member of Hamdard National Foundation (India}.

17. | Vd. Santesh Nepurkar,
Deerphayu Ayurved Swasthyalay, Nandigram colony, Garkheda, Aurangabad- 43 1005.

18. | Dr. P. Selva Shunmugam,
President, Global centre for Siddha Medicine & Research , 3A, 1, Park street, Kilpauk
Garden, Chennai- 600017,

19. | Dr. Sabahat Ullah Amoroha,
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| H. No. 134 Qazizada Street Amoroha, Uttar Pradesh.

Special Invitee

20.

Dr. Anil Khurana,
Chairperson, NCH

21. Dr. Padma Gurmeet,
Director, NISR.
Office of Director General of health Services (DGHS)
22, Dr. A.Raghu,
DDG-Ayush, DGHS
Drug Policy Section , Ministry of Ayush
23. Dr. Raman Kaushik

Research Officer (Ay.), Drug Policy Section, Ministry of Ayush
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ANNEXURE-1}

Recommendations of ASUDTARB on the Comments/ inputs of Stakeholders on Draft Notification GSR no. 473(E) to be placed iy

ASUDTAB
S ¢ Issue Existing Rujes Drait Notification Comments Received from | Remarks of | Recommen
o. | particulars Stakeholders the dation  of
committee ASUDTAB
1. | Provisiens | Rule 6HF) | Second Proviso under Rule 67F | 81, Subash  Gupta  (Secretary), | Suggestion ASUDTARB
related to | Provided that no ; shall be substituted namely.- | Homoeopathic Pharmaceutical | not agreed with
perpetuity | registered “Provided further that | Associatien of India considered. the remarks
of Sale and | Homoceopathic registered Homoeopathic | Point 9 Rule 67F of the
Manufactn | medicat medical practiioncr who 1Is | The association jequests that this commitice.
ving License | practitioner who | practising Homoeopathy in the | amendment be reconsidered and as
of is practising | premises licensed wader 20C or | requested in past. this second Proviso
Homoeopat | Homoeopathy in ; 20D shall  only prescribe | under rule 67F should be deleted in
hic Drugs ; the premises | medicines 1o his patients and | view  of  special  circumstances
and online | where nof take part in the retail sale of | applicable to Homoeopathy,
process Homoeopathic Homoeopathic medicines.”
medicines  are
sobd shall deal in
Homoeopathis
medicines.
(i) Rule 85B. | Rulc 858 shall be substituted | 01.ADMA Loan license | ASUDTAB
Application  for | with the following rule namely. | Rule 85B. Provision for Loan License | requires agreed  for
licence to |- for Homeopathic medicines should be | ASUDTAB | including
manufacture “335B. Application for licence | considered. consultation | loan license
Homoeopathic to manufacture ay the same is | provisions
medicines. (1} | Homoeopathic medicines. 82, AMAM not the part of [ in the
Application for i {1} An application for the grant | Rule 858 draft suppested
grant or tenewal | of a licence to manufacture for | Suggest to include provisions & scope | notification new draft.

of  [licence to
manufacture  for

sale of Homuoeopathic
medicines falling under clause

of Loan license manufacturing / third
party  maaufacturing  also  in

sale  or  for | (dd) of Rule 2 shall be made in | homoeopathy miedicine under this rule.
distribution] of | Form 24C to the licensing | {Justification: Scope & provision of
Homoeopathic authority along with a fee of | Loan license  manufacturing are
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licence:

(b) by a fee of
[rupees two
hundred] for the
manufacire  of
Homoeopathic
polentised
preparations
only, and an
inspection fee of
[rupees one
hundred} for the
first  inspection
or frupees fifty]
in case of
inspection  for

renewil of
licence:

(¢} by a fee of
{rupees two

hundred] for the
manufacture  of

potentised
preparations

from back
potencies by
pharmacics
which are
already lcensed
to sell
Homoeopathic

medicines by
retail  and an
mspection fee of
[rupees one
hundred} for the
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hundred] per
month  or part
thereof and an
inspection fee of
frupees fifty] for
the manufacture
of Homoeopathic
poientised
preparations
only;] {c) [rupees
two  hundved]
plus an
additionzl fee at
the rate  of

[Fupees one
hundsed]} per
wmonth or part
thereof ang

aninspection fee
of [rupees fifty]
for the
manufacture  of
Homoeopathie
mother tinctures
and potentised
preparalions
from back
potencies by
pharmacies who
are already
licensed to sell
Homoeopathic
medicines by
retail] (4) A fee
of {rupees fifty]
shall be paid for
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additional item. ]

Two levels | Rule  15M1A) | In rule 157 (3) In sub clause | 81.AMAM Commitice is | ASUDTAB
of GMP ! Forissuing of the | (1A), for the words “as per | Recommends same Rules & | of the opinion | noticed that
under certificate of | Schedule T” the words “as per | Regutations for full A S.U. Industry. A | that no | most of the
Schedute T ;| Good Schedule T, Level (a) for a | tie period / window of 2 to 3 years | grading I8 | comments
Manufacturing micro  enterprise, where the | maximum be given for Full Industry to | required  in | wese
Practices,  the | investment in Plant aad | achieve the LEVEL (B) which should | GMP as in { against the
Licensing Machinery or Equipment does | be the mininum reguirement of | the Drugs | provisions
Authority  shall | not exceed one crore rupees and | schedule-T. Rules the | of creating
verify the | turnover does not exceed five GMP two levels
requirements  as | crore tupees and a  small | 02. IBHA required in GMP.
per schedule T | enterprise, where the | Entry 21 should be of | However
and issue the | investment in  Plant and | (i) While enhancing the GMP | minimum the
Good Machinery or Equipment does | compliance of manufacturers is always | standards recommend
Manufacturing not exceed fen crove rupees and | 5 welcome step, the rules pertaining to | which should | ation of the
Practices tumover does not exceed fifty [ GMP should not vary on the basis of ; be followed | committee
certificate in{ crore rupees; Level {b)} for | the turnover of the manufacturers as | by all | o re-vigit
form 26 E-l, i enterprise, where the | GMP requirements are directly related | domestic the existing
simoltaneously | investment in  Plant and | to the quality of the products and | manufacturin | GMP
along with grant | Machinery or  Equipment | safety of consumers, Enhancement of | g. provisions
or remewal of | excecds fen crore rupees and | GMP may be addressed by providing has  heen
licence in form | tumover exceeds fifty crore | incentives, subsidies or such kind of | Separate accepted
23D, rupees.” shall be substituted. credit provisions o upgrade the j Voluntary and it hag
facilities and equipment through | Certificate for | been
different governmental schemes. upgrading the | recommend
Suggestion: It i1s our humble request to | manufacturin | ed to forma
call for wider discussions on this issue | g practices is i committee
amongst the industry members in the | avaijable for | for this
form of seminars/symposia so that a | the  industry | purpose.
consensus can be built. Till such time, | which can
the coment Schedule T should e | afford or

confinued and modifications should be
made in consultation with the broader
section of the industry bodies. An
approach which may be considered
could be to improvise the cwrent

intends )
achieve it and
depends on
requirement

of importing
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amendments in FSSAL have resulted in
addition of over 400 herbs used in
Ayurvedic medicine that are now
meluded in Nutraceuticals coming
under FSSAI Heense, Ayurvedic drugs
are manufactured by the pharmacies
with a GMP certificate issued under
form 26E-1 which is more stringent
than the food and nuiraceutical
regulations. Therefore, we request that
in order to avoid duplication of efforts
in lcensing, companies holding a
GMP certification For manufacturing
Avyurvedic products should be allowed
1o menufscture nutraceutical products
upder the same dosage form in the
same premises. A suitable amendment
nmay please be mcluded.

05.AMMOI

Rule 157 :

Sub clause {1A)

Clossification  of enterprises and
micio-enterprises nmay be

reconsidered. Expense mentioned and
qualification criteria of technical staff’
will be 5 challenge. Hence maybe
reconsidered.

06. AMAM

Ruie 157

AMAM recommends same Rules &
Regulations for full A S Industry. A
tie period / window of 2 10 3 years
maximum be given for Full Industry to
achieve the LEVEL (B) which should

T




199

_f_;m,_..::_ R 1 Siove

JOp PAUOHIUDUE £ 21 d8NR ) bs
001 01 pasoddo se by g ag (UM
SPoony PAYSILL 0] Basy sunueieng
sl whs oz posodorl ayp suedn

seohs o oag ppioys e
FORRANID AU R0E BOLDG jo azs ap
() {2ADT] U1 oSy dtues ) usdapdu
OF (g} [y oW Burey sotasnpu
107 OAL g KDL ¢SO Nopursy
RO SISNEINS vl suonsaitiing

VIALIL 6D

poaLyOud

AfqEins g plooys HONIAS
o ko) suag ool 51 pasodoad s pae
ALY | MOpIaN B unr pagouMm
RALE P B mpyy
"N AU ARG M PIRoys iy ooy

HIIPA 5y g0 Aaeargjaidngenh
AYI RoYe IR a1 o3 dfussow
FLOIA DAL (1A (A JO SRS oM ]
LSTANY UOLEDOSSY NI dgnH L
S| AAPISInAY gulung
Ouaptsatd) qdws  Jor ug g

(Sruanbar (N1 ¢ (9a2|
wanapdar @) sk ¢ o) ¢ jo gty
paou Kusnpur uy MONBAL s}

VN Lyl Ay

PEqRIZEYL) ~ pRequyvy

‘PAIRUTT mpup angeg ‘U )
Juamido g 9 yourasny gy LG

L-ampayas
}ouaanbdl wmwinnm oy aq

Spoory pagsinn,




1o

and as the goods are kept in
Quarantine area for a day or two 100
sq.ft. is not justified. Another point of
concern is a separate area for a
Stability Chamber. Since it is an
instrument it can be kept along with
the oilier instruments / equipmenis in
the QC Section. A waiver of
mspection fees for industries falling in
Level {a) will give a boost fo the micro
and small enterprises.

1, All India  Unsni  Tibbi
Conference

Draft Rufes- Relaxation in preposed
GMP  guidelines will heip small
manufacturer of ASU Medicines their
sustenance in business, .
Draft Rules- Part 1 Level b Premises
and Materials(IX) Same
manufacturing  facility/Store not be
used for any Purpose other than
manufactaring of Ayurveda, Siddha,
Unam Drugs to be further clanified as
- Dedicated manufacturing
facility/Store  shall be used for
manufacturing of Avurveda, Siddha
and Unani Drugs,

H will rule out any confusion that in a
location of a faciory there can be
dedicated facilities for ASU Drugs,
Pharma  Drugs and  Cosmetics
products. May we request you to
kindly consider our above
objection/suggestions while finalizing
these  draft  rmiles  since  these
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Several provisions are introduced in
the draft regulations referred to n the
subject, related to  Schedule-T.
Schedute-T in the Drugs & Cosmetics
Rules refer to the Good Manufacturing
Practices and their requirements.
These provisions are creating Level-A
and Level-B etc. requirements for
GMP. The proposal i3 nat in tune with
global policy and requirements and if
notified may attract rdicude and
criticism globally. GMP requirements
are basic to ensure quality of AYUSH
products to be right and free from
contamination to ensure safety and
efficacy. Creation of these levels is
perhaps attermpting to provide different
sets of reguirements to micro, small
medium  scale and large  scale
manufacturers, which is not in the
right direction, The current Scheduie-T
has been in place for about 2 decades
and  these  are  “prescriptive
regulations”  demanding  various
requirements of space personnel,
location, equipment’s, testing facilities
etc. There iz a need to think
differently, USFDA or other global
regulatory bodies do not have such
preseriptive GMPs. Schedule-T should
change the approach and make
provisions for what aspects need to be
taken care -location, building,
personnel, facilities, practice and
documenting the Good Manufacturing
Pracitces followed from start to finish
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of equipment for producton and
testing would then be dictated by the
nature of products and processes
which can  be “administratively
checked”. Such an approach would
then provide necessary flexibilities to
micre, small, medivm and large scale

AYUSH industty. It is suggested
strongly o avoid notifying the
proposed  provisions related to

Schedule-T as given in the draft
regulations and draft a new set of
Schedule-T provisions entirely.

16. PADMA
Sir, we welcome the acceptance of the
definition of Micro and Small

Enferprises (MSEs) by the department
of AYUSH, It would have been lughly
appreciated had the benefits o the
MSEs were emumerated too. Our
Supgestions is to kindly inciude the
benetifs vis a vis MSEs in this Section.

3. | Qualificati { Rule 137 sub | Rule 157 0LADMA The It has been
on of | clause (2) {ii) sub clause (2Xb) shall be | In addition to B Pharm in ASU, the | committee recommend
eompetent | The manvfacture | omitted. said rule shounid provide for the | recommended | ed by
technical of  Ayurvedic | (i} sub clause {2){c) shall be | inclusion of BAMS, B Pharm and M | omitting the | ASUDTAB
staff in | (inchiding substifuted pamefy- “(by a | Pharm also. word that Rule
ASU  druag | Siddba) or Unam | graduate in Phannacy | iv} sub clavse (2)d) shall be omitted. | Ayurvedic 157(2) will
manufacty | drugs shall be | (Ayurveda or Siddha or Upani) | Sub Clausse (2) d  should be | Pharmacy stand  as:
ring conducted under | or Pharmaceutical Chemistry of | implemented prospectively from the | from  clause | “The

the direction and | a University recognised by the | date of final notification (a} as it is | manufactor
supervision  of | Centiral  Government  with | v) sub clause (2)(e} shall be omitted. covered e of
competent experience of at least three | SubClause (2) e should be retained under  new | Aywrvedic
technical  staff | years . manufacturing  of clause (b (including
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system of
medicine granted
by a  Sfate
Government  for
this purpose, or

(¢} Graduate in
Pharmacy or
Pharmaceutical

Chemistry or
Chemistry or
Botany of a

University
recognized by
the Central

Government with
experience of at
least two vears in
the manufacture
of drugs
pertaiming to the
Ayurvedic or
Siddha or Unani
systems of
medicines or

{(d) & Vaid or
Hakim registered
in a State

Register of
Practilioners  of
indigenous

Systeins of

medicines having
cxperience of at
least four years
i the
mamifactwe  of

Siddha or Unani medicine who
possesses a degree qualification bas no
practical experience in laboratory for
testing Medicament and formulation.
as per the sytlabus in Gazette of India
dated April 26th 2012/Vwmsakha 6,
1934, Our Association has objections
on this.

Chemist, who shali pesses at least
Bachelor Degree in Science or
Pharmacy or Pharmacy {Ayurveda
or Siddha/Unnai), awarded by a
recognized University, and
Botanist/Pharmacognosit, who shali
possess 2t least Bachelor Degree in
Science Medical Pharmacy or
Pharmacy {Ayurveda) or Dipioma in
Unani Pharmacy/Diplema in
Pharmacy (Ayuiveda) (with at least
one year experience) awarded by a
reengnized University, I would like to
bring to your kind attention the fact
that the pharmacy graduate is better
skilled for production, development
and analysis of all type of
formulations. Therefore these
amendments will make pharmacy
persont {who are technically sound as
compared io Ayurvedic or
Homoeopathic personnel} out of these
industries which wili make it very
difficult to compete with China and
T.S. where they need all type of study
and approval of USEDA. .

Sub clause (28) The present system to

a University a
State
Government
or Statutory
Faculties,
Councils and
Boards of
Indian
Systems  of
Medicine
recognised by
the Cenwal
Government
or a State
Government
for this
purpose, of

(b) A

graduate  in
Pharmacy
{Ayurveda or
Siddha or
Unani) or
Pharmaceutic
al Chemistry
of a
University
recognised by
the  Ceniral
Govemtment
or a Siate
Government
with
experience of
at Jeast two in
manufacturin

State
Govermnen
t or
Statutory
Faculties,
Councils
and Boards
of  Indian
Systems of
Medicine
recognised
by the
Central
Governmen
t or a Stale
Governmen
t for this
purpose, of
(b A
graduate 1in
Pharmacy
(Ayurveda
or Siddha
or  Unani)
of a
University
recognised
by the
Central
Governmen
¢ or a State
Governmen
t with
experience
of at least
twa in
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Ayurvedic (including Siddha) or Unant
systems  of  medicine, possessing
experience of not less than eight years
m the manufacture of Ayurvedic or
Siddha or Unani drugs as may be
recopnized by the Central
Government.

8} Rule 157 Sub clause 2(¢)

Sub clause (2)(c) shall be substituted
nameiy-“(b} a graduate in Pharnmacy
{Avurveda or Siddha or Unani) or
Pharmaceutical Chemistry or BAMS
or BUMS or post graduate in
medicinal plands or MD Dravyaguna
of a University recognised by the
Central Government with sxperience
of at least three years in manufacturing
of Ayurveda, Siddha, Unani drugs in a
licensed manufacturing unie or MD
Ras-shastra  /Bhaishajya Kalpana /
Saidala / Gunapadam. (Justification :
The qualifications and experience
mandated in this rule will Timit the
number of candidates available for
recruitment as  competent  technical
staff for manufacturing of AYUSH
products, Hence suggest to include
BAMS / BUMS or graduate degree of
particular stream with experience of
three vears. i manufacturing of
AYUBSH medicines.

