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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health)
NOTIFICATION
New Delhi, the 24th August, 2001

G.S.R. 604(E)—Whereas a draft of certain rules further to amend the
Drugs and Cosmetics Rules, 1945, were published as required by sections 12-and 33 of
the Drugs and Cosmetics Act, 1940 (23 of 1940), in the Gazette of India, Extraordinary
Part 11 , Section 3, Sub-section (1), dated the 24™ October, 2000 under the notification
of the Government of India, in the Ministry of Health and Family Welfare (Department
of Health), No. GSR 834 (E), dated the 24" October, 2000, inviting objections and
suggestions from all persons likely to be affected thereby, before the expiry of a period
of forty-five days {rom the date on which the copies of the Official Gazette containing
the said notification, were made available to the public;

And, whereas copies of the said Official Gazette were made available to the
public on the 25™ October, 2000;

And, whereas objections and suggestions received from the public on the said
drafl sules have been considercd by the Central Government,

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the
said Act, the Central Government, after consultation with Drugs Technical Advisory

Board, hereby makes the following rules further to amend the Drugs and Cosmetics
Rules, 1945, namely: -

1. (I)  These rules may be called the Drugs and Cosmetics
(87 _Amendment) Rules, 2001

2) They shall come into force on the 1™ January, 2003.



38

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

(it)

In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said rules), in
Part IV, for the heading “IMPORT”, the heading “ IMPORT AND REGISTRATION”

shall be substituted.

In rule 21 of the said rules,-

in clause (a), the words, letters, brackets and figures “specified in Schedules C and
C(I)” shall be omitted.

after clause (c), the following clauses shall be inserted, namely:-

‘(d) “manufacturer”, includes a manufacturer of drugs, who may be a Company or a
unit or a body corporate or any other establishment in a country other than India, having
its drugs manufacturing facilities duly approved by the National Regulatory Authority
of that country, and who also has a free sale approval of the drugs approved by the said

authority in the concerned country, and/or in other major countries;

(e) “Registration Certificate” means a certificate issued under rule 27A by the licensing
authority in Form 41 for registration of the premises and the drugs manufactured by the

manufacturer meant for import into and use in India’.

In rule 22 of the said rules, for the words, “power to sign licences and”, the words,

“power to sign licences and Registration Certificates and” shall be substituted;
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(2)

In rule 23 of the said rules, for the words “import of any biological or other special
product specified in Schedule C or C(I)”, the words “import of drugs” shall be
substituted.

For rule 24 of the said rules, the following rule shall be substituted, namely:-

“24. Form and manner of application for import licence - (1) An application
for an import licence shall be made to the licensing authority in Form 8 for drugs
excluding those specified in Schedule X, and in Form 8-A for drugs specified in
Schedule X, either by the manufacturer himself having a valid wholesale licence for
sale or distribution of drugs under these rules, or by the manufacturer’s agent in India
either having a valid licence under the rules to manufacture for sale of a drug or having
a valid wholesale licence for sale or distribution of drugs under these rules, and shall
be accompanied by a licence fee of one thousand rupees for a single drug and an
additional fee at the rate of one hundred rupees for each additional drug and by an

undertaking in Form 9 duly signed by or on behalf of the manufacturer:

Provided that in the case of any subsequent application made by the same
importer for import licence for drugs manufactured by the same manufacturer, the fee to

accompany each such application shall be one hundred rupees for each drug.

Any application for import licence in Form 8 or Form 8-A, as the case may be, shall be

accompanied by a copy of Registration Certificate issued in Form 41 under rule 27-A:
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Provided that in case of emergencies the licensing authority may, with the
approval of the Central Government, issue an import licence in Form 10 or 10-A, as the
case may be, without the issuance of Registration Certificate under rule 27-A, for

reasons to be recorded in writing.”

