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COMMENTS ON PROPOSED DRAFT NOTIFICATON G.S.R.
197(E) Dt. 17.03.2021

PROPOSING THE DRAFT DRUGS AND COSMETICS

W TN

(AMENDMENT) RULES, 20Zi FOR ASU DRUGD
Date: 6% April, 2021

To,

The Sceictary
Ministry of Ayurveda, Yoga and Naturopathy, Unani, Siddha and
Homoeopathy (AYUSH),

AYUSH Bhawan, B - Block, GPO Complex, INA,

/
New Deini — 110023

E-mail: { HYPERLINK "mailto:dec-ayuch@nic.in” |

Dear Sir, )
Piease refer beiow mentioned suggestions / comments in content to said

Araftr nntifirntinn (1 C D 107/
ULULL LIULLLLIVUULIULL DDA\, L/ \I_J’

RULE | DESCRIPTION, as discussed in COMMENTS/
, Draft G.S.R. 197(E) Dt. 17.03.2021 SUGGESTIONS
151 for the words “Avyurvedic (including | No comments
Siddha)”, the following words shall be
substituted, namely-
- “Ayurvedic, Siddha”
' 153 Application for license to manufacture | It should be between 500 to
| Ayurvedic, Siddna or Unani drugs.- (i) | i000.

An application for the grant of a licence 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.

Rs. 5000 is very high &
unjustified as majority of

the ASU Classical
manufacturers are from
MSME sector.

'7(7"2”)%&71 application for the grant of a licence

| o manufaciure for saie of Ayurvedic,

Fee structure should be
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153A

(h) of section 3 of the Act shall be made in
l Form 24D to the licensing authority along
with a fee of rupees five thousand per

product.

section 3 and needs to be
minimize so affordable to
MSME companigs also.

Rs. 5000 per product 1S
extremely unrealistic
which can affect the
research-based innovation
in ASTT Drugs falls nnder |
clause (h) of section 3

7 1 (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 Ayurvedic,
Siddha or Unani drugs.

Provided that this rule shall not be applicable
to licence ohtained nnder Farm 25D nrior 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 tive thousand
for perpetuity of existing licence.

License retention fee of
rupees five thousand can
be reduced to between two |
to three thousand
perpetuity  of  existing
licence.

Application for loan licence to
L manufacture Ayurvedic, Siddha or Unani
" drugs- 1) An application for the grant of 2
loan licence to manufacture for sale
Ayurvedic, Siddha or Unani drugs falling
under clause (a) of section 3 of the Act shall
be made in Form 24E to the licensing
authority along with a tee of rupees five
thousand.

(2) An application for the grant of a loan
licence to manufacture for sale of

" Ayurvedic, Siddha or Unani drugs falling
under clause (h) of section 3 of the Act
shall be made in Form 24E to the licensing

| Fee structure should be

It should be between 500 to1

1000.
Re. 5000 is very high & |
unjustified as majority of

the ASU Classical
manufacturers are from
MSME sector.

common for clause (a) of
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authority along with a fee of rupees five
thousand per product.

1(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 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
25E prior to the date of commencement of
this Amendment Rules 2021 Such licence
holders having a valid Good Manufacturing
Practices Certificate of the manufacturing
facilities he intends to avail have to deposit
a license retention fee of rupees five
thousand for perpetuity of existing licence.

minimize so affordable to

SEN——

MSME companies also.
Rs. 5000 per product is
extremely unrealistic |
which can affect the
research-based innovation
in ASU Drugs falls under
clause (h) of section 3
License retention fee of |
rupees five thousand can
be reduced to between two
to three thousand
perpetuity of existing
licence.

' 153B

Application for Certificate of Good
Manufacturing Practices for Ayurvedic,
Siddha or Unani drugs manufacturing
unit- (1) An anplication for the grant of a
Certificate of Good Manufacturing
Practices for Ayurvedic,

Siddha or Unani drugs manufacturing unit
shall be made in Form 24E-1 to. the
licensing authority along with a fee of
rupees five thousand and inspection fee of
rupees one thousand.