03.Dr Galib, Assistant Pro{essor and
Associate Editor -AYU, IPCGT &
RA, Gujarat

manufacturin
g of
Ayurveda,
Siddha,
Unani  drugs
as the case
maybe in a
licenced
manufacturin
g unit,
Provided that
the  person
already
registered
with the State
Licensing
Authority  as
competent
person for the
manufacturin
¢ of
Ayurveda,
Siddha,
Unam  drugs
as the case
maybe in a
ficenced
manufactorin
g unit.

Provided that
the  person
already
registered
with the State
Licensing

be
considered
a8
cotapetent
person  for
the gaid
purposes.”

Fi W
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Chemistry of a University recognised
by the Cenfral Government with
experience of at least two years
(instead of three years as proposed) in
manufacturing of Ayurvedia, Siddha,
Unani dregs  in a2 licensed
manufacturing unit or BAMS / BUMS
or MDD Ras-shastra /Bhaishajys
Kalpana /  Medicinal  plants
/Dravyaguna / Saidala/ Gunapadam.
We should do away with the 2 year
experience in  mamufacturing of
Ayurveda, Siddha, Unani drugs in a
licensed manufacturing unit criteria for
BAMS/BUMS graduates,

Rationale : The cwrent statug of

availability of candidates in Pharmacy
(Ayurveda or Siddha or Unani) or BSc
Pharmaceutical Chemistry are
negligible vis a vis number of
pharmacies in the country, There are
just 15 colleges which have seats for B
Pharma  (Ayurveda/Unani),  The
proposed Amendment would make an
upsurge in the demand for this stream
but untit then, this proposed
Amendment would create 3 chaos in
the industry. The Non-availability of
the candidates to fulfil the proposed
norms  would  create  cases  of
noncompliance fearing closures of
industries. Hence suggestion to include
BAMS/MIIMS,

86. GAAMA

removed as
the
qualification
s mentioned
in the D&C
rules shouid
be of
minimum
requirement
standards, a
firm or
organization
can form its
vecruitment
rules  over
and above
the
minimum
requirement
$. The same
may be
placed
before  the
ASUDTAB,
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10. Dr. SK. Sharma. Former
Advisor Ayurveda Baijnath
Pharmacy

In addition to B Pharm in ASU, the
said rde should provide for the
inclusion of BAMS, B Pharm and M
Pharm also .
iv) sub clause (2)(d) shall be omitted.
SubClause (2) d should be
implemented prospectively from the
date of final notification
v) sub clause (2)(e) shall be omitted
SubClause (2) e should be retained.

1. PADMA

Sir, we once again welcome the
insertion of the above clause since it
would help in the propagation of
Ayurveda as a students would prefers
to enrol themselves to these cowrses of
B TPharm Ayurveds/ Unani or B.Se
pharmacenticals Sciences. But Sir, the
current  status  of  availability  of
candidates to these streams are
negligible wvis a vis nwmuber of
pharmacies in the country, There arc
just 14 to 15 colleges
{(http:/targeisindy.com/colleges/bphar
m-ayutvedadegree-colleges-in-
india.html) which have seats for B
Pharma Aywveda/Unani. Even at a
Iiberal estimate of (00 seats per
colege would fetch just 1400-1500

G_\D
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i2.Nationai Institute of Ayurveda-
Jaipur

Suggestions

It is point of concemn how much a
pharmaceutical  chemistry  expert
understands the principles and basic of
Avyurvedic drug manufacturing and
quality control. Tt is suggested to the
authotities to rethink the inelssion of
pharmiaceutical chemistry person for
good quality Ayurvedic drug,

13. CHAI

CHAL’S Feed Back :

Graduates in Pharmacy (Ayuveda or
Siddha or Unnani) or MD Ras-shastra/
Bhaishajva kalpana / Medicinal Plants
/ Dravyapuna /saidalz /Gunapadam
were less available in the country.
Hence i is very important to include
Graduate in Botany or Chemistry or
B Pharm or M.Pharm as competent

technical  staff to  supervise the
manufacture of Ayurvedic
,Siddha,Unant  and  Homocopathic

Medicine. 1t is also suggested fto
include B.AM.S instead of PG in
Avurveda

4. | Submission | Rule 157A. hitrule 157A 1.ADMA Commitiee ASUDTAB
of TA form | Maintaining of | i. For the words “fo the State | This is a new provision aimed at | observe that | accepted
along with | records of raw | Licensing Authority of | creating a  regulatory linkage | the the
Certificate | material  wsed | Ayurveda, Siddha and Unani | between NMPB/SMPB  with the | apprehension | recommend
of by licensed ! drugs and” shall be omitted. 1§ | D&C Rules. The proposal appears | raised by | ation of the
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3tkh day of June
of the succeeding
financial yvear fo
the State Drug
Licensing
Authority of
Ayurveda,
Siddha and
Unani drugs and
to the National
Medicinal Plants
Board or any
agency
neminated by the
Nationat
Medicinal Plant
Board for this
purpose

Centre for the cestification prior
to initiation of cuktivation
should apply for Certificate of
Caltivation / Origin in the
Annexure to Form TA prior to
harvesting.

Any material fhiling to
comply with one of these above
clanses may be considered as
extracted raw material and may
aftract Access Benefit Sharing
a8 per the provisions of
Biological Diversity Act 2002,

The Certificate of
Cultivation / Origin may be
issued by those authorities who
are nominated by National
Medicinal Plant Board or State
Medicinal  Plant Board or
Regional Cum  Facilitation
Centre or any designated officer
as decided by  National
Medicinal Plant Board from
time to time.”

under the agri.department which has
been engaged in growing herbal
medicinal plants and asking them to
register again under NMPR seems not
a feasible option. Hence AYUSH to
relook into this issue once again &
delete this provision.

This will be against three Farm Laws
which gives farmers freedom o
cultivaic and sell anywhere without
middlemen and hindrance, Cultivation
of Medicinal Plants is one of the good
ways to DOUBLE FARMER'S
Income,

3.Dabur Research & Development
Centre, Dabur [India Limited,
Sahibahad — Ghaziabad
(Justification) Clause of Access
benefit sharing is relafed to Bio
Diversity Act which overlapping on
D&C Act & Rules.

4.AMMOT

Rulel57A

The Industry is of the opinion that
creating such regulatory linkages will
strengthen the rights of NBA and
promote abd augment the Inspector
Raj further, something which is
principally seltdefeating and hence not
desirous,

5. Gujarat  Ayurved  Aushadh

raw material
records o

both SLA and
NMPB
should be

retained, The
same needs
to be placed
before  the
ASUDTAB.

Further, the
Biodiversity
amendment
bill 2021 has
addressed the
issue of ABS
exemption for
Avush
practitioners,
cultivated
medicinal
planis and
their
products. The
said Bill is
referred 0
Joint
Parliamentary
Committes in
the  Wmter
gession of

2021, In view
of this the
drail

notification is
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manufacturing rule of this Act. This is
not proper and this clavse should be
removed from the Draft.

2} No mumsfacturing activity of any
sector in the couniry is tagged with the
cultivation of Raw Material.

3) As per the constitution of India,
Revenue record, Crops cultivation is
the activity of State revenue Dept. As a
regular activity, Patwari of the area
records the growing crops in the
revenue records during Gardawari
every six. month. Therefore the record
of cultivation of Medicinal Plants ete.
should be authorised by revenue Dept.
Patwari  and Block  Agriculture
Officers.

4) Manufacturing related Drugs rules
should be free from the liability of
cultivation ete,

7. UDMA

Objection / Snggestion : This
subclause should be entirely deleted.
Ruationale: The proposal to use of
cultivated material is appreciated but
Access Benefit Sharing on oiherwise
source material should not be
applicable on Raw Materials for the
use of AYUSH indusiry. We think that
creating such regulatory linkages will
strengthen the rights to Mational
Biodiversity Authority and promote
inspector Raj and will go against “Ease
of doing Business.” Farmers are
already registered under agricultural
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are strictly objecting ABS and fighting
in the ¢ourt of Law., Secondly
coordination between two departments
becomes complicated. Hence the link
with NMPB shail be avoided.

1L Pr. B, Anantha Narayana

It is a welcome step to introduce
provisions for promoting cultivation of
medicinal plants, their inspection and
certification of the cultivated crops /
pioduce and also the need for industry
to file anpual data of consumption.
These new provisions should be
supported by benefits  to  the
manufacturers who use medicinal
plants for production of AYUSH
medicines exempted from  several
provisions of Biodiversity Act &
Regulations. Such a move will
promote AYUSH & herbal industry to
invest and improve sustainability of
these natural resources apart from
enhancing authenticity and quality of
raw herbs used. The provisions to file
annual consumption data demands too
much information and the relevant
tabulated information requirements
needs review and simplified, which
will enhance compliance.

5. Comments  on 01. Dr, D.B Anantha Narayana, These ASUDTAB
New These suggestions are not given | comments are | agreed for
Homeopathic individual clausewise but few major | received apart | including
Medicine points related to the various provisions | from the | the
{General notified in the draft regulations j comments on | provisions
Comments} referred to in the subject of this letter. | the draft | for new
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China, though has a similac TCM with
fong history of use, has provisions that
allow “new TCM Medicines” after
proper scrutiny of its safety, quality
and efficacy. OF course creating
provisions for  these  cument
deficiencies will need o have requisite
scientific data for evaluation before
such new homocopathic medicines of
new ayurvedic medicines or new
botanicals  and  ingredients to  be
recognized as legally accepted in
AYUSH. Such provisions need to be
worked out and included in the Draft
before it is finally notified. 02, Shn
Suresh Gupta — Secretary, Deptt. of
Ayurveds and Indian Sysiem of
Medicine,  Rajasthan,  Secretary
Suggested thatt 1} Provision of
Licence is required for resatl sale and
wholesale of Ayurvedic drugs and
provision of qualified and registration
of Avurvedic stores. 2) Part VII(A) of
the Thups and Cosmeties Rule 1945
has a provision for retail and wholesale
of Homoeopathic medicing. On the
same pattern Part XX may be amended
wherein rule 1714, 171-B, 171-C,
171-B should be prepared and
amended accordingly. The following
quatification are as per the rule 67F of
the Ihugs and Cosmetics Role 1945
wherein komoeopathic . seller’s
educational gualification is Degree in
Homoeopathy, Degree in Pharmacy,
Diploma  in  Homeopathy  are

b F
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such period as it Biological testing.

thinks fit either

wholly or in 02. AMIMODI

respect of testing “160A Instituttons for carrying out
of some of the 18818 civvivsiicoinens o this rule by
categorics of the central government, Delete
Avurvedic, reference {0 Biological testing. NABL
Siddha and not mentioned before. As per the
Unani drugs to pioposed amendment Schedule T
which it relates, prescribing the Good Manufacturing
it in his opinion Practice for ASU medicines is divided
the approved into two. One for micro and small
laboratory had scale indusiries and Macro industries,

failed to comply
with any of the
conditions of the
approval or with
any provision of
the Act or the
rules made
thereunder.

2) Any
approved
laboratory,
whose  approval
has been
suspended or
withdrawn, may,
within three
months  of the
date of the order
of suspension or
withdrawal,
appeal to the
State

A new set of standards are prescribed
regarding working area, machinery efc.
for  macro industries. While
progréssive  measures  are  always
welcome, it goes without saying that
such mesasures must be consistent with
the prevailing systemm  besides
comprehendmg the chalienges faced in
such migration. An ahrupt
implementation  of the  Rules
unmindful of the ramficabions it may
impose will only compound to the
financial and operational consirainis
faced by the manufacturers more
particularly  amid  the  ongoing
pandemic. Essentially therefore and as
in case of several making it explicitly
prospective in nature by restricting the
apphication to those industries that are
established after ihe implementation of
the GMP standards for factories and
those factories established ptior may
kindly be exempted. The proposed
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requirement of NABL Aceredistion. 2)
The manufacturing License holder
with inhouse Drug Testing Laboratory
shall have no mandatory requirement
of NABL Accreditation. The existing
provisions of approval of such mhouse
Drug Testing Laboratory should
continue.

05. Vaidvaratnam Ounshadhasala
Pvt, Ltd.

160A

The introduction of NABL
accreditation  to  existing  AYUS
accredited  labs  will  involve
infrastructural and financial
consiraints,

Part T Level b Premises and
Materials

Existing GMP holders may need a
gross expansion in infrastmetire as per
the draft rule new schedule T like
separate  warehiouse,  temperature
control system, logical placement of
machinery, raw  material  and
equipment for ASU manufacturing
industry. it can have a huge impact on
the financial stability,




Report of the ASUDTAB Sub-committee of Sowa Riga drugs

T A mieeting of the Sub-committee constituted under ASUDTAB for Sowa-Rigpa drugs was held on 107
Cmo o and 13™ July 2018 at Central institute of ngher Tibetan Stud:es, Sarnath, Varansi. Following
B © menmbers were present in the meetmg,

1. Prot Dr. Shtiram 5. Savrikar Chair an Serentlﬁc Body, PCIMEHM, Govt. of India

2. Dr.DineshKstoch -~ - AdvisorAyurved, Ministry of AYUSH, Govt of India
: o  Secrataty, ASUDTAB :
3. Dr.Padnia Gurmg_f o Scienttst md Ofﬂcer Incharge Natmnal Research institute. —_
for Sowa Rigpa, Leh, Ladakh |
4. Prof. br. V.K. Joshi, f_’:hairm_an, Ayurvedic Pharmacopeia Commiittee, Govt of
india I '
5. Dr. Derje Dumdul : Assaci;te Professor, HOD Sowa Rigpa, Central institute of

- Higher Tibetan Studies, Sarnath, Varansi. (fnvitee}

Dr. Dinesh Katoch brisfed the committes about the object of the meeting of the committee.

Accordingly the commutee discussed inctuswn and regulation of Sowa- Rigpa drugs under

Drugs and Cosmetks Act 1940and thereundnr Rule 1945
it was. infermed by Dr.. Katcch that Sowa »Rigpa system of Medlcme is now recognized by Govt
of {ndig, hawever, p‘r‘esently there am no provlsiaps iy the Drugs and Cosmetics Act to regulate
the Brugs used in Sowa- Rigpa svstem of Medscme Therefore, approprigte provisions need 16
be made Gnder the existing Act. According!y it was decided that a chapter titled Regulation of
Sowa- Rigpa Drugs may be included in the Bmgs and Cosmetic Rules 1945, Necessary ruies may
be included in this chapter, which areas follows:

1. Definitions
Following definition of Sowa-Rigpa Drug was sugges;ed by the commitize

Sowi- Rigpa Dmg

* Sowa - Rigpa drug includes all medicines mtended for internal or extemal use for or in the

diagnosis, treatment, mlt:gatmn or prevenncn of dasease or disorder in human beings or

~ animals, and manufactured exciusive!v in. acmrdance with the formulae described in the
authoritative books of Sowa-Rlgp3 system of med%cme speci ed in'the ... Schedule.

Proprietary Sowa- Rigpa Drug

«  Proprietary Sowa - Rigpa medrcmes inchides all formuiat:ons containing only such
ingredients mentioned in the formulae described in the authoritative books of Sowa Rigpa
- o system of medicine specxﬁad in the. .... Schedule but does net include a medicine, which is
admihistewd by parenteral route and aiso. a formudation included in the authoritative books
as specified i'a.s'uh-rute |

Cammittee obsewed that According to D&C Ax:t 1940 under Section 338 Chapter IV A will
be applicable only to Ayurvedic, Siddha and. Unam Drugs. On thns backgr:;urzd legal advice
may be taken for inclusmn of the fcilowmg ru!e‘

e




Provisions of the Act relating to Ayurvedic, Siidha or Unani drug shall be applicable to Sowa

Rigpa drugs.{ to be checked from Legal Consultant with reference to provision of Section
338).

2. Standards of Sowa-Rigpa drugs

The committee suggested inclusion of following rules:
Sowa-Rigpa drugs shall comply with the standards prescribed in the Ayurvedic, Siddha and
Unani phémacopoeia for the time being in force. Manufacturer shall submit In house
standards for such Sowa Rigpa drugs, which are not prestribed in the pharmacopoeiss.
Manufacturing of Sowa Rigpa drugs shall be carried out in such premises and under such
hygienic conditions as specifiad in Schedule T pertaining to Good Manufacturing Practices,

3. Regulation of Manufacture and Sale of Sowa-Rigpa drugs
The committee suggested inclusion of the following rute:
* Provisions of rules 151 to 170 shall be applicable for regulation of Sowa - Rigpa drugs,
subject to the modification that the references to "Ayurveda, Siddha or Unan drug’ in the
said rules shall be construed as references to Sowa -Rigpa drug,

4. List of authoritative books of Sow-Rigpa o be inciuded in Schedule 1 of D&C Act 1940
tn’this respect the committee considered the decision taken in the meeting of ASUDTAB
held on 17-9-2013.