3) A fee of two hundred and fifty rupees shall be paid for a duplicate copy of the

licence issued under this rule, if the original is defaced, damaged or lost.
7. After rule 24 of the said rule, the following rules shall be inserted, namely:-

“24-A. Form and manner of application for Registration Certificate.-

(1) An applicétion for issue of a Registration Certificate shall be made to the licensing
authority in Form 40, either by the manufacturer himself, having a valid whole sale licence for
sale or distribution of drugs under these rules, or by his authorised agent in India, either having
a valid licence under the rules to manufacture for sale of a drug or having a valid whole sale
licence for sale or distribution of drugs under these rules, and shall be accompanied by the fee
specified in sub-rule (3) and the informations and undertakings specified in Schedules D-I and

D-II duly signed by or on behalf of the manufacturer.

(2) The authorisation by a manufacturer to his agent in India shall be documented by a
power of attorney executed and authenticated either in India before a First Class Magistrate, or
in the country of origin before such an equivalent authority, the certificate of which is attested
by the Indian Embassy of the said country, and the original of the same shall be furnished
alongwith the application for Registration Certificate.



[ Wt —av% 3(i) ] M T T SRR

a1

(4)

(3) () A fee of one thousand and five hundred US dollars shall be paid
alongwith the application in Form 40 as registration fee for his premises meant

for manufacturing of drugs intended for import into and use in India.

(i) A fee of one thousand US dollars shall be paid alongwith the
application in Form 40 for the registration of a single drug meant for import into
and use in India and an additional fee at the rate of one thousand US dollars for

each additional drug;:

Provided that in the case of any subsequent application for registration of

additional drugs by the same manufacturer, the fee to accompany shall be one.

thousand US dollars for each drug.

The fees shall be paid through a Challan in the Bank of Baroda, Kasturba Gandhi
Marg, New Delhi-110 001 or any other branch or branches of Bank of Baroda,
or any other bank, as notified, from time to time, by the Central Government, to
be credited under the Head of Account “0210-Medical and Public Health, 04-
Public Health, 104- Fees and Fines™:

Provided that in the case of any direct payment of fees by a manufacturer
in the country of origin, the fees shall be paid through Electronic Clearance
System (ECS) from any bank in the country of origin to the Bank of Baroda,
Kasturba Gandhi Marg, New Delhi, through the Electronic Code of the bank in
the Head of Account “0210-Medical and Public Health, 04-Public Health, 104-
Fee and Fines”, and the original receipt of the said transfer shall be treated as an

equivalent (o the bank challan, subject 1o the approval by the Bank of Baroda that

they have received the payment.”

2649 G1/2001—6
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The applicant shall be liable for the payment of a fee of five thousand US dollars for
expenditure as may be required for inspection or visit of the manufacturing premises or drugs,
by the licensing authority or by any other persons to whom powers have been delegated in this

behalf by the licensing authority under rule 22:

The applicant shall be liable for the payment of testing fees directly to a testing laboratory
approved by the Central Government in India or abroad, as may be required for examination,

tests and analysis of drug,

A fee of three hundred US dollars shall be paid for a duplicate copy of the Registration
Certificate, if the original is defaced, damaged or lost.”

No Registration Certificate shall be required under these rules in respect of an inactive bulk

substance to be used for a drug formulation, with or without pharmacopeal conformity.”

In rule 25-A of the said rules, in sub-rule (1), in the provisio in clause (b), for sub-clause (i), the

following shall be substituted, namely:-

“(i) his conviction under the Act or these rules or the Narcotic Drugs and Psychotropic

Substances Act, 1985 ( 61 of 1985) or the rules made thereunder”.
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After rule 25-A of the said rules, the following rule shall be inserted, namely:-

“25-B. Registration Certificate for import of drugs manufactured by one
manufacturer-(1) A single application may be made, and a single Registration
Certificate in Form 41 may be issued in respect of the import of more than one drug or

class of drugs, manufactured by the same manufacturer:

Provided that the drug or classes of drugs, are manufactured at one factory or more than

one factory functioning conjointly as a single manufacturing unit:

Provided further that if a single manufacturer has two or more factories situated in
different places manufacturing the same or different drugs, separate Registration

Certificates shall be required in respect of the drugs manufactured by each such

factory.”