No comments

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

No comments
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(3) The application shall be made through
portal c-AUSHADHI (www.c-
aushadhi.gov.in) as per the format provided
in the said portal, pertaining to the Good

' Manufacturing Practices for Ayurvedic,

Siddha or Unani drugs manufacturing
Form of licence to manufacture
Ayurvedic, Siddha or Unani drugs. - (1
Subject to the conditions of rule 157 heing
fulfilled, a licence to manufacture for sale
of any Ayurvedic, Siddha or Unani drugs
shall be issued in Form 25-D. The licence
shall be issued within a period of two
months from the date of receipt of the
application or from the date of fulfilment
by the applicant of any shortcomings
highlighted by the licensing authority as the

case maybe.

[
Licence issuing time can

be reduced up to 45 days

_ .
in case of all compliance, |

(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.

No comments

(3) The application shall be processed
through portal e-AUSHADHI (www.e-
anshadhi gov.in) and license in Form 25D
issued online as per the format provided in
the said portal.

No comments

154A

| Form of loan licence to manufacture for
sale of Ayurvedic, Siddha or Unani
drugs.- (1) A loan licence to manufacture
for sale of any Ayurvedic, Siddha or Unani
drugs shall be issued in Form 25E. The
licence shall be issued within a period of two

gppligq{ion grmfygrp_ the date of fulfilment of

Licence issuing time can
be reduced up to-45 days
in case of all compliance. ‘
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VICE PRESIDENT
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Dhananjay Shukia
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JT. SECRETARY

i, Reresitnal Feici
Gavatn Avupharmma Pvt. Ltd..
Ahmerishad

TREASURER
Daxeshbhai Virvadia
Dichant Ayurvedic Sunnifiers
Ahmedabad.

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 adequate equipment, staff,
| and capacity for manufacture and facilities
for testing, to undertake the manufacture on
behalf of the applicant for a loan licence.

A —
No comments

E—

(4) The application shall be processed
through portal e-AUSHADHI (www.e-

| aushadhi gov.in) and license in Form 25E

12y Gerxve

issued online as per the format provided in

the said portal.l.
JT. TREASURER 9. The rule 155, shall be omitted.
Manishbhai J. Bhardwaj .
Sushrirupa Ayurvedic 10.The rule 155A, shall be omitted.
T 11.(i). In sub clause (1) of rule 155B for the

WeOoLo0 . .

words —for a period of five yearsl the
COMMITTEE MEMBERS words —in form 26 E-1 shall be
e e substituted. (ii). The sub clause (2) shall be
Mr Darzhan Sheh Ahmedabad { om itted.
Mr. Rushabh Agninotri, Anmedabad

My Yok Macteie bomsoadh
Mr. Purshottam Mistry, Surat
Wr Dinesh Vadhadiyz, Vadodara.

. Jiges Diieis, YouLuela.

TECHNICAL COMMITTEE

No comments

| 156

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

Duration for licence
should be five years

needs to revise self-

O Gy Patel the Drugs and Cosmetics Act and the one month to three
wr Viay Hinsu Rules, every three years from the date of months.

Mr. Hitesh Chauhen . » .

. Hoomas Ptel issue of license in form 25 D or from the

date of submission of last self declaration

D aSe ——eilil

as the case may be .

instead of three years and

declaration period from
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| Further, provided that such self declaration
should be made within one month of
completion of three years from the date of
issue of hicense 1 form 25 D or from the
date of submission of last selt declaration
as the case may, and in the event of non

| submission of such self declaration, license
shall be deemed to have been cancelled.|.
13 The rule 156A shall he substituted with |

the following rule, namely, —

S (S—

156A  Duration of loan licence - (1) Aloan | Duration for licence
licence issued in Form 25E shall remain should be five years
- valid perpetually. ' instead of three years and

Provided that the licencee, submits a self needs to revise self-
declaration of adherence to the conditions | declaration period from
of license and the provisions of the Drugs | one month to three

and Cosmetics Act and the Rules, every months.

three vears from the date of issne of license
in form 25 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.l.
14. After rule 156A, the following rules
shall be inserted, namely, —

156AA | Duration of Certificate of Good No comments
Manufacturing Practices for Ayurvedic,
Siddha or Unani drugs manufacturing units
- -(1) A certificate issued in form 26E-1
shall remain valid if the licencee deposits a
certificate retention fee referred to in sub-
rule (2) before the expiry of a period of
every succeeding five years from the date
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PRESIDENT
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Ahmedshad

TREASURER
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Ahmedabad.
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of its issue, unless, it is cancelled by the
licensing authority. -
(2) The certificate retention fee referred to

' 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 along with a
late fee calculated at the rate of two per
cent of the certificate retention fee for every
month or part thereof up to six months, and
in the event of non-payment of such fee, the
certificate shall be deemed to have been
cancelled.