6. A list of books was presented to the committee by Dr. Padma Gurmet, member of the
committee and Scientist and Officer In tharge National Research institute for Sowa Rigpa,
Leh, Ladakh. A letter by Dr. Tsering Tsamchoe, Generat Secretary Central Council of Tibetan
Medicine, Dharmashala (Annexure- 1) addressed to Dr. Dinesh Katoch, Advisor, Ayurveda
and member of the commitiee, was alsc considered by the committee, The committee
visited the library of the Institute of Higher Tibetan studies, Samath to physically verify tha
availability of the boaks mentioned in the list provided by Or. Padma Gurmet. The
approximate period of the criginal manuscript as informed by Dr. Derje Dumdul, Assaclate
Professor, HOD Sowa- Rigpa, and his associates at Centrat Institute of Higher Tibetan Studies,
Sarnath, Varansi, was noted by the committee. tn view of the decision of the ASUDTAB
{Annexure- il) a template to gather the required information of the Sowa-Rigpa beoks for
inclusion in the schedule was prepared as follows

5r. No. Complete | Originai Period of | indian publisher with | Language
title  of | Author original year of putdication
the book manuscript

‘ The list of boaks is enclosed as Annexure- it

The committee resoived that the committee may visit the Pharmacy of Tibetan Medicai and Astro
institute, Dharmashalz (H.P.} to have the first hand information about the manufacture of Spwa-
Rigba Drugs which wili facilitate the committee in formulating the rules and reguiations reiated to
Manufacture and Sale of Sow -Rigpa Drugs and its inclusion in Drugs and Cosmetics Act 1940.

It was alsc decided by the committee that a list of Sowa Rigpa Drug formulutions commonly used by
the practitioners and manufactured needs to be prepared. Dr. Padma Gurumet will gather this
information from al! the stakehoiders. The committee should discuss these formulations with a view

4%



22%)

] * to recommend the PCIM&H to develop the standards of Sow -Rigpa drugs. The committee resolved
; that this issue may be taken up in the next meeting of the cormittee which may be held at National -
-~ Research Institute of Sowa Rigpa, Leh, tadkah.

1. Prof Dr, Shriram $. Savrikar
2. Dr. Dinesh Katoch

3. Dr.Padma Gurmet

4. Prof.Dr. VX Joshi,

S, Dr.Dorje Dumdul
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8. | FroTawH
_ (Jor wa rGyad pa bShug so} by w..q_mu..m.a.ﬂ.w_ th Dege: Tangur Boti/
(Ludrup/Nagarjuna) 8 Wmm._qmm Printing Press | Tibetan
9, | mpg Tyl Tibet
(Ju Mipham sMen Yig Chestus) i ARy " 19% Ceatury Wooden | Boti/
{Ju Mipham) 14 wwox avm,ama by | Tibetan
rigs publisher
10 T WA - — 1989 Tibet
AT L . :
(sMan pyad Dawe Gyalpo) (Nagarjuna) ™ w.%wawzﬂwh%é wﬁ.\ﬁ.
P.O.- i
T1. | pea g aa < Leb-Ladakh 1975
(Cha lng Chogyed Cored ' Shug 50 0 R, . T. Sonam Tashigang | Boti/
(Youthog Tontan Gonpo) 8 B.P.O.- sNyimo Tibetan
T R — Leh-Ladakh 1973
(dPal iden Phyagpe Men Ngag Bum Khutsur Shug I T @ T. Sonam Tashigang | Boti/
50) (MelaChagdum) 9 B.P.O.- sNyimo Tibetan
e — S — R Leh-Ladakh 1969
ﬂ:ﬁnﬁa w‘inoﬂw_w Chk e w ' .wf wevgn e X Men tseekhang 2005 | Boti/
~1 (Man Ngag Yonten rGyud kyi Lanthabs Zug rNgy | (DesiSangyeGyatso) '3 preramsale, HP | Tibetan
Tsa dung Selwe Katpura Due Min Chi Shag India
m;vo Ral Gri nrn jawa Shug so)
M. aE | arsggRa iz ge) i )
(Zintik gChes bTues bDued ¢Tsi Thig pa) h T. Sonam Tashigang | Boti/
- (Jamyang Kongtrul) 15 WM..O.- sNyimo Tibetan
15, | marre SR oo gy . adalh L8
(Lag len Nger mKho sMen gyi sByor dPe Dudtse i SRRy th L. Sonam Tashigang | Bot/
Bumzang Shug so) (Kbenrab Norbu) 19 B.2.0.- sNylmo Tibetan
16, | mpey g g Ao i< T R § Bt oy, A R wiy - Leh-Ladakh 1985
(Lag len Ches Rigs bTuespa sMen Kun bChud du > ﬂm.mza.ada..af,a.., 16® T. Sonam Tashigang | Boti/
sGrub pe Lekyi Choga Kun gSal sNeng mZod) | 1 (Deuf mer Tenzin Lo tadaktorg | o
Phunts ]
17, e Ryaixag ey mdeage, mzammwgg etc irigs Printi
(Rinter sMen yig Ches Tus) {Compiled by Hﬁosmc.:_ g* w%%umm Priting Fres wﬂus:
Rinpoche) ; '
18. ETELITY ey e BTy Tibet
ﬁmﬁm é&ﬁ% TR PR o) ﬁ.,.ﬁé.. gl __ T. Sonam Tashigang | Boty
_ 17 B.P.O.~ sNyimo Tibetan
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Thinley Rabgyal
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T S.no | Vernacular name [ Botanical Name/Chemical name
Plant ergjm

] Hydnacarpus pentandrus
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Veerar | _{ Mercuric per chloride
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'Valla;padanam; ) | White-arsenic
Thurusy Copper sulphate
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* IN THE HIGH COURT OF DELHI AT NEW DELHI

+ W.P.(C) 321/2019 & CM APPL. 1529/2012

RECKITT BENCKISER INDIA PRIVATE LIMITED AND ORS.
..... Petitioners

Through: Mr. R. Jawahar Lal, Mr.Siddharth
Bawa, Mr.Anuj Garg and Mr. Mohit
Sharma, Advocates

Versus

UNION OF INDIA AND ANR. ..... Respondents
Through: Mr. Kirtiman Singh, Ms. Manmeet
Kaur Sareen and Ms. Vidhi Jain and
Mr. Waize Ali Noor, Advocates

+ W.P.(C) 502/2019 & CM APPL. 2375/2019

MAGNET LABS PVT.LTD. Petitioner
Through: Mr. R. Jawahar Lal, Mr.Siddharth

Bawa, Mr.Anuj Garg and Mr. Mohit
Sharma, Advocates
versus

UNION OF INDIA AND ANR. ... Respondents
Through: Mr. Kirtiman Singh, Ms. Manmeet
Kaur Sareen and Ms. Vidhi Jain and
Mr. Waize Ali Noor, Advocates

+ W.P.(C) 505/2019 & CM APPL. 2385/2019

MANKIND PHARMA LIMITED & ANR ... Petitioners
Through: Mr. R. Jawahar Lal, Mr.Siddharth

Bawa, Mr.Anuj Garg and Mr. Mohit
Sharma, Advocates

VEeIrsus
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UNIONOF INDIA&&ANR . Respondents
Through:  Mr. Kirtiman Singh, Ms. Manmeet
Kaur Sareen and Ms. Vidhi Jain and
Mr. Waize Ali Noor, Advocates

W.P.(C) 985/2019 & CM APPL. 4412/2019

ASSOCIATION OF MANUFACTURERS OF AYURVEDIC
MEDICINE ..... Petitioner
Through: Mr. R. Jawahar Lal, Mr.Siddharth
Bawa, Mr.Anuj Garg and Mr. Mohit
Sharma, Advocates
versus

UNION OF INDIA ANDANR. ... Respondents
Through: Mr. Kirtiman Singh, Ms. Manmeet
Kaur Sareen and Ms. Vidhi Jain and
Mr. Waize Ali Noor, Advocates

W.P.(C) 5§755/2020 & CM APPL. 20805/2020

PERFETT! VAN MELLE INDIA PRIVATE LIMITED..... Petitioner
Through: Mr. R. Jawahar Lal, Mr.Siddharth
Bawa, Mr.Anuj Garg and Mr. Mohit
Sharma, Advocates
versus

UNIONOF INDIA Respondent
Through:  Mr. Kiriman Singh, Ms. Manmeet
Kaur Sareen and Ms. Vidhi Jain and

Mr. Waize Ali Noor, Advocates

W.P.(C) 15712/2022 & CM APPL. 48899-48900/2022
KAMA AYURVEDA PRIVATE LIMITED Petitioner

Through:  Mr. R. Jawahar Lal, Mr.Siddharth

Bawa, Mr.Anuj Garg and Mr. Mohit
Sharma, Advocates
versus

4
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UNION OF INDIA THROUGH THE SECRETARY TO THE
GOVERNMENT & ANR. . Respondents

Through: Mr. Kirtiman Singh, Ms. Manmeet
Kaur Sareen and Ms. Vidhi Jain and

Mr. Waize Ali Noor, Advocates
CORAM:

HON'BLE MR. JUSTICE MANMOHAN
HON'BLE MR. JUSTICE SAURABH BANERJEE

ORDER
Y% 01.05.2023

1. On 16® February, 2023, Mr. P.Chidambaram, learned senior counsel
for the petitioners had stated that the petitioners shall be satisfied in the
event Rule 170 and Form 26 E4 were re-examined by the respondents.

2. Today, Mr. Kirtiman Singh, learned counsel for the Union of India on
instructions states that the writ petitions of the AYUSH stakeholders
regarding Rule 170 of the Drugs and Cosmetics Rules, 1945 will be placed
before the Ayurvedic, Siddha and Unani Drugs Technical Advisory Board
(ASUDTAB) for reconsideration.

3. The statements made by leamed counsel for the parties are accepted
by this Court and the parties are held bound by the same.

4,  With a view to balance the equities, this Court directs that any
decision taken by the Union of India in pursuance to the decision of the
ASUDTAB shall not be implemented for a period of four weeks from the
date of its communication to the learned counsel for the petitioners, It is
clarified that in the interregnum, the interim arrangement made by this Court
shall continue.

5, With the aforesaid direction, the present batch of writ petitions stand

disposed of. 1t is clarified that, 1n the event, the petitioners are aggrieved by

“j’/
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the decision taken by the Union of India and/or ASUDTARB, the petitioners
shall be at liberty to challenge the same even on the grounds mentioned in

the writ petitions.

MANMOHAN, J

SAURABH BANERJEE, J

MAY 1, 2023
AS

mature No Verified
i

nally Signed-Hy, ASWANT

Gl RAWAT

ing Dnrc:,j 3.2023

3T



i/ 56005/2023

To,

T-11011/8/2021-DCC-Part(z)

T- 11/8/2021-

-Part-(2

Government of India
Ministry of Ayush
- (Drug Peolicy Section)

NBCC Office Block-I1I (224 Floor),
East Kidwai Nagar South Ex-1,

New Delhi-110023
Dated: July, 2023

i. All members of ASUDTAB (as per the list annexed),

annexed).

Subject:

Siddha and Unani Drugs Technical

held on 2

ii. All special invitee of

5.05.2023 (Thursday) at 11

ASUDTAB {as per the list

Amendment in the minutes of the meeting of Ayurveda,
Advisory
.00 AM at Nirman Bhawan,

Board (ASUDTAB)

Ministry of Health and Family Welfare, New Delhi -req.
Sir/ Madam,

11011/8/2021-DCC -Part-(1)

mentioned

amendment in the minutes

in reference to the Minisiry
dated 05.07.2023 regarding the subject

above, it is requested to

05.07.2023-

of Ayush’s O.M. no. T-
kindly note the following

of the meeting of ASUDTAB held on

Reference

observation/
recommendation
of the hoard

Amendment

S.no. viil,
iof table
under
agenda
item no. 2

vd. Santosh =~ Nevpurkar
highlighted that this matter is
ivery important for Ayurveda
practitioner. Board
recommmended that this matter
may be taken up between the
higher authorities/ officials of
Ministry of Ayush and Ministry
of Environment, Forest and
{Climate Chdnges. An inter-
‘ministerial committee may be
constituted in  this regard.
‘Further it was suggested that
‘this committee may be chaired
by Hon'ble Ministers of both
‘Ministries.

“Vd. Santosh  Nevpurkar
highlighted that this matter is
tvery important for Ayurveda
practitioner. Board
recommended that this matter
may be taken up by Ministry of
Ayush  with  Ministry of
Environment, Forest and
Climate Changes.”

2. Tn this regard, revised approved minutes of the aforementioned
meeting are attached herewith. (Copy enclosed)

3. This issues with the approval of Chairman, ASUDTAB.



T-11011/8/72021-DCC-Part(2)

1/66005,/2023

Ecl. As above
Yours Sincerely,

Konaf bbb Vpadhyese

(Dr. Kousthubha Upadhyaya)

Adviser (Ay.) & Secretary-ASUDTAB
Copy to -

1. Sr. PPS to DGHS

List of ASUDT.

The Drug Controller General of India, New Delhi
The Director, Central Drugs Laboratory, Kolkata.

The Government Analyst, Pharmacopoela Commission for Indian
Medicine & Homoeopathy, Ghaziabad, U.P.

4. |Dr. Neeraj Tandon, Scientist -G and Head, Head Medicinal Plants
Divison, Indian Council of Medical Research, New delhi-113029
5. |Dr. Pulok K. Mukherjee, Director, Institute of Bio resources and
Sustainable Development ,Manipur and Professor (on lien), Dept.
of Pharmaceutical Technology, Jadavpur University, Kolkata -
700032.

6. |[Dr.  Prakash Hegde, Department of Dravya Guna, Sri
Dharmasthala Manjunatheswara College of Ayurveda and
Hospital, Hassan Karnataka- 573201, P.O. Box No-164.

7. Dr. C, K. Katiyar, Chief executive officer, Health Care (Technical)
Emami Ltd, 687, Anandpur, Kolkata-700007.

8. |Prof. Tajuddin, Department of Ilmul Advia, Aligarh Muslim
University, Aligarh

8. |Dr. G. Veluchamy, 24, Chokkanathar Street, Kartjikeyan Nagar,
Maduravoyal,Chennai- 602102,

10. \Dr. Sumit Nathani, Associate Professor, Department of Dravya
Guna, National Institute of Ayurveda , Madhav Vilas Palace,
orawar Singh Gate, Amer Road Jaipur - 302002 (Raiasthan).

11. Dr. F. S. Shernani, Professor and Dean, Aligarh Muslim
University, Aligarh, Utiar Pradesh.

12. Dr. M. Krishnaveni, Professor, Gunapadam, Government Siddha
Medical College, 6, Anna Arch Road, NSK Nagar, Arumbakkam
Chennai, Tamil Nadu, 600106.

13. {Shri. Lal Hingorani, Pharmanza Herbal Private Limited, 214,
Borsad Tarapur Road, Near vadalda Patia, Kaniya, Dharmaraj,
{Gujarat, India-388435.

14, [Dr. L. Sivakumar, SKM Siddha and Ayurveda Company
Ltd..Saminathapuram, Erode, Tamilnadu.

15. |Dr. Asad Mueed, Trustee and Governing body member of
Hamdard National Foundation (India).
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T-11011/8/2021-DCC-Part(2}

1/66005/2023
T . Santosh Nepulkar, Deerghayu Ayurved
Swasthyalay Nandigram colony, Garkheda, Aurangabad- 4310035,
17. |Dr. P. Selva Shunmugam, President, World Siddha Trust, 34, 1,
Park street, Kilpauk Garden, Chennai- 600017,
18. [Dr. Sabahat Ullah Amoroha , H. No. 134 Qazizada Street

Amoroha, Uttar Pradesh.

Dr. Sangeeta Duggal, Advisor {Homoeopathy), Ministry of Ayush,
Dr. Anil Khurana, Chairperson, National Commission of
Homoeopathy, New Delhi.

Dr. Subhash Kaushik, Director General, Central Council for

Research in Homoeopathy, New Delhi.
Dr. Padma Gurmeet, Director, National Institute of Sowa-Rigpa,

Leh, Ladakh.

1.

2

3.

Dr. Rachna Paliwal, Assistant Drug Controller (H.}, AYUSH
Vertical, CDSCO
Dr. Ramavtar Sharma, Research Officer (Ay.), Office of DDG

Ayush, DGHS
Dr. Raman Kaushik, Research Officer(Ay.), Drug Policy Section
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Minutes of the meeting of Ayurvedic, Siddha and Unani Drugs Technical Advisory Board
{ASUDTAB) held under the Chairmanship of Prof. (Dr.) Atul Goel, Director General of
Health Services (DGHS), Government of India on 25" May, 2023, Room no. 445 A,
NirmanBhawan, New Delhi.

A meeting of Ayurvedic, Siddha and Unani Drugs Technical Advisory Board (ASUDTAB)
was held under the Chairmanship of Prof. (Dr.) Atul Goel, Director General of Health
Services {DGHS), Government of India on 25%May, 2023. Room No. 445 A, Nirman Bhawan,
New Delhi on hybrid mode.

List of the Participants is placed at Annexure L.

At the outset Dr. Kousthubha Upadhyaya, Adviser (Ay.), Ministry of Ayush and
Member-Secretary, ASUDTAB welcomed the Chairman, members of the Board, Specia! invitees
& the participants and briefed the mandate & background of the board.

Dr. Anil Khurana highlighted that there is no representative of homoeopathy industry in
the present ASUDTAB. In this regard, Member-secretary informed the board that the
Homoeopathy and Sowa-Rigpa members were co-opted on regular basis till the tenure of this
board with the approval of Chairman and Ministry of Ayush.

Chairman suggested that Ministry of Ayush may consider the representatives of
Homoeopathy industry in the board as co-cpted members. Further, he pointed out that if any
member is absent in the three consecutive meetings of ASUDTAB, he/she may be replaced for
the remaining tenure of the board. With the permission of Chairman, agenda-wise items were
taken up for discussion.

Agenda-wise discussions and outcomes were as follows:

Agenda Item | Approval of the minutes of the last meeting of ASUDTAB held on
No. 1 27.06.2022.

A copy of the approved minutes of the last meeting of ASUDTAB heid on 27.06.2022
was circulated among the members/ invitee along with the approved agendz. In this regard, Dr.
C.K. Katiyar commented that the decision of omitting Rule 170 was taken by ASUDTAB in its
meeting of 15% March 2021 after recommendation by an expert committee of the Ministry of
Ayush. Therefore, it was not appropriate 1o negate the previous decision of ASUDTAB in
subsequent meeting dated 27.06.2022. Further, it was also not an agenda item in that meeting.
The observation of Dr. V. G. Somani was in reference to ongoing discussion of the board. No
other members had made their observations/ comments regarding Rule 170. The decision was
indeed deferred as it was decided to redraft G.S.R. 437 dated 02.07.2021 in a single chapter in D

& C Rules, 1945, d"/ 7

!
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Considering the facts pointed out by the member, Chairman recommended to delete the
recommendation “Omission of Rule 170 is not required” of ASUDTAB in its meeting held on
27.06.2022. ASUDTAB members unanimously agreed for this.

Agenda Item
No.2

Action Taken Report {ATR) on the last recommendations of ASUDTAB

Action taken report on the last recommendation of ASUDTARB meeting held on

26.07.2022 were presented before the Board and followings has been recommended —

S0,

Recommendations of
Board

Action Taken Report

Observation/
recomnendation .
board

of the

GSR No. 473(8) dared
02.07.2021 may be re-
drafted as a separate part in
Drugs & Cosmetics Rules,
1945 having all provisions
related to Homoeopathy
and Sowa-Rigpa system of
medicine in  light of
recommendations
ASUDTAR at annexure I
Contents  of  remaining
provisions of the said
notification are deemed as
approved by the ASUDTAB
which will adopt as s4ch.

o

The agenda is once again placed
as Agenda item -3.

Board observed that The
matter may be discussed
under Agenda item 3.

An expert commiltee may
be constituted by Ministry
of Ayush to review or
revisit the existing
provisions of GMP, which
will be placed before
ASUDTAB.

Ministry of Ayush vide Q.M. no.
T-11011/8/2021-DCC-Part(1)

dated 15,09.2022 had constituted
an Expert Commiittee to review
or revisit the existing provzsmm
of GMP for ASU&H drugs in
Drags & Cosmetic Act, 1940 and
Rules there under. Suggestions
from 3!l the members of the
¢ommittée has beep soughi.

Work is under progress and final
recommendation of the said

expert comrnittee will be placed
before ASUDTAB far
consideration,

Board recommended that the
expert commitiee may submit
its report within 03 morths.
Dr, Anil Khurana sugpested
to  co-opt  ome  more
represertative from industry
Govt. PSU like HOMCO
Kerala and IMPCL.
Chairman recommended to
consider the suggestion with
consulfation with Ministry of
Ayush.

iii.

With regard to submission
of information  under
Schedule TA form, it i

Schedulfe TA form tegarding
-eonsumpizon of merecury, Vijaya
and Ahiphend bas been sought

Board recommended that
such data may directly be
sought by Ministry of Ayush

suggested that Mimistry of | from the States/ UTs. However, | from ASU drug
Ayush may look into | Ministry is yet to receive manufacturers or  through
Pagei 2
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compilation and analysis of
data submitted under s
provision jfor developing
suitable policy initiatives,

completed data from all Staley’
UTs.

goagie form,

Order no. T.13011:3/2019-
DCC (Avush} dated
28.07.2018  issued by
Ministry of Ayush
regarding  consideration
and acceptance of stabifity
study dota for fixing the
shelf- life of ASU drugs
wnder Rule 161-B of rhe
Drugs & Cosmetics Rules
1945 jor the purpose of
grant  of license and
renewal af license in
reference o GSR no. 789
(F} dated 18.08.20216 muy
be comverted into Gazeile
Notification.

The amendments in Rule 161 B
is already notified under drafi
notification GSR No. 473(E)
dated §2.07.2021 for
Amendment in Drugs Ruies
1943, published by the Minisuwry
of Avush. The same is placed for
recommendation of ASUDTAR
for final notification.

Agreed

An expert commitiee may
be constituted by Ministry
of Ayush io review/ revise
the Schedule [ Bocks of the
Drugs and Cosmetics Act
1940 and Rules 1945. The
committee  may directly
include books of Sowa-
Rigpa recommended by
Sub-committee for Sowa-
Rigpa drugs under
ASUDTAB  respectively.
The committee will review
the existing Schedle-1 and
prepare a drafl regarding
the revision of Schedule 1.
The same will be placed
before ASUDTAB.

Ministry of Ayush vide O.M. no.
T-11011/8:2021-DCC-Par1)
dated 22.08.2022 has constituted
a expert Committee to review/
revise the Schedule I Books of
the Drugs & Cosmetic Act, 1940
and Rules thereunder, with
Director, PCIM&H as Member
Secretary. Work i under
progress and final
recommendation of the said
expert committee will be placed
before ASUDTAB for
consideration.

The member-secretary,
ASUDTAB conveyed that the
work of expert committee is
in advance stage. Board
recommended that Ministry
may proceed with draft
notification of the schedule
books once recommended by
the committiee. Thereafter
final draft along with the
comments of stakeholders
may be placed before the
board.

vi,

Nationgl Commission  Jor
Indian Medicine (NCISM)
may be requested to direct
all  registered  Ayush
practitioner  to  clearly
merition duration of Intake
of formulations conteining
Schedule E (1) drugs.

NCISM had been requested to
direct all registered Ayush
practitioner to clearly mention
duration of  intake of
formulations containing schedule
E (1) drugs in their medical
prescription vide letter no. T-
11011/8/2021-DCC dated
17.08.2022.

Noted

Vii.

An expert committee may be
constituted by Ministry of
Ayush 16 review/ revise the
Schedule E (1) wnder Rule

Ministry of Ayush vide O.M. no.
T-11011/8/2021-DCC-Part

{1)dated 22.08.2022 has
consg.imed an expert commitieg

The member.secretary,
ASUDTAB conveyed that the
work of expert committee is
in advance stage. Board

SR

!
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161 (2} of Drugs and |
Cosmetics Act Rules 1943,
with  representatives  of |
Avurveda  Siddhe Unami
system of medicine along
with a representative front
NCISM. The committee will
review the exisring Schedule
E (1) and prepare a draft
regarding the revision of
Schedule E (1) drugs. The
same will be placed before
ASUDTAB.

to review the existing Schedule
E(l} and prepare a draft
regarding the revision of
Schedule E(1) drugs. Work is
under progress and  final
recommendation  of the said
expert committee will be placed
before ASUDTAB for
consideration.

recommended that Ministry
may proceed  with
notification of the schedule B
(1) drugs once recommended
by the commitiee. Thereafter
final draft along with the
comments of stakeholders

draft |

may be placed before the

board.

viii.

Ministry of Avush may once
agair approach Ministry of
Environment, Forest and
Climate  Change with  «
requesl  to  device
mechanism  for providing
shed Deer Amtler or Deer
anifer burmt Ash or any
other animal products used
in ASU  industy from
zooireserved Joresis
through respective  Stare
Authorities when collection
of such amimal products do
not cause any harm (o the
biodiversity.

Ministry of Ayush wvide D.O,
letter no. T-13020/8/2020-DCC
dated 16.08.2022 had requested
to Ministry of Environment,
Forest and Climate Changes to
devise a  mechanism  for
providing shed Deer Auntler or
Deer Antler burnt ash or any
other animal products used in
Avush  industry  from  zoo/
reserved forests through
respective State authorities.

Vd. Santosh  Nevpurkar
highlighted that this matter is
very important for Ayurveda
practitioner. Board
recommended that this matter
may be taken up by Ministry
of Ayush with Ministry of
Environment, Forest and
Climate Changes.

Minwtes of the ASUDTAB
meeting should be posted on
the website of Ministry of
Ayush like practice followed
by CDSCO also, for higher

level of transparency.

The minutes of the meeting of
ASUDTAB held on 27.06.2022
has been uploaded on the website
of Ministry of  Ayush
(hitps;/main.syush.gov.infayush-
drugs/asudiab).

Board appreciated the efforts
made in this regard,

Agenda Ifem
No. 3

Comments received on draft notification GSR No. 473(E) dated
02.07.2021 for Amendment in Drugs Rules 1945, published by the
Ministry of Ayush.

Member-Secretary, ASUDTAB apprised the board regarding the issues and challenges

for making a separate part in Drugs & Cosmetics Rules, 1945 having all provisions related to
Homoeopathy and Sowa-Rigpa system of medicine, which are as follows ~

i. In the existing Rules, Homoeopathy Medicines are considered a special category of Drug
under the broad heading of the definition of ‘Drugs’. Accordingly, the provisions of

s
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Homoeopathy Drugs follow the provisions related to Drugs other than Homoeopathy
drugs and are mentioned under several headings and Part.

ii.  Homoeopathic medicines are mentioned under the following Sections and Rules under the
D&C Act and Rules respectively:
a) Standards of Homoeopathic Medicines under Schedule I of the Act.
b) Some Definitions under the Ruies
¢)Provisions for Import of Homoeopathic medicines the approving authority for which is

DCGE
d) Provisions for Licensing of New Homoeopathic medicines the approving authority for
which is DCGI

e) Separate Pait for Sale of Homoeopathic Medicines.

f) Separate Pant for Manufacture for Sale or for distribution of Homoeopathic Medicines
2) Separate Part for labelling and packing of Homoeopathic Medicines

h) Approval of Institutions for carrying out tests of Homoeopathic Medicines.

i) Separate forms for application and approval periaining 10 Homoeopathic Medicines and
schedule M1 for GMP of Homoeopathic Manufacturing Units.

j) Category under Schedule K for exemptions of Chapter [V of the Act.

iii.  the enforcemem of Homoeopathic Medicines in the States still lies with the Drug
inspectors or controiling authority of the allopathy side for the reason mentioned at point |
above and in some states separate licensing authority is notified under PART VI-A Sale or
PART VH-A for Manufacture of Homoeopathic Medicines. These persons in piace in the
States would be required to be re-notified under the new Proposed PART/ Chapter.

iv. Reframing of the chapters etc. may require consukation with MoHFW and DTAB for
legal clearance on the matter. Further, consultation may also be needed with the
stakeholders like Homoeopathic Drugs Manufacturers/ Drug
Controllers/Inspectors/Analysts/imponters/researchers to address the problems faced
during testing, inspection and compliance by the manufacturers/importers with regard to
Homoeopathic Medicines.

v. Already new Drugs, Medical Devices and Cosmetic Bill, 2023 is in advanced stage
wherein homoeopathy and Sowa-Rigpa systems are holistically harmonized under
common chapter along with other Ayush systems.

vi.  Exercise of making separate part for Homoeopathy and Sowa-Rigpa system may reqguires
comprehensive scrutiny of relevant provisions of D & C Rules, 1945. However, that effort
may be avoided at this juncture as Rules are to be framed for the proposed new bill.

The representation of Dr. Pradeep Muliani, Presidemt, Association of Manufacturers of
Ayurvedic Medicines (AMAM) dated 10.04.2023 regarding Repealing Rule 170 of D&C Act
was discussed in the meeting.

Dr. C.X. Katiyar informed that the provisions for prohibition of misleading advertisements
are also covered under Drugs and Magic lTemedics {OA), Act, 1954 and Ceonsumer Protection

| S/
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Act. Further, Dr. Asad Mueed also submitted that there are no requirements of Rule 170 as
proper implementation of Drugs and Magic Remedies (OA), Act, [934is sufficient and
restriction on awareness spreading initiatives of industry will be against govemments
commitment for propagating Ayush systems.

Dr. Padma Gurmeet raised his concern that even though Sowa-Rigpa system was
officially recognized under Ayush in 2010, the inclusion of this system under D & C Act, 1940
and rules thereunder is still pending. Member-Sceretary informed all the members/ special
invitee that for Sowa-Rigpa system, only definition part has been notified under G.5.R. 473(E)
dated 02.07.2021, wherein reference to the First schedule is also mentioned. However, the draft
notification with regard fo addition of Sowa-Rigpa books in the first schedule is still not done.
Therefore, it was opined that Sowa-Rigpa part from GSR No. 473(E) dated 02.07.2021 may be
finally notified at later stage together with revised first schedule including Sowa-Rigpa books.

in this regard, following had been recommended by the board —

i,  Separate part for Homoeopathy and Sowa-Rigpa system is not required at this juncture,

fi. Ministry of Ayush may finally notify the amendments in respect of Homoeopathy drugs
as placed before the Board as Annexure-Ill of agenda, under concerned sections/ part of
existing Drugs & Cosmetics Rules, 1945.

ifi. to proceed with final notification for omission of Rule 170 and its related Forms
mentioned in D & C Rules; 1945. _

jv.  For Sowa-Rigpa system, authoritative books may first be notified through draft gazette
notification, as per Annexure-IL Thereafter, final notification of Sowa-Rigpa part as per
G.S.R. No. 473(E) dated 02.07.2021 may be notified together.

The board reviewed the GSR Neo. 473(E) dated 02.07.2021 based on the its observations
in the last meeting and recommended for final notification of already agreed provisions, as
per Annexure-TIL -

Agenda Item | Draft notification GSR No. 668(E) and 66%(E) dated 23.09.2021 for
Neo. 4 Amendment in Drugs Rules 1945, published by the Ministry of Ayush

Member-Secretary informed the board that Ministry of Ayush vide notification GSR No.
G668(E) and 669(E) dated 23.09.2021 had notified regarding schedule books of homoeopathy and
import of New Homoeopathic medicines. The board considered the recommendations of
committee constituted the Chairmanship of Dr. Sangeeta Duggal, Adviser (H), Ministry of
Ayush on stakcholders’ comments.

Dr. Anil Khurana suggested that in the final notification for amendment of Rule 30 AA
the subclause (2) point v ie. “all nosodes and sarcodes unless certified otherwise by licensing

authority under rule 21" should be removed as keeping this clause in the definition of new
homoeopathic medicine will be self-contradictory to the already licensed nosodes amd sarcodes
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and those mentioned in authoritative homoeopathic literature. These suggestions were accepted
by the Board.

The board recommended to include provision of 669(E) dated 23.09202!1 in final
notification as per Annexure-Il and final notification of schedule books of homoeopathy as per
Annexure-1V.

Agenda Item ! Representation of Avush Drug manufacturers/ Industry/ Organizations
No.§

i. Representation of Sri Navjeewan Rasavanshala, Jaipur Regulatory concerns of ASU
Industry like availability of Schedule-1 Books, Rule-169 of Drugs & Cosmetics Rules,
1945-reg.

With regard to representation of Sri Navjeewan Rasayanshala, Jaipur regarding availability
of Schedule-I Books, member-secretary conveyed that the expert committee on first schedule,
has already suggesting publication of all Scheduie ! books on the website. Therefore, this issue
will be addressed accordingly. Regarding the matter of applicable list of Permitted Excipients,
Dr. C.K. Kativar observed that the lists of excipients mentioned under Ruie 169 of D & C Rules,
1945 are dynamic in nature and these are already available in public domain on the respective
websites of [P, FSSAI and BIS. Member Secretary also mentioned regarding the representation
of Himalaya Drugs Co. regarding allowing of excipients of US pharmacopoeia for boosting
exports. Dr. Rajeev Singh Raghuvanshi, DCG (I) mentioned that almost all excipients of USP
are already available under LP. Further, there is an enabling provisio under L.P. for adopting
excipients from any other official pharmacopoeia that can be availed by the industry to include
any such excipients.

Chairman suggested to disseminate the concerned provision among stakeholders for better
awareness and implementation of the D & C Act and Rules. Further, he suggested that Ministry
of Ayush may approach National Medical Library, New Delhi to create a dedicated repository/
section of Ayush related authoritative text books and other reference books.

ii. 2000% exorbitant hike in formulation product approval in the amended rule 153 A and
153 B of Drugs & Cosmetics Rule 1945 vide G.S.R. 716(E) dated 1st October 2021.