No comments

No comments

I

' 156AB

Inspection for grant of license and
verification of compliance — (1) Before a
certificate in Form 26E-1 is granted, 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
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 he used or being used for the

manufacture of drugs.

No comments

‘approach.

(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 once in

three years or as needed as per risk based

No comments
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| (3) Provided the drug inspectors are allotted

the inspection duty in a randomized manner
ensuring same drug inspector 1s not
assigned inspection of a particular
establishment consecutively for two terms
of not less than three years duration.

‘ Report by Inspector - (1) The Inspectbr 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 manutactured or being
manufactured and enquire into the
professional qualifications of the technical
staff to be employed. He shall also
examine and verifv 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 T.

No comments

No comments

156AD

(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 Llcensmg Authority.

No comments

Procedure of Licensmg Authority - (1) If
the Licensing Authority after such further
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

No comments
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Micence and the Rules under the Act shall be

observed, he shall issue a 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.

7 | No comments

(3) Such memorandum I)f_sﬁz)}tcomings 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 fequirgments in
sub-rule (2), the Licensing Authority shall
reject the application and shall inform the
applicant, the reasons for such rejection.

(8) Enr thic nurnnce the lirencine autharitv
(2) rorthigc purpese, 1ne g aut

3L s sxUxxey

shall intimate the applicant and process the
application through portal e- AUSHADHI
(www.e-aushadhi.gov.in).

No comments

No comments

156AE

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
infarme the | Gnenm'n Antharitu that the

o
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conditions laid down have been satisfied
and deposits an inspection fee of rupees one
thousand the Licensing 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
complied with, issue a licence or certificate
under this Part.

15, Inrule 157, (i) the words —or renewed
in Form 26-D shall be omitted.

No comments
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(i) In sub clause (1) for the words
—Ayurvedic (including Siddha) the words
- Ayurvedic, Siddhal shall be substituted.
(ii1) In sub clause (1A), the words —or | i
renewal shall be omitted.

(iv) In sub clause (1D) for the words

. —period for renewal the words -
perpetuity; for the words —renewal the
words-perpetuity: and for the words
—Drugs and Cosmetics (4th Amendment)
Rules, 2015 the words —Drugs and
Cosmetics Rules, 2021 shall be substituted.
(v) The proviso under sub clause (1D) shall
be omitted.

16. In rule 157A, the following proviso No comments
—TFor this purpose the applicant shall

| submit the record online through portal e-
i ATSHADHI (www e-aushadhi gov in) as
per the format provided in the said portal.
shall be inserted.

17. In rule 158, the sub-clause (c) shallbe | No comments
substituted, namely, —(c) For this purpese \
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.

18, In rule 158A, the sub-clanse (e) shall be | No comments
substituted, namely, —(e) The licensee
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.eaushadhi.gov.in) as per the format
nrovided in the caid portal.

19.In rule 158C, the following proviso shall
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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 shall be granted in Form 48 the
following words shall be inserted, namely,-
The licence shall he issned within a neriod
of two months from the date of receipt of
the application or from the date of
fulfillment of shortcomings if any
highlighted by the licensing authority as the
case maybe,

No comments

160K

Information to be uploaded by the licensee
on online portal. - (1) The applicant or
licensee under this part shall register with
nortal e-ATISHADHT (www e-
aushadhi.gov.in) and upload information, as
per the format provided

in the said portal, pertaining to license
application, renewal, tests carried out and
other such information as required and shall
be updated from time to time.

(2) The information uploaded by the
licensee in the portal under sub-rule (1)
shall he verified hy the concerned licensing
authority.

No comments
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