The board reviewed the representations of Ayush stakeholders regarding rule 153 A and
153 B of Drugs & Cosmetics Rule 1943 vide G.S.R. 71&(E) dated 1%October, 2021 and
recommendation of board are as follows —

¢ The provisions related to all the systems of Ayush should be similar in respect of license
fee. Further, the fees may be automatically revised once in 03 years in accordance with
cost-inflation index.

» The fee for homoeopathy medicines as recommended by the expert committee for GSR
No. 473(E) dated 02.07.2021 i.e. Rs. 2000/~ for an application may be finally notified as
per Annexure ITL. /
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s Advisories issued by the Ministry of Avush to comsider maximum 10 homoeopathy
medicines (with all its potencies) per application for license, may be included in the draft
notification.

e Fee for ASU medicines under Rule 153 of D&C Rules, 1945, “Rupees twe thousand per
product” may be replaced with “Rupees two hundred per product”, may be included in
the draft notification.

iii. Representation of Sh. Ramesh Kadyan, President, Micro & Small Scale Ayurvedic
Magufacturers Association of Haryana (MSAMA), Haryana date 20.04.2023 regarding
Request to Protect the Future of Micro ASU Industries by waiving off New Approval
Fee & Retention Fee.

Representation of the Sh. Ramesh Kadyan for different fee structure for micro and small
industries were reviewed by the board and the same was not conskiered as fee is already
proposed to be reduced as Rs. 200/- per product, over and above the first 10 products of P&P
ASU products. '

iv. Representation of Indian Homoeopathic Prag Manufacturers Forum regarding
amendment of schedule K of Drug & Cosmetics Rules, 1945,

Representation of the Indian Homoeopathic Drug Manyfacturers Forum regarding amendment
under the extent and subjest to conditions specified in Schedule K, ie. for removal of the words
“in Form 20C’° and word “retail’ of point (ii), so that aliopathy drugs wholesale dealers be also
allowed 1o keep Homoeopathic Medicines for maintaining supply chain of Homoeopathic
Medicines in allopathic retail stores. The matter was reviewed by the board and it has been
recommended that as the matter involves changing the ¢riteria of exemptions for dealers of
medicines licensed under rule 61 in schedule K which is for allopathy drugs, it may be referred
to DTAB for their deliberations/consideration.

Agenda Item | Restricting name of use of Classical ASU Drugs to the category of ASU
No., & category of Drugs only

The following issue raised by Sh. C.K. Katiyar, Member, ASUDTAB were discussed ~

o Muhabhringaraj Kesh Tail which has been manyfactured using mineral oil instead of Til
Tail but licensed under cosmetic category. This is an example of using name of a
classical product Mahabhringaraj for Cosmetic product with entively different
composition.

e Second case is Chyawanprash Gummies, where the word Chyawanprash has been used,
which is name of a classical Aywrvedic product. The format is Gummies and product has

been licensed under FSSAL
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Further, it was informed that in both the above cascs names of Classical Avurvedic products
have been used for Non-Ayush Drug categories of Cosmetics or FSSAL Ministry of Avush has
already banned the use of the name of Classical Ayurvedic products even for the proprietary
ASU Drugs with Prefix and Suffix.

Dr. Prakash L Hegde submitted that there should be control over the selling of those
medicines having classical names with different ingredients. Even it is observed that three or
four classical formulations are combined together and new formulations are being prepared
with a new name. This also should be taken very seriously as there may not be any proper
research data findings or any other relevant information. Evidence should be produced that
there is no interactions among these entirely different combinations.

ASUDTAB recommended that the matter of using name of ASU classical
formulations in products licensed by FSSAI and CDSCO may be taken up by Ministry of
Ayush with the respective organization.

Agenda Jtem | Amendment in Rule 153 and 153 A of Drugs and Cosmetics Act 1940 and
Neo. 7 Rules 1945 vide gazette notification G.S.R. 341 (E) dated 24.04.2023

All board memberswere informed that Ministry of Ayush vide notification G.S.R. 716
(E) dated 01.10.2021 had amended Rule 133 10 Rule 156 of Drugs and Cosmetics Act 1940 and
Rules 1945, Thereafier, vide gazerte notification G.S.R. 341(E) dated 24.04.2023, following
amendment has been made—
taj in rule 133, in the second proviso, for the words "within eighteen months’ the words “within
twenty four months” shall be substituted;

(B) in Rule 1534, in the second proviso, for the words “within eighteen months”, the words
“within twenty four months™ shall be substituted;

Member-secretary requested ASUDTAB board members for the ratification of G.S.R.
341 (E) dated 24.04.2023. The same has been agreed by all board members unanimously.

Further, Chairman suggested to change the name of the ‘e-aushadhi portal’ as this name may
be confused with online sale of medicines through e-commerce platforms. He suggested to
explore terms like “e.lic-ayush” ponial for this purpose.

Agenda Item | Technical Committee on adopting new dosage forms under Ayush stream
No.8

The draft prepared by the technical comminee for adopting new dosage form under
Ayush stream under the Chairmanship of Prof. $.K. Maulk were discussed in the meeting. Dr.

¢
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Rajeev Singh Raghuvanshi, DCG (1) informed that parameters are stringent in nature and may be
reviewed.

Dr. Anil Khurana suggested 1o incorporate Homoeopathy System representative also in
the said Committee or get the document framed vetted through circulation amongst
Homoeopathic fraternity also.

In this regard, Member Secretary suggested that the guidelines may be notified for
stakeholder comments and final view may be taken thereafter. Board recommended for notifving

the guidelines for stakeholder consultation.

Agenda Item | Issue of mém_nfacturing license by lease license owner for Ayurveda,
No.9 Siddha and Unani drug categories.

The Board observed that there is no explicit provision for lease licensing under Drugs &
Cosmetics Act, 1940 and rules thereunder, Ministey of Ayush may issue an advisory to all State/
UTs to avoid granting of licenses under Form 25-Don the basis of lease agreements. For any
eventuality for meeting the demand, thete is already provision of loan licensing under Drugs &
Cosmetics Act, 1940 and rules thereunder.

Agenda Hem | Any other item with the permission of the Chair
Ne.10 '

Member Secretary informed the board that Ministry of Ayush has received various
representation demanding clear demarcation of ASU medicines containing non-vegetarian
ingredients. The board suggested that this is an essential requirement that should be considerad.
However, it is difficult to define which is to be considered as vegetarian or non-vegetarian as
interpretation depends on various religious, ethical and regional consideration.

The Board recommended Ministry of Ayush may constitute a committee of experts 1o
deliberate and suggest on this issue.

The meeting ended with vote of thanks to the Chairman. %

A ETRE
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Annexure |

List of participants of ASUDTAB meeting held on 25.05.2023 -
8. Ne. Name of ASUDTAB member
1. Prof. Dr. Atul Goel.

The Director General of Health Services, (Chairman ASUDTABR)

NirmanBhawan, New Delhi-110011
2. Dr. Rajeev Singh Raghuvanshi,

Drugs Controller General of India, FDA Bhawan, Kotla Road, 1TQ, Dethi-110002
3. Dr. Kousthubha Upadhyaya,

Adv.(Av.), Ministry of Ayush, Member Secretary-ASUDTAB
4, Director, Central Drugs Laboratory,

3, Kyd Strect Kolkatta-700616
5. Dr. Raman Mohan Singh, Government Analyst,

Director, Pharmacopoeia Commission for [ndian Medicine & Homoeopathy, Ghaziagbad, ULP,
6. Dr. Neeraj Tandon,

Scientist-G and Head, Divisions of Publications & Information and Medicinal Plants, Indian
Counci] of Medical Research, Ansari Nagar, New Dejhi 110029

7. Prof. Pulok K. Mukherjee,
Director, Institute of Bio resources and Sustainable Development Manipur and Professor {on
lien), Dept. of Pharmaceutical Technology, Jadavpur University, Kolkata - 700 032.

8. Dr. Prakash Hegde, Department of Dravya Guna, Sri Dharmasthala Manjunatheswara
College of Avurveda and Hospital, Hassan

9. | Dr.C. K Katiyar
CEO Health Care (Technical) Emami Ltd, 687, Anandpur, EM Bypass, Kolkata-700 007

0. Dr. Sumit Nathani,
Associate Professor, Departmerst of DravyaGuna, National Institute of Ayurveda , Madhay
Vilas Palace, Jaipur - 302002 {Rajasthan).

1. Dr. F. 8. Shernani,
Professor and Dean, Aligarh Muslim University, Aligarh, Uttar Pradesh.

12. Dr. M. Krishnavent,
Professor, Gunapadam, Government Siddha Medical College, 6, Anna Arch Road, NSK
Nagar, Arumbakkam Chennai, Tamil Nadu, 600106.

13. Shri. Lal Hingorani,
Pharmanza Herbal Private Limited, 214, BorsadTarapur Road, Near vadaldaPatia, Kaniya,
Dharmaraj, Guiarat, India-3884335.

14. Dr, L. Sivakumar,
SKM Siddha and Avurveda Company Ltd., Saminathapuram, Erode, Tamilnadu

15. Dr. Asad Mueed,
Trustee and Governing body member of Hamdard National Foundation (India).

16. Vd. Santosh Nevpurkar,
Deerghayu Avurved Swasthyalay,Nandigram colony, Garkheda, Aurangabad- 431003,

17. Dr. P. Seiva Shunmugam,
President, Global Centre for Siddha, 3A, 1, Park street, Kilpauk Garden, Chennai- 600017,

I8 Dr. Sabahat Ullah Amoroha ,
H. No. 134 Qazizada Street Amoroha, Urtar Pradesh.

Special Invitee (s)

19, Dr. Sangeeta A. Duggal, Adv.(H), Ministry of Ayush

20, Dr. Anil Khurana, Chairperson, NCH

!
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21, Dr. Subhash Kaushik, DG, CCRIH
22, . Padma Gurmeet, Director, NISK
Qther official(s)

23. | Dr. Rachna Paliwal, Assistant Drug Controjfer (H.), AYUSH Vertical, CDSCO

24. | Dr. Ramaviar Sharma, Research Officer (Av.), Office of DDGAyush

25, | Dr. Raman Kaushik, Research Officer{Ay.},, Drag Policy Section

ASUDTAB Members who could not attend the meeting

1. Prof. Tajuddin,
Depariment of 1imulAdvia, Aligarh Mustim University, Aligarh

2, Dr. G. Veluchamy,
24, Chokkanathar Street, Kartjikeyan Nagar, Maduravoyal, Chennai-602102
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MINISTRY OF AYUSH
NOTIFECATION

Annexure-]I

New Delhi, the June, 2023

G.8.R. —(E).—The following draff amendment further to amend the Drugs and Cosmetics Act,
1940 (230f 1940), which the Central Government proposes 10 make amesndment in the first
schedule of the said act, in exercise of the powers conferred by Section 33-O of the Drugs and
Cosmetics Act, 1940 (23 of 1940). afier consultation with the Ayurveda, Siddha, Unani
DrugsTechnical Advisory Board, is hereby published for information of all persons likely to be
affected thereby and noticeis hereby given thar said draft amendment will be taken into
consideration on or afier the expiry of a period of threemonths from the date on which copies of
the Gazette of India containing these draft amendment are made available tothe public.

Objections and suggestions which may be received from any person within the period
specified above will beconsidered by the Central Government.

Objections and suggestions, if any, may be addressed to the Secretary, Secretary,
Ministry of Ayush, AYUSH Bhawan, ‘B’ Block, GPO Complex, INA, New Dethi — 1100230r
emailed at dec-ayush@nic.in.

DRAFT AMENDMENT

l. Short title, and commencement:- (1) These amendments may be called the Drugs and
Cosmetics Act {.. Amendment), 2023.
{(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the First Schedule to the Drugs and Cosmetics Act, 194023 of 1940) (hereinafier referred
to as the said Act),after heading “C.— HOMOEOPATHIC SYSTEM ” and the entries relating
thereto, the following heading and entriesshall be inserted, namely,-

“D. —~SOWA-RIGPA SYSTEM

St no Name of book

1.  Dud-tsinying-poyan-laggyad-pasangwamanngaggi-gyudzes-ja-wa (Four Tantras)

Yan Lak r GyadpaNyingpobDus pa

Men Ngag Je-wa Ring srel
dPallDenrGyundbShilaSoggSowaRigpebKabsTenMenNgagKunGyigNedbsdusPhenbDeb

bl S S

SilZersPro We DawagSarpa She Jawabshug so
5.  gSowaRigpe Men NgagmTha Dag gyichogchigt'ubsDuesNes Men Ngag Yon Ten r(Gyud
Dang Mipham Thin les rGyud Dag giLhenThab Ky tsul du bKod pa PhenbDeNorbue

Q/\ Page | 13
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10.
1.
12.
13.

14.
5.
16.
17.
18.

19.
20,

21.

23.
24.
25.
26.
27,
28,

29.

2S5

bang mZoedChesjawabshug so

Tsang Tod Dhar ma mGon Poe rGud lung Men Ngag du me bohudchungsiob Me Dhon
Zin thig dang bhu Ja gDhampa yang thig

Zing TigmzesrGyanbDudrtsisMenmZodched jaw & bShug so

JorwarGyad pa bShug so |

JuMiphamsMenYigChestus

sManpyad Dawe Gyalpo

Cha lag ChogyedChed jaw a Shug so

dPalidenPhyagpe Men Ngag Bum Khutsur Bhug so

Man NpagYontenrGyudkyilanthabs Zug tNguTsa dung SeiweKatpura Due Mm Chi
ShaggChodpeRalGriChejawa Shug so

ZintikgChesbTueshDuedrTsi Thig pa

Lag lenNgermKhosMengyisByordPeDudtseBumzang Shug so

Lag lenChes Rigs bTuespasMenKunbChud du sGrubpeLekyiChogaKungSalsNangmZod
RintersMenyigChes Tus '
gSowaRigpebTenhChoessMen!ayidGonngyemGyudbShiyigSaI jeBedu
RyasNonpoMallikaPhrengwaChejawashug so

sMenbsjorNuspachogdusPhenbDhe lags bShedChejawa Shug so

bDudTsisMengylrNam ye Nugs Ming rGyes par bShed pa Shel gong Sheltreng she jawa

Shug sol

rGyudbSheyi Del pa Mespo'lZallung She jawa Shug so0
NeulchuDrupisTanchos

MenngagRinchenungnas

Dri gung sMenrTsisPhyogsbsGrigs

biispaNyerjorDrgphensNying Nor

sMendPyedbDud-rTsi Bum bZang Shug so
gSowaRigpegShungrGyudDhonNying p0 dGosDodhKun Jung she jaw a Shug so
§Natsoks Men NgagNyerLngabyGyarTsa chi
MedhbDhudrTsiShelkarPhrengwamKhesMang Yong kyimGuirGyen

eSorig Yen lag brGyedIDhenchuTer les gChesbsDhus Chi Med NorbuPhrengwa
sMendPvedNyamyigbrgyartsaZabrGyesshugso
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34,

Men NgagZabmoKungyisNingkhubsDhuspaDharmosMenRampegDamsNgagbKarGya

mna

gSowaRigpe Men NgaggChesbTues Dang Lag lend Mar KhridkyisKorphenbDe bang m

bsDusPhenbDe bang mZod Shug so

gSowaRigpegChesbTuesPhendesNging p0 Dang clte Med Nor PhrenggyiShalsKong Men

NgagbDuedrTsiRolmTso She jawa Shug so
gChesbsDusR inchenphrengwa she jawa Shug so
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[To be published in the Gazette of India,
(Extraordinary), Part II, Section 3, Sub-section (i}]

Annexure-II1

MINISTRY OF AYUSH
NOTIFICATION
New Delhy, the June, 2023

G.5.R. (E)—Whereas the draft of certain rules further to amend the Drugs Rules, 1945 was
published as required under section 33N of the Drugs and Cosmetics Act, 1940 (23 of 1940)
(hereinafter referred to as the said Act), in the Gazette of India, Extraordinary, Part-1I Section 3,
Sub-section (i), dated the 02nd July, 2021 and 23rd September, 2021 vide notification of the
Government of India, in the Ministry of Ayush number vide GSR. 473(E), dated the 02nd July,
2021, and GSR. 669(E), dated the 23rd September, 2021 respestively for inviting objections and
suggestions from all persons fikely to be affected thereby before the expity of a period of thirty
days from the date on which the copies of the Official Gazetie containing the said notification

were made available to the public;

And Whereas, the said Gazette were made available to the public on 08™ July, 2021 and
28th September, 2021 respectively;

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

Now, Therefore, in exercise of the powers conferred by section 33N of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Government, afier consultation with the
Ayuarveda, Siddha, Unani Drugs Technical Advisory Board, hereby makes the following rules
further to amend the Drugs Rules, 1945, namely:-

1. Short title, and commencement: - (1) These rules may be catled the Drugs (— Amendment)
Rules, 2023. (2) They shall come into force on the date of their publication in the Official
Gazette.

2. In the Drugs and Cosmetics Rules, 1945 (hereinafier reforred to be as the principai Rules) rule
2 {dd)shall be substituted namely-

“{dd) Homoeopathic medicines include any drug which is recorded in Homoeopathic provings or
therapeutic efficacy of which has been established through long clinical experience as recorded
in authoritative literature of Homoeopathy as mentioned in first and second schedule of the Act
and which is prepared according to the techniques of the official Homoeopathic Pharmacopoeia

) ol



of India and abroad and covers combination of ingredients of such Homoeopathic medicines but
does not include a medicine which is administered by parenteral route.”

3. After rule 2 (ec) of the principal rules. the foliowing rule shall be inserted. namely-

“{ed) “Registered Ayurvedic or Siddha or Sowa-Rigpa or Unani medical practitioner”™ means a
person -

(i} holding a qualification granted by an authority specified or notified in the Schedules to the
Indian Medicine Central Council Act. 1970 {48 of 1970); or NCISM Act, 2020 (14 of 2020); or

{ii) registered or eligible for registration 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 NCISM Act, 2020 (14 of 202037

4, For rule 30A A of the principal rules, the following rule shail be substituted, namely.-

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

{2) The importer of a New Homoeopathic medicine when applying for permission under sub-rule
{1} shall produce before the Licensing Authority such documentary and other evidence as may be
required by the Licensing Authority for assessing the safety, therapeutic efficacy of the medicine
including the minimum homoeopathic provings carried out with it

Explanation.- For the purpose of this rule, ‘New Homoeopathic Medicine’ means,—

(i) a Homoeopathic medicine which is not specified in the Homoeopathic Pharmacopoeia of
India or United States of America or of the United Kingdom or the German Homoeopathic
Pharmacopoeia or the French Homoeopathic Pharmacopoeia or the European Pharmacopeis; or

(i)  which is not recognized in authorftative Homoeopathic books specified in the First
Schedule of the Act, as efficacious under the conditions recommended; or

(i1i) 2 combination of Homoeopathic medicines containing one or more medicines which are
not specified in any of the Pharmacopoeias referred to in clause (i) or not recognized in
authoritative Homoeopathic books referred to in clause {ii); or

(iv)  a combination of two or more Homoeopathic medicines even if individually mentioned in
Homoeopathic Pharmacopoeia as in clause (i) or in authoritative Homoeopathic books specified
in the First Schedule of the Act, which are now proposed 10 be combined for the first time in a

&/
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fixed ratio, or if the ratic of ingredients in an already marketed combination is proposed to be
changed, with certain claims; or '

(3) A New Homosopathic Medicine shall continue to be considered as New Homoeopathic
Medicine for a period of four years from the date of its first approval

{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
Homoeopathic 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 mport or license for manufacture
for sale in India prior to the date of this notification from 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.

Note: For the purpose of safety, therapeutic efficacy of the medicine including the minimum
homoeopathic provings carried out with it shall be in accordance with the guidelines prescribed
by Central Council for Research in Homoeopathy from time io time.”

5 Jn rule 67A of the principal rules,

i. subrule (2) shall be substituted namely.-“(2) Application for the grant of a licence to sell, stock
or exhibit or offer for sale or distribute Homoeopathic medicines shall be made in Form19-B to
the Licensing Authority and shall be accompanied by a fee of rupees two thousand.

PROVIDED that valid lcence obtained under Form 20C or 20D prior to the date of
commencerent of this Amendment Rules, 2023, notwithstanding the period for renewal, shall
seek for retention of the licence depositing a license retention fee of rupees one thousand for
perpetuity of existing licence within a period of one year from the date of commencement of the
Drugs and Cosmetics (2 Amendment) Rules, 2023. Fresh License in Form 20C and 20D will be
issued with lifetime validity to such license holders on the deposition of retention fees.”.

i, following sub-rule shall be inserted namely.-“(4) The application shall be made through portal

e-AUSHADHI (www.caushadhi.gov.in) as per the format provided in the said portal, pertaining
to the sale license of Homoeopathic Medicines.

s
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PROVIDED further that till the portal e~ AUSHADH! (www.g-aushadhi.gov.in) shall come to
effect as notified by the Central Government from time 1w time, during this period either of
online and offline process of license application shall be accepted.”.

6. For rule 67C of the principal rules, 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 from the date of receipt of the
application or from the date of fulfiliment by the applicant of any shoricomings highlighted by
the licensing authority as the case maybe.

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

PROVIDED that no license shall be required for exhibiting the drugs for promoticnal activities
in any fair.

PROVIDED further that till the portal e-AUSHADHI {www.e-aushadhi.gov.in) shall come to
effect as notified by the Central Government from time to time, during this period either of
online and offline process of license application shall be accepted.”

7. For rule 67E of the principal rules, the following rule shall be substituted, namely:-.-

“67E Duration of licences.(1) A licence issued in Form 20C or 20D shall remain valid
perpetually.

PROVIDED that the licencee shall submits a self declaration of adherence to the
conditions of license and theprovisions of the Drugs and Cosmetics Act and the Rules, every five
years from the date of issue of license in form20C or 20D or from the date of submission of last
self declaration as the case may be .

PROVIDED further, that such self declaration should be made within two months of completion
of five years from thedate of issue of license in Form 20C or 20D or from the date of submission
of last self declaration as the case may,and in the event of non submission of such self
declaration, license shall be deemed to have been cancelied. Fresh application under Form 198 is
to be made thereafier. ”

8. The Rule 67EE of the principal rules,shail be omitted.

9. The sub-rule (6) of rule 67G of the principal rules, shall be omitted.
/
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i, under sub-rule (1) the words “or rencwal” shall be omitted.

10. In rute 83B of the principal rules, -

ii, sub-rule (2} shall be substituted namely:-
«(2) An application in Form 24C shall be accompaniedby a fee of rupees two thousands,

Provided.notwithstanding the period for renewal, existing ficense holders under Form 25C prior
1o the date of commencement of this Amendment Rules, 2023, shall seek for retention of the
license depositing a license retention fee of rupees one thousand, for the perpetuity of existing
licence within a period of one year from the date of commencement of the Drugs and Cosmetics
(2% Amendment) Rules, 2023, Fresh License in Form 25C will be issued with perpetual validity
to such license holders and having factory premises complying with the requirements and
conditions as specified in Schedule M1 on the deposition of retention fees.

Provided further that the application shall be processed online through the portal e-AUSHADHI
(www.e-aushadhi.gov.inyforthe purpose. Till the portal shall come to effect as notified by the
Central Government from time to time, either of online and offline process of license application

shall be accepted.

Explanation-for the purpose of this rule single ingredient Homoeopathic medicineswith all of its
potencies will be considered as one product and separate fees potency wise is not required.”.

iii, sub-rule (3), (4) and (5) shall be omitted.

11. The rule 85D of the principal rule, shall be substituted, namely:-

«85D. Form of licence to manufacture Homeopathic medicines. — (1) Subject to the
conditions of rule 85E being fulfilled, a licence to manufacture for sale of Homeopathic
medicines shall be issued in Form 25-C. The licence shall be issued within 2 period of two
months from the date of receipt of the application or from the date of fulfillment by the applicant
of any shortcomings highlighted by the licensing authority as the case maybe.

(2) A licence under this rule shall be granted by the licensing authority afler consuiting such
expert committee in homoeopathic systems of medicine as the case may be, which the State
Government may approve in this behalfl

(3) The application shall be processed through the portal e-AUSHADHI {(www.e-
anshadbi.gov. in)orthe purpose.

PROVIDED further that tili the portal e-AUSHADHMI (www.e-aushadhi.gov.in) shall come to
effect as notified by the Central Government from time to time, during this period either of
online and offline process of license application shall be accepted.”.

o
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i.in the opening remarks the words “or renewal” and “or renewed”™ shall be omitted.

12. In rule 83E ofthe principal rules. -

ii. In clause (a) to sub-rule {1) of rule 85E of the principal rules, after the words *a graduate in
Science with Chemistry™, the words “or Botany or Zeology™ shall be inserted.

il the third proviso “PROVIDED that in case potentised preparations are made in a Pharmacy
holding licence in Form 20-C, the conditions (2} and (3) shall not apply. The licensee shall
ensure to the satisfaction of the Licensing Authority that the products manufactured by i,
conform to the claims made on the label.” shall be omitted.

13. For rule 85EA of the principal rule, the following rule, shall be substituted namely:-

“85EA. Inspection for grant of license and verification of compliance.-(1) Before a GMP
certificate for License under Form 25C 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 State Government.

(2) The inspector or inspectors shall examine the establishment intended to be used or being used
for the manufacture of drugs and verify the adherence to the conditions of license and the
provisions of the Drugs and Cosmetics Act and the Drugs and Cosmetics Rules 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.

PROVIDED further 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 continued for further term of five years.”.

14. For rule 85EB of the principal rules, the following rule shali 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 being 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 qualifications of the technical staff to be employed. He shall also examine and
verify the statements made in the application in regard to their correctness, and the capability of
the applicant to comply with the requirements of competent technical staff, manufacturing plants,
testing equipments and the Requirements of Good Manufacturing Practices and the
Requiremeants of Plant and Equipments as laid down i Schedule M1.

//
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(2) The Inspector shall forward a detailed descriptive report giving his findings on cach aspect of

inspection along with his recommendations after completion of his inspection in accordance with
the sub- rule (1), to the Licensing Authority.”. '

15. For rule 83EC of the principal rules, the following rule shall be substituted, namely.-

“85EC.- Procedure of Licensing Authority.-

(1) If the Licensing Authority after such further enquiry, if any, as he may c¢onsider necessary.,
and after being satisfied 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 issue
a Hicence under this Part. _

(2) If the Licensing Authority is not satisfied of the requirements under sub-rule(1), shall issue a
memorandum of shortcoming, and the conditions 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 months of issue of such memorandum under sub-rule (2) shall reply
the same.

{4) On non-submission of requirements in sub-rule (2), the Licensing Authority shali 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-aushadhigov.in) for the purpose.

PROVIDED further that till the portal e-AUSHADHI (www.e-aushadhi.gov.in shall come 1o
effect as notified by the Central Government from time tfo time, during this peried either of
online and offline process of license application shall be accepted.”.

16. For rule 85ED of the principal rules, the following rule shall be substituted, namely.-
“R5ED.-Further application aftér rejection. —If the applicant, within a period of six months
from the rejection of an application for a licence or Certificats of Good Manufacturing Practices,
as the case may be; informs the Licensing Authority that the conditions laid down bave 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 forthe grant of a licence or
certificate have been complied with, issue a licence or certificate under this Part.”.

I7. Rule 85F shall be substituted namely.-
«g5F. Duration of licence—(1) A licenceissued in Form 25C shali remain valid perpetually.

Provided that the licencee shall submits a self declaration of adherence to the conditions of
license and the provisions of the Drugs and Cosmetics Act and the Rules, every year from the
date of issue of license in Form 25 C or from the date of submission of last self declaration as the

case may be .
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Further, provided that such scif declaration should be made within three months. of completion
of one year from the date of issue of hicense in Form 25 C or from the date of submission of last
self declaration as the case may be, and in the event of non submission of such self declaration,
within the time mentioned, the license of the said product shall be suspended temporarily and if
the licensee fails to submit the self declaration within a further period of three months, the
ficense of the said product shall be deemed to have been cancelled.”

18. The Rule 85G of the principal rules, shall be omitted.

19. In rule 106A of the principal rules, in sub-rule (A}, clause {ii), sub-clause {(a), after the words
“German Homoeopathic Pharmacopoeia™, the following shall be inserted, namely,- “or the
Freach Homoeopathic Pharmacopoeia or the European Pharmacopeia.”

20. In rule 157 of the principal rules, clause {2) shail be substituted with following, namely.-

*(2) The manufacture of Ayurvedic (including Siddha) or Unani drugs shall be conducted under
the direction and supervision of competent technical staff consisting at least of one person, who
is @ whole time employee and who possesses the following qualifications, namely: —

{a} A degree in Ayurveda, Siddha or Unani system of Medicine, as the case may be, conferred by
a University/ State Government or Statutory Faculties, Councils and Boards of Indian Systems
of Medicine recognised by the Central Government or a State Government for this purpose, or
(b} A graduare in Pharmacy (Ayurveda or Siddha or Unani) of a University recognised by the
Central Government or a State Covernment with experience of at least two years in
manufacturing of Ayurveda, Siddha, Unani drugs as the case maybe in a licensed manufacturing
unit.

Provided that the person already registered with the State Licensing Authority as
competent person for the purposes of grant of license in Form 25D/25E prior to the coming into
force of the Drugs (Amendment Rules) 2023, shall continue to be considered as competent
person for the said purposes.”.

21. In subrule (2) of Rule 1618, the words “Rezl time"” shall be substituted with “Real time and
accelerated”.

22. Intable under rule 168, for the words “12%™ the words “11.40 %" shall be substituted.
23. The Rule 170 of the principal rules, shall be omitted.
24. In FORM 20C.-

i. under clause 2 the words *to ....................... * shall be omitted.

ii. before the words “Date” the words “License No...........oova... * shall be inserted.

25. In FQRM 20D.-
i. under clause 2 the words *10 .....ccveeneennnnn” shall be omitted,

Page | 23

;
;
I3
&(j
i



i before the words “Date” the words “License No.........o.consens * shall be inserted.
26. FORM 20F shall be omitted.

27. In the principal rules, for FORM 24C, the following FORM shall be substituted, namely:——
“FORM 24C

(See rule 85B)
APPLICATION FOR THE GRANT OF A LICENCE TO MANUFACTURE FOR SALE OR
FOR DISTRIBUTION OF HOMOEOPATHIC MEDICINES

LI/ We v ; TS M ....nereby apply for the
grant of licence to manufacture the Lmdermemxoneci Homoeopatmc mother tinctures/potentised
preparations on the premises situated Bleveeeirenninsrcnanes

..................................

Names of the Homoeopathic preparations. ....... e raaeaemerueversaerte et s armasases {each item fo be
separately specified).

2. Names, qualifications and experience of technical staff employed for manufacture and testing
of Homoeopathic medicines.

3. A fee of TUPEES .cvvvvrviriavarses ..., has been credited to the Government under the head of

ACCOUIE oomrosesoeoeseeseesesnsineenns a0 the televant Treasury Challan/ online transaction ship is

enclosed hcrewrah.

Date. - Signature
{(applicant)

Note—

The application should be accompanied by-a Plan of the premises.”.

28. In the principal rules after FORM 24C, the following FORM shall be substituted, namely:-

“RORM 25C
(See rule 85D)
[LICENCE TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF
HOMOEOPATHIC MEDICINES

No. of Licence and date of issue....... TSP PRSI PS PP
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Lo i, 187 are hereby licenced to manufacture the following
Homoeopathic medicines on the premises situated
| Oy ORI S SPPPPUUOON under 1he dircction and

supervision of the following competent technical staff: —

Name of Homoeopathic preparations.

(Each item to be separately specified)

2. Competent Technical staff (Names).

3. The licence shall be in force from ...

4. The licence is subject 10 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 ..ol Signature

ooooooooooooooo

Designation ............
Conditions of Licence

1. Any change in the Technical staff named in the licence shall be forthwith reported 1o the
Licensing Authority.

2. This licence shall be deemed to extend to such additional items as the licencee may intimate to
the Licensing Authority from time 10 time, and as may be endorsed by the Licensing Authority.

3. The licencee shail inform the Licensing Authority in writing in the event of any change in the
constitution of the firm operating under the licence. Where any change in the constitution of the
firm takes place, the current licence shalt be deemed tc be valid for a maximum period of three
menths from the date on which the change takes place unless, in the meantime, a fresh licence
has been taken from the Licensing Authority in the name of the firm with the changed
constitution.

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
1540 (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.

5. The licence is issued only after fulfillment of the requirements of Good Manufacturing
Practices {GMP) of Homoeopathic medicines as laid down in Schedule M1 of the Drugs Rules,

1945.7.

26. FORM 26C shall be omitted.
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10. FORM 26 E4 shall be omitted.

31. FORM 26 ESshall be omitted.
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Annexure-I'V
[To be published in the Gazette of India(Extraordinary). Part [f, Section 3, Sub-section (i)

Government of India
Ministry of Ayush

NOTIFICATION
New Delhi, the June, 2023

G.S.R. — (E).- Whereas the draft of certain schedules further to amend in the Drugs and
Cosmetics Act, 1940 was published as required under Section 8 and Section 16 and Section 33-O
of the Drugs and Cosmetics Act, 1940 (23 of 1940) (hereinafier referred to as the said Act), in
the Gazette of India, Extraordinary, Part-1l Section 3, Sub-section (i), dated the 23" September,
2021 vide notification of the Government of India, in the Ministry of AYUSH number vide GSR.
668(E), dated the 23" September, 2021, for inviting objections and suggestions from all persons
likely to be affected thereby before the expiry of a period of ninety days from the date on which
the copies of the Official Gazette containing the said notification were made available to the
public;

And Whereas, the said Gazette was made available to the public on 28" September, 2021;

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

Now, Therefore, in exercise of the powers conferred by Section 8 and Section 16 and Section
33-0 of the Drugs and Cosmetics Act, 1940 (23 of 1940), the Central Government, after
consulitation with the Ayurveda, Siddha, Unani Drugs Technical Advisory Board, hereby makes
the following amendments to the Drugs and Cosmetics Act, 1940, namely:-

i. Short title, and commencement:- (1} These amendments may be called the Drugs and
CosmeticsAct {-- Amendment), 2023,
(2) They shall come into force on the date of their publication in the Official Gazette.

2. In the First Schedule to the Drugs and Cosmetics Act, 1940{23 of 1940) (hereinafter referred to
as the said Act), after heading “B.—UNANI TIBB SYSTEM" and the entries relating thereto, the
following heading and entries shall be inserted, namely,-

“C.~~HOMOEOPATHIC SYSTEM

Serial No. Name of Book
1. Hahnemann Samuel. MateriaMedicaPura. Vol I-I[. 3%ed.
London: Hahnemann Publishing Society; !830/ reprint ed.
1986.
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12.

Hehnemann Samuel  The Chronic Diseases Their Peculiar
nature and their homoeopathic cure. (Theory & Practice). 1" ed.
New York: W Radde: 1845,

Hering Constantine, The Guiding Symptoms of Our
MateriaMedica. Vol 1-X. 157 ed. Phifadelphia: American
Homoeopathic Publishing Society; LM, Stoddart& Co; 1879.
Reprinted ed. New Delhi: B. Jain Publishers; 1989.

Alien TF. The Encyclopaedia of pure MateriaMedica. Vol. 1-
K11 1%d. New York, Philadeiphia: Boericke&Tafel; 1877.
/Reprinted ed. New Delhi: B. Jain Publishers; 1986.

Allen HC. The MateriaMedica of Nosodes with proving of X-
rays. 1% ed. Philadelphia: Beericke&Tafel; 1910/ New Dethi:

Jair Publishing Co; 1977

Clarke JH. A Dictionary of Practical MateriaMedica. Vol. I-1iL.
1%ed. London: The Homoeopathic Publishing Company; 1902.

Hughes Richard. A Manual of Pharmacodynamics. 5% ed.
London: Leath and Ross; 1886. '

Hughes R, Dake JP. Cyclopaedia of Drug Pathogenesy. 1% ed.
London: Gould; 1886.

Julian OA. MateriaMedica of Nosodes with Repertory.
1¥Indian ed, New Delhi: B. Jain Publishers; 1980/ New Delhi:

R. Jain Publishers; 1981

Tulian OA. MateriaMedica of New Homoeopathic Remedies.
French ed. UK: Beaconsfield Publishers Lid; 1971/
Beaconsfield Bucks UK: Beasconsfield Publishers Ltd; 1979

Paterson  John. The Bowel Nosodes. 1% ed. Calcutia:
Hahnemann Publishing CO. Private Ltd; 1958/Calcutta:
Hahnemann Publishing Co. Private Ltd.

Ghose SC. Drugs of Hindoostan, ed. Caloutta: Hahnemann
Publishing Co. Pvt. Ltd; 1952/ 9® ed. Calcutta: Hahnemann
Publishing Co. Pvt. Ltd; 1984.
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14

17.

8.

19.

20.

32O

Anshuiz's EP. New, Old and Forgotten Remedies. 1% ed.
Philadelphia: Boericke& Tafel; 1900.

Boericke Willlam, Dewey Willis A. The Twelve Tissuc
Remedies. 1™ ed. Philadelphia: Boericked& Tafel; 1888.

Kent JT. Lectures Homoeopathic MateriaMedica. 1™ ed.
Calcutta: Roy Publishing House: 1904.

Boericke OE. Pocket Manua! of Homeopathic MateriaMedica,
Boericke& Runyon. 6% ed. New York: Boericke&Tafel:
1916/New Dethi: B. Jain Publishers; 1971.

Stephenson J. Hahnemannian Provings, A Materia Medica and
Repertory. New York: Boericke& Tafel; 1963/ New Delhi: B.
Jain Publishers; 1986

Homoeopathic  Pharmacopeia  India  (HPD-all  volumes
published by Gowt. of India

Study of Homoeopathic Medicines through Clinical
Verification all Volumes published by Central Council for
Research in Homoeopathy, New Delhi.

Homoeopathic Drug Provings- all Volumes published by
Central Council for Research in Homoeopathy, New Delhi.”

3. Inthe Second Schedule to the said Act, in item number 4A, under *Class of drug’, -

(a) n sub-item (b}, after the words ‘“the German Homoeopathic Pharmacopoeia”, the

following shall be inserted, namely,-

“or the French Homoeopathic Pharmacopoeia or the European Pharmacopeia.”

(b) in sub-item (c), after the words “the German Homoeopathic Pharmacopoeia™, the

following shall be inserted, namely.-

“or the French Homoeopathic Pharmacopoeia or the European Pharmacopeia.”

/fﬁ/
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T-13011/1/2022-DCC-Part{2}

/67065/2023 @

Government of India
Ministry of Ayush

NBCC Office Block-II1 (274 Fioor),
East Kidwai Nagar South Ex-I,
New Delhi-110023

To,
All State/UT Licensing Authorities and Drug Controllers

of AYUSH -
(As.per list attached)

Subject: Rule 170 of Drugs and Cosmetics Rules, 1945 - reg

Sir,

Please refer to the meeting of Ayurvedic, Siddha and Unani Drugs
Technical Advisory Board (ASUDTAB) held on 25th May, 2023, New
Delhi wherein it had been recommended to proceed with final
notification for omission of Rule 170 and its related provisions
mentioned in Drugs &Cosmetics Rules, 1945. Approved minutes of this
meeting are enclosed. However, the final notification for omission of

Rule 170 and its related provisions mentioned in Drugs & Cosmetics
Rules, 1945 will take some time.

2. In this regard and in excercise of powers conferred under
Section 33 P Drugs & Cosmetics Act Rules, 1940, all States/ UTs
licensing authorities are hereby directed not to initiate/ take any action
under Rule 170 of Drugs & Cosmetics Rules, 1945,

3. This issues with the approval of the Compétent Authority.

Encl. As Above

Yours faithfully,
Signed by Madan Lal Meena

Date: 20-08-2023 11:01:52
Reason; Approved

(Madan Lal Meena)
Under Secretary to the Government of India

Copy for information to:
i) Director (AYUSH) of all States/UTs.

=
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MINISTRY OF AYUSH
NOTIFICATION
New Delhi, the 2nd February, 2024

G.S.R. 98(E).—The following draft of certain rules further to amend the Drugs Rules, 1945, which the
Central Government proposes to make, in exercise of the powers conferred by section 33-N of the Drugs and
Cosmetics Act, 1940 (23 of 1940) and after consultation with Ayurveda, Siddha, Unani Drug Technical Advisory
Board, is hereby published as required by the said section, for the information of all persons likely to be affected
thereby; and notice is hereby given that the objections or suggestions of the stakeholders on the said draft rules will be
taken into consideration after the expiry of a period of thirty days from the date on which copies of the Official
Gazette in which this notification is published, are made available to the public;

Any objection or suggestion, which may be received from any person with respect to the said draft rules
within the period specified above, will be taken into consideration by the Central Government;

Objections or suggestions, if any, may be addressed to the Secretary, Ministry of Ayush, AYUSH Bhawan,
‘B’ Block, GPO Complex, INA, New Delhi — 110023 or emailed at dec-ayush@inic.in.

Objections and suggestions which may be received from any person within the period specified above will be
considered by the Central Government.

DRAFT RULES

1. Short title, and commencement: - (1) These rules may be called the Drugs (Amendment) Rules, 2024. (2} They
shall come into force on the date of their publication in the Official Gazette,

2. In the Drugs Rules, 1945 (hereinafter referred to be as the principal Rules), in part XVI1, XVIA, XVII, XVIII and

XIX, the words “Ayurvedic, Siddha and Unani Drugs” or the words “Ayurvedic (including siddha) or Unani drugs™
wherever appearing shall be substituted with the words “Ayurveda, Siddha, Sowa-Rigpa and Unani Drugs”.

3, Rule 2 (dd) shall be substituted namely-

“(dd) Homoeopathic medicines include any drug which is recorded in Homoeopathic provings or therapeutic efficacy

of which has been established through long clinical experience as recorded in authoritative literature of Homoeopathy
as mentioned in first and second schedule of the Act and which is prepared according to the techniques of the official
Homoeopathic Pharmacopoeia of India and abroad and covers combination of ingredients of such Homoeopathic
medicines but does not include a medicine which is administered by parenteral route.”

4. Rule 2 (eb) shall be substituted namely-
“(eb) “Registered Homoeopathy medical practitioner” means a person -

(1) holding a qualification granted 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, 2020 (15 of 2020); or

(ii) registered or eligible for registration in 2 medical register of a State or National register meant for the registration
of persons practicing the Homoeopathy system of medicine as under National Commission for Homoeopathy (NCH)
Act, 2020 (15 of 2020},

5. After rule 2 (ec) of the principal rules, the following rule shall be inserted, namely-
“(ed) “Registered Ayurveda or Siddha or Sowa-Rigpa or Unani medical practitioner” means a person -

(i) holding a qualification granted by an authority specified or notified in the Schedules to the Indian Medicine Central
Council Act, 1970 (48 of 1970); or National Commission for Indian System of Medicine (NCISM) Act, 2020 (14 of

2020); or

(ii) registered or eligible for registration in a medical register of a State or National register mesant for the registration
of persons practicing the Ayurveda or Siddha or Sowa-Rigpa or Unani system of medicine 25 under National
Commission for Indian System of Medicine (NCISM)Act, 2026 (14 of 2020},

6. After rule 2 (h) of the principal rules, the following rule shall be inserted, namely-

“(hh} Sowa-Rigpa drugs — Sowa-Rigpa drug includes all medicines intended for internal or external use for or in the
diagnosis, treatment, mitigation or prevention of diseass 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,
specified in the First Schedule of the Drugs an: smetic Act, 1940
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(hi) Sowa-Rigpa Proprictary medicine.- In relation 10 Sowa-Rigpa systems of medicine all formulations containing
only such ingredicnts mentioned in the formulae described in the authoriwtive books of Sowa-Rigpa systems of
medicine specified in the First Schedule, but doex not include a medicine which is administered by parenteral route
and also a formulation included in the authoritative books as specified in clause (hh).”

7. For rule 30AA of the principal rules, the following rule shall be substituted. namely.-

~30AA. Import of New Homoeopathic medicines.— (1) No New Homocopathic medicine shall be imported except
under and in accordance with the permission in writing by the Licensing Authority as defined in clause (b) of rule 21.

(2) The importer of a New Homoeopathic medicine when applying for permission under sub-rule {1} shall produce
before the Licensing Authority such documentary and other evidence as may be required by the Licensing Authority
for assessing the safety. therapeutic efficacy of the medicine including the minimum homocopathic provings carried
out with it.

Explanation.- For the purpose of this rule, *New Homoeopathic Medicine” means,—

{i) a Homocopathic medicine which is not specified in the official Homoeopathic Pharmacopoeia of India or
United States of America or of the United Kinadom or the German Homoeopathic Pharmacopoeia or the French
Homoeopathic Pharmacopoeia or the European Pharmacopeia: or

(ii) which is not recognized in authoritative Homocopathic books specified in the First Schedule of the Act. as
efficacious under the conditions recommended; or

{iii) a combination of Homoeopathic medicines containing one or more medicines which are not specified in any
of the Pharmacopoeias referred to in clause (i) or net recognized in authoritative Homaoeopathic books referred to in
clause (i1); or

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

{(3) A New Homocopathic Medicine shall continue to be considered as New Homoeopathic Medicine for a peniod of
four years from the date of its first approval.

(4) The Licensing Authority as defined in clause (b) of ruie 21 aficr 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 Homoeopathic
Medicine is inadequate, intimate the applicant in wnting., 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
from 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.

Note: For the purpose of safety, therapeutic efficacy of the medicine including the minimum homoeopathic provings
carried out with it shall be in accordance with the guidelines preseribed by Central Council for Research in
Homoeopathy from time to time.”

8. In rule 67A of the principal rules,

i. subrule (2) shall be substituted namely.-"(2) Application for the grant of a licence to sell, stock or exhibit or offer for
sale or distribute Homoeopathic medicines shall be made in Formi9-B to the Licensing Authority and shall be
accompanied by a fee of rupees two thousand.

ii. following sub-rule shall be inserted namely.-"(4) The application shall be made through portal e-AUSHADHI
{www_caushadhi.sov.in) as per the format provided in the said portal, pertaining to the sale license of Homoeopathic
Medicines.

PROVIDED that till the portal e-AUSHADHI (www.e-gushadhi gov.in) shall come to effect as notified by the Central
Government, 1ilk such time, either of online and offline process of license application shall be accepted.” .

9. For rule 67C of the principal rules, the following rule shall be substituted, namely.-

“67C. Forms of licences to sell drugs.-(1) Subject 10 the conditions of rule 67F being fulfilied, a licence 1o sell,
stock or exhibit or offer for sale or distnibute Homoeopathic medic"ines by retail or by wholesale shall be tssued in

Form 20C or 20D as the case may be. %



2 ¥e

[T 11—@T2 3(3)] ST T T ¢ 37 15

{2) The licence shall be issued within a period of two months from the date of receipt of the application or from the
date of fulfillment by the applicant of any shortcomings highlighted by the licensing authority as the case maybe.

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

PROVIDED that no license shall be reguired for exhibiting the drugs for promotional activities in any fair.

PROVIDED further that 6ili the portal e-AUSHADHI @'w,e-éushadhi,gov.in) 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.”.

10. For rule 67E of the principal rules, the following rule shall be substituted, namely:-.-
«67E Daration of licences.(1) A licence issued in Form 20C or 20D shall remain valid perpetually.

PROVIDED that the licencee shall submit a self declaration of adherence to the conditions of license and the
provisions of the Drugs and Cosmetics Act and the Rules, every five years from the date of issue of license in Form
20C or 20D or from the date of submission of fast self declaration as the case may be .

(2) The licensing authority shall issue two reminders to licensee for submission of self declaration, six months and
three months by Registered Post/ Speed post with Acknowledgement Due and email, before the date of completion 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.

PROVIDED further, that such self declaration should be made within three months of completion of five
years from the date of issue of license in Form 20C or 20D or from the date of submission of last self declaration as
the case may be, and in the event of non submission of such self declaration, license shall be deemed to have been
cancelled. Fresh application under Form 19B is to be made thereafter.”

11. The Rule 67EE of the principal rules, shall be omitted.

12. The sub-rule(6) of rule 67G of the principal rules, shall be omitted.
13. In rule 85B of the principal rules, -

i. under clanse (1) the words “or renewal” shall be omitted.

jii. clause (2) shall be substituted namely:-

“(2) The application in Form 24C 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.

PROVIDED, notwithstanding the period for renewal, existing license holders under Form 25C prior to the
date of commencement of the Drugs Rules, 2024, and having a valid Good Manufacturing Practices Certificate as per
Schedule M1, shall seek for the perpetuity of existing licence within 2 period of one year from the date of
commencement of the Drugs Rules, 2024, by depositing a onefime licence retention fee of rupees one thousand for
existing licenced drugs failing under clause (a) of this rule; and at the rate of rupees one hundred per product for
combination of ingredients of Homoeopathic medicines for existing licenced drugs falling under clause (b} of this

tule.

Provided further that either of online and offline process of licence application shall be accepted till the portal e-
AUSHADHI {(www e-aushadhi.gov.in) shall come to effect 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 further that till the portal e-AUSHADHI (www.e-aushadhi.pov.in) 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 rule single ingredient Homoeopathic medicines with all of its
potencies will be considered as cne product and separate fees potency wise is not required.”.

iii. Clause (3), (4), (5) shall be omitted.
14. After Rule 85B, the following rule shall be inserted, namely.-

“85BA. Application for loan licence to manufacture Homoeopathic Medicines.-(I1)Application for grant of loan
license to manufacture for sale or for distribution of Homocopathic medicines shall be made o the Licensing

Authority appointed by the State Government for the purpose of this Part and shall be made in Form 24 C1.

v
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{2) The application in Form 24Ct shall be accompunied-

(a} by a fec of rupees two thousand for any number of single ingredient Homocopathic medicines as defined 1n
clause (dd) of Rule 2.

(b) by a fee of rupees two hundred per product for combination of ingredients of Homocopathic medicines as
defined i clause (dd) of Rule 2,

PROVIDED further that till the portal e-AUSHADHI {www c-aushadhi sov in} shall come o effect as notified by the
Central Government, till such time, either of oniine and offline process of license application shall be accepted.”.

Explanation-for the purpose of cliuse {(a) of this rule, single ingredient Homoeopathic medicines with all of irs
potencies will be considered as one preduct and separate fees potency wise is not required.

Explanaticn—For the purposes of 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 manufacturing
facilities owned by a licencee in Form 25C.

85BB. Application for Certificate of Good Manufactering Practices for Homoeopathic medicines
manufacturing uvnit-{1} Arn application for the grant of a Certificate of Good Manufacturing Practices for
Homoeopathic medicines manufacturing unit shalt be made in Form 24C2 to the licensing authornity along with a fee
of rupees five thousand.

{2) Every application in Form 2402 shall be made for a unit having premises and other requiremnents as prescribed
under Schedule M1,

PROVIDED further that till the portal e-AUSHADHI {www c-aushadhi.gov.in) 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.”.

15. The rule 853D of the principal rule, shall be substituted. namely:-

“85D. Form of licence to manufacture Homeopathic medicines, - (1) Subject to the conditions of rule 85E being
fulfilled, a lcence to manufacture for sale of Homeopathic medicines shall be issued in Form 25-C and loan licence to
manufacture for sale of Homeopathic medicines shall be issued in Form 25-C-1. The licence shall be issued within o
period of two months from the date of receipt of the application or from the date of fulfillment by the applicant of any
shortcomings highlighted by the licensing authonty as the case maybe.

{2} A licence under this rule shall be granted by the licensing authonty after consulting such ¢xpert committee in
homoeopathic systems of medicine, which the State Government may approve in this behalf.

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

PROVIDED further that till the portal e-AUSHADH!I {(www.¢-aushadhi gov.in} shall come 1o effect as notified by the
Central Government, till such time, either of online and cffline process of license application shall be accepted.”.

16. In rule 85E of the principal rules, -
i. In the opening remarks the words “or renewal” and “or renewed” shall be omitted.

it. In clause (2} to sub-rule (1} of rule 85E of the principal rules, after the words “a graduate in Science with
Chemistry”, the words “or Botany or Zoology™ shall be inserted.

iit. ¢lause (c) shall be substituted, namely.-

“(¢) holds qualification as defined under schedules of The National Commission for Homoeopathy (NCH) Act, 2020
(15 of 2020)with 18 months of experience in the manufacture of Homoeopathic medicines:”

iv. the proviso under rule 85E (2A) shall be substituted, namely.- “Certificate of Good Manufacturing Practice: The
certificate of Good Manufacturing Practices to manufacturers of Homoeopathic Medicines, who comply with the
requirements as specified in schedule M-I, shall be issued in Form 26C-1.

v. the third proviso “PROVIDED that in case potentised preparations are made in a Pharmacy holding licence in Form
20-C, the conditions (2) and {3) shall not apply. The licensee shall ensure to the satisfaction of the Licensing Authority
that the products manufactured by it, conform to the claims made on the label.” shall be omitted.

17. For rule 85EA of the principal rule, the following rule, shall be substituted namely:-

“85EA. Inspection for grant of license and verification of compliance.-{1} Before a GMP certificate for License
under Form 25Cor Form 25C1 is granted or retained, the Heensing authority shall cause the establishment in which the
manufacture of drugs is proposed to be conducted or beisg conducted to be inspected by onc or more gualified
inspectors as mentioned under Rule 167 appointed by the thrai or State Government.

1

/
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(2) The inspector or inspectors shall examine the establishment intended to be used or being used for the manufacture
of drugs and verify the adherence to the conditions of license and the provisions of the Drugs and Cosmetics Act and
the Drugs Rules not less than once in five years or as needed as per risk based appreach.

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.

PROVIDED further 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 continued for further term of five
years.”.

18. For nile 85EB of the principal rules, the following rule shall be substituted, namely.-

“3SEB. 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 emploved or being 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 qualifications of the technical stff to be employed. He shall also
examine and verify the statements made in the application in regard to their correctness, and the capability of the
applicant to comply with the requirements of competent technical staff, manufacturing plants, testing equipments and
the Requirements of Good Manufacturing Practices and the Requirements of Plant and Equipments as laid down in

Schedule M1.

(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.”.
19. For rule 8SEC of the principal rules, the following rule shail be substituted, namely.-
“85EC.-Procedure of Licensing Authority.-

(1) If the Licensing Authority after such further enquiry, if any, as he may consider necessary, and after being
satisfied 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 issue a licence under this Part.

(2) If the Licensing Authority is not satisfied of the requirements under sub-rule(1), shall issue a memorandum of
shortcoming, and the conditions which shall be satisfied before a licence is granted and shall supply the applicant a

copy of the inspection reportt.
(3) The applicant within two months of issue of such memorandum under sub-tule {2) shall reply the same.

(4) On non-submission of requirements in sub-rule (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.¢-aushadhi.gov.in) for the purpose. :

PROVIDED further 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 of license application shall be accepted.”.

20. For rule 85ED of the principal rules, the following rule shall be substituted, namaly.-

«35ED.-Further application after rejection. —If the applicant, within a period of six months from 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.certificate under this Part.”.

21. Rule 85F shall be substituted namely.-

“§5F. Duration of licence—(1) A licence issued in Form 25Cor Form 25C1unless It is sooner suspended or cancelled
shall temain valid perpetually.

PROVIDED that the licencee shall ensure validity of Good Manufacturing Practices certificate of the
manufacturing facilities used by the licencee.

22. After rule 85F the following Rule shall be inserted namely.-

“g5FA. Duration of Certificate of Good Manufacturing Practices for Homoeopathic medicines manufacturing
units—(1) A certificate issued in Form 26C1 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 from the date of its issue. wy-
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(2) If the licencee fails 1o pay ceniificate retention fee on or before the due date as referred to in sub-rule (1), he shall
be Hable 1o pay certificate retention fee along with a Jate fee caleulated at the rate of two per cent of the certificate
retention fee for cvery month or part thercof up to six months, and in the cvent of non-payment of such fee, the
certificate shall be deemed 1o have been cancelled.”

23. The rule 85G of the principal rules, shall be omitted.
24. In rule 85H of the principal rules.-

i. under clause (b) for the words “Inspector appointed under the Act” the words ~gualified inspectors as mertioned
under Rule 167 appointed by the Central or State Government™ shaill be substituted.

ii. clause (&) shall be omirted.

iii. after clause (f) the following proviso ™ PRCVIDED further that manufacturers maintaining online records of
details mentioned under the rule and Schedule M1 shall also be accepted.” shall be inserted.

25, In rule 106A of the principal rules, in sub-rule {A). clause (). sub-clause (a), after the words ~German
Homoeopathic Pharmacopoeia”, the following shall be inserted, namely,- ~or the French Homoegopathic
Pharmacopoeia or the European Pharmacopeia.™

26. In rule 153 of the principal nules,
(1) clause (b} shall be substituted namely.-

“ (b) as defined in sub-clause (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 product, through the portal ¢-AUSHADH! (www.c-aushadhi.gov.in } as per the
format provided in the said portal, pertaining to the licence for manefactare for sale of Ayurveda, Siddha or Unani

(it} first proviso shall be substituted namely.-

“Provided, notwithstanding the period for renewal. existing license helders under Form 25D prior to the date
of commencement of the Drugs Rules, 2024 and such licence holder having a valid Good Manufactunng Practices
Certificate as per Schedule T shall for the perpetuity of existing licence within a penod 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 (z2) of section 3 of the Act; and at the rate of rupees one hundred per
product for existing licenced drugs falling under sub-clause (i} of clause (h) of section 3 of the Act.”.

27. Inrule 153 A of the principal rules,
(i) ciause {b) shall be substituted namely.~

“(b} as defined in sub-clause (i) of clause (h} of section 3 of the Act, in Form 24E 10 the licensing authonty along with
a fee of rupees two hundred per product, through the portal e-AUSHADHI (www.g-aushadhi.gov.in} as per the format
provided in the said portal, pertaining to the loan licence for manufacture for sale of Ayurveda, Siddha or Unani
drugs.”.

(11} first proviso shall be substituted namely.-

“Provided, notwithstanding the period for renewal, existing license holders under Form 25E prior to the date
of commencement of the Drugs Rules, 2024 and such licence holder having a valid Good Manufacturing Practices
Centificate as per Schedule T shall seek  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 hicence 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 rapees one
hundred per product for existing hicenced drugs falling under sub-clause (i) of clause (h) of section 3 of the Act.”

28. Inrule §156C of the principal rule, sub-nule () shall be substituted namely:-

“(1) Before a certificate in Form 26E-1 15 granted, the licensing authonity 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 gualified
inspectors mentioned under Rule 167 appointed by the Central or State Government under this Act, the inspecior or
inspectors shall examine the establishment intended to be used or being used for the manufacture of drugs.”

29. In rule 137 of the principal rules, clanse (2) shall be substituted with following, namely.-

“(2} The manufacture of Ayurveda, Siddha, Sowa-Rigpa or B,I'nani drugs shall be conducted under the direction and
supervision of competent technical s1aff consisting at least 4 one person, who is a whole time employee and who
possesses the following qualifications, namely: ~ w&:

™
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{a) A degree in Ayurveda, Siddha, Sowa-Rigpa or Unani-system of Medicine, as the case may be, conferred by a
University/ State Government or Statutory Faculties, Councils and Boards of Indian Systems of Medicine recognised
by the Central Government or a State Government for this purpose, or

(b) A graduate in Pharmacy (Ayurveda or Siddha or Sowa-Rigpa or Unani} of a University recognised by the Central
Government or a State Government with experience of at least two years in manufacturing of Ayurveda, Siddha,
Sowa-Rigpa or Unani drugs as the case maybs in a licensed manufacturing unit.

Provided that the person already registered with the State Licensing Authority as competent person for the
purposes of grant of license in Form 25D/25E prior to the coming into force of the Drugs (Amendment Rules) 2024,

shall continue to be considered as competent person for the said purposes.”.
30. In subrule (2) of Rule 161B, the words “Real time” shall be substituted with “Real time and accelerated”.

31. In rule 162 A, clause (a) shall be substituted, namely —

“ (@) The Ayurveda/Siddha/ Sowa-Rigpa/Unani qualifications as per Schedules of National Council for Indian
Systern of Medicine (NCISM) Act, 2020 (14 of 2020)/B. Pharma (Ayurveda) of a recognized University.”

32. In table under rule 168, for the words ©12%” the wards *11.40 % shall be substituted.
33. The Rule 170 of the principal rules, shatl be omitted.
34. In FORM 20C.-
i. under clause 2 the words “10 ...c.vececaarrannns ” shall be omitted.
ii. before the words “Date” the words “License No.................. ” shall be inserted.
35. In FORM 20D.-
i. under clause 2 the words “10 . ....coovircenenns  shall be omitted.
ii. before the words “Date” the words “License No.................. ” shall be inserted.
36. FORM 20E shall be omitted.
37. In the principal rules, for FORM 24C, the following FORM shall be substituted, namely:—
“FORM 24C
(Ses rule 85B)

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

1o L7 WE ooooeeeeeeeermvenss. @ eeeeesetiesssrsssssnssersrsssssssoreees e h€TEDY apply for the grant of licence to
manufacture the undermentioned Homeeopathic mother tinctures/potentised preparations on the premises situated

Names of the Homoeopathic preparations. .. ........ccoien e {each item to be separately specified).

2. Names, qualifications and experience of technical staff employed for manufacture and testing of Homoeopathic
medicines.

3. A fee of TUPEES ..ooocerececenecennns. has been credited to the Government under the head of account
.................................... and the relevant Treasury Challan/ online transaction slip is enclosed herewith.
| B VSO © o SIgNature L
{applicant)
Note—

The application shoutd be accompanied by a Plan of the premises.”.

38&. In the principal Tules after FORM 24C, the following FORM shall be inserted, namely:-

-
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“FORM 24C!
(See rule $5BA)

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

i Wer L e OfF hereby apply for the grant of loan licence
0 manufacture lhr.. undcrmentmncd Homoeopathic mother tinctures‘potentised preparations on the premises situgted
O Under the
/OB et e e st et e e n e e e
Names of the Homoeopathic preparations. ... cvv.reoceoceaeeraenenereeeee. (€ach item 1o be separately specified).

2. The names, qualifications and cxperience 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 manufacturing capacity is intended to be
utilized by me 7 us.

{b} A true copy of a letter from the manufactuning concern that they agree to lend the services of their competent
technical staff, equipment and premises for the manufacture of cach item required by me‘us and that they shall
mainiain the registers of raw materials and finished products separately in this behalf.

(c) Specimen of labels, cartons of the drugs proposed to be manufactured.

DEe o SIZNAUTE .o verireire vreneans

*Enter here the name of the proprietor, partners of Managing Director, as the case may be.
** Enter here the name of the applicant firm and the address or the principal place of business.

# Enter here the name and address of the manufactuning concern where the manufacture wili be actually carmed 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 HOMOEOPATHIC
MEDICINES MANUFACTURING UNITS.

I.I1/We. —oofi cireresenseenenenee1ETEDY apply for the gram of a Cenificate of
Good Manufac{unng Pracnceb for Homoeopathlc medmnes manufacturing on the premises situated

2. A fee of TupEEs ......cccoeveeieene, Nas been credited to the Government under the head of account
.. and the n,levam Treasury Challan/ online transaction slip is enclosed herewith,

Date... SHZnature ...vvorever v e
{applicant)
Note—The application should be accompanied by a Plan of the premises.”. /
39. In the principal rles for FORM 25C, the following FORM shall be su;;stituted, namely:-
f

I
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“FORM 25C
(See rule 85D)
LICENCE TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF HOMOEOPATHIC MEDICINES

No. of Licence and date 0 18518 . ..ovvvirisire et rsmr e et s s enons

L oo seaneeeens B8 1 are hereby licenced to manufacture the following Homoeopathic medicines on the
premises situated b e et eeesesnsionssesreensmansessseensesee. Umder the direction and supervision

of the following competent techmcalstaff —

Name of Homoeopathic preparations.

(Each item to be separately specified)

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 .......oceeeeeee

Conditions of Licence
1. Any change in the Technical staff named in the licence shall be forthwith reported to the Licensing Authority.

5 This licence shall be deemed to extend to such additional items as the licencee may intimate to the Licensing
Authority from time to time, and as may be endorsed by the Licensing Authority.

3. The Heencee shall inform the Licensing Authority in writing in the event of any change in the constitution of the
firm operating under the licence. Where any change in the constitution of the firm takes place, the current licence shall
be deemed 1o be valid for a maximum period of three months from the date on which the change takes place unless, in
the meantime, a fresh licence has been taken from the Licensing Authority in the name of the firm with the changed

constitutionn.

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.

5. The lcence is issued only after fulfiliment of the requirements of Good Manufacturing Practices {GMP) of
Homoeopathic medicines as laid down in Schedule M1 of the Drugs Rules, 1945.”

40. In the principal rules after FORM 25C, the following FORM shall be inserted, namely:-

“FORM 25-C-1
{See rule 83D)
LOAN LICENCE TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF HOMOEOPATHIC
MEDICINES
1. Number of Licence..........c.ccccieniviinnneninnns date of 1SSUL. .. ..ociiiivinriirrer e '
D eeeeressvsssrsssssssnessnees OFs wrerrereeseemsssssssnsssmssssessesseree 18 h€TEDY granted a loan licence to manufacture
for sale or distribution of Homoeopathic medicines, on the premises SHtUAtEd 8L ..o
IO esssssnssneensnnnder the direction and supervision of the following expert technical staff:

() Expert Technical staff (Names).............coomieminninnnnee
{b) Name of Homoeopathic preparations.

(Each item to be separately specified)

3. The licence shall be in force from ....vieveincncnenninroea

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 ........ocivvene Signature ........evnivenns

T

Designation ......cccceeeecene
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Conditions of Licence
1. Any change in the technical staff named in the hcenee shall be forthwith reported 1o the Licensing Authority.

2. This licence shall be deemed to extend to such additional items as the licencee may intimate to the Licensing
Authority from time 1o time, and as may be endorsed by the Licensing Authonty.

3. The liceneee shall inform the Licensing Authority in writing in the event of any change in the constitution of the
firm operating under the licence. Where any change in the constitution of the firm takes place, the carrent licence shall
be deemed to be valid for a maximum peried of three months from the date on which the change takes place unless. in
the meantime. a fresh ficence has been taken from the Licensing Authority in the name of the firm with the changed
constitution.

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 vears or as needed as per risk based approach.”.

41. FORM 26C shall be omitted.

42 In the principal rules before FORM 26-D. the following FORM shall be inserted. namely:-
“FORM 26C-1
{See rule 85E)

CERTIFICATE OF GOOD MANUFACTURING PRACTICES (GMP) TO MANUFACTURER OF
HOMOEOPATHIC MEDICINES

Certified that manufacturing unit licensee. namely ...oveernwosituated at i,
State ..o Licence NO vvvinvnvirrnnnes, comply with the requirements of Good
Manufacturing Practices of homoeopathic medicines as laid down in Schedule M1 of the
Drugs and Cosmetics Rules, 1943,

This certificate is valid for a period of five years and the Good Manufactruing Practices (GMP) 1s valid for the various
dosage forms as follows:

Date :....... Signature. ...
Place : . ... Designation. .. ...

Licensing Authority for homoeopathic medicines

43. FORM 26 E4 shall be omitted.

44. FORM 26 E3shall be omitted.
[F. No. T-11011/05:2019-DCC(AYUSH)]
KAVITA GARG, . Secy.

Note : The principal niles were published in the Gazette of India, vide, notification No. F. 28-10/45-H{1}, dated the
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