10. After rule 27 of the said rules, the following rule shall be inserted, namely: -

“ 27-A Grant of Registration Certificate:- (1) On receipt of an application for
Registration Certificate in the Form and manner specified in rule 24-A, the licensing
authority shall, on being satisfied, that, if granted, the conditions of the Registration

Certificate will be observed, issue a Registration Certificate in Form 41:
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Provided further that if the application is complete in all respects and informations
specified in Schedules D-1 and D-II are in order, the licensing authority shall, within
nine months from the date of receipt of an application, issue such Registration
Certificate, and in exceptional circumstances and for reasons to be recorded in writing,
the Registration Certificate may be issued within such extended period, not exceeding

three months as the licensing authority, may deem fit.

(2)  Ifthe applicant does not receive the Registration Certificate within the period as
specified in provisio to sub rule (1), he may appeal to the Central Government and the
Central Government may after such enquire into the matter, as it considers necessary,

may pass such orders in relation thereto as it thinks fit.”

In rule 28 of the said rules, for the words, figures and letters, “valid up to the 31* December of
the year following the year in which it is granted”, the words “valid for a period of three years

from the date of its issue” shall be substituted.
After rule 28 of the said rules, the following rule shall be inserted, namely:-

“28-A. Duration of Registration Certificate.-A Registration Certificate, unless, it is sooner
suspended or cahcelled, shall be valid for a period of three years from the date of its issue:

Provided that if the application for a fresh Registration Certificate is made nine months
before the expiry of the existing certificate, the current Registration Certificate shall be deemed

to continue in force until orders are passed on the application”.
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13.

14.

In rule 29 of the said rules, for the proviso, the following proviso shall be

substituted, namely:-

“Provided that a person who is aggrieved by the order passed by
the licensing authority under this rule may, within thirty days of the receipt of the
order, appeal to the Central Government, and the Central Government may, after
such enquiry into the matter, as it considers necessary and after giving the said

appellant an opportunity for representing his views, pass such orders in relation
thereto as it thinks fit.”

After rule 29 of the said rules, the following rule shall be inserted, namely:-

“29-A. Suspension and cancellation of Registration Certificate.- 1f the
manufacturer fails to comply with any of the conditions of the Registration
Certificate, the licensing authority may after giving him an opportunity to
show cause why such an order should not be passed, by an order in writing
stating the reasons therefor, suspend or cancel the Registration Certificate

for such period as it thinks fit either wholly or in respect of some of the

substances to which it relates:

Provided that a person, who is aggrieved by the order passed by
the licensing authority under this rule may, within thirty days of the
receipt of the order, appeal to the Central Government, and the Central
Government may, after such enquiry into the matter as it considers
necessary and after giving the appellant an opportunity for representing his

views in the matter, pass such orders in relation thereto as it thinks fit”.
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15.

For rule 31 of the said rules, the following rule shall be substituted

namely:-

**31. Standard for certain imported drugs.-No drug shall be imported
unless it complies with the standard of strength, quality and purity, if any,
and the test prescribed in the rules shall be applicable for determining

whether any such imported drug complies with the said standards:

Provided that the drugs intended for veterinary use, the standards of
strength, quality and purity, if any, shall be those that are specified in
Schedule F(1) and the test prescribed in that Schedule shall be applicable
for determining whether any such imported drug complies with the said
standards and where no standards are specified in Schedule F(1) for any
veterinary drug, the standards for such drug shall be those specified in the

current edition, for the time being in force, of the British Pharmacopoeia

Veterinary:

Provided further that the licensing authority shall not allow the
import of any drug having less than sixty per cent. residual shelf-life

period as on the date of import:

Provided also that in exceptional cases the licencing authority may,
for reasons to be recorded in writing, may allow, the import of any drug
having lesser shelf-life period, but before the date of expiry as declared on

the container of the drug.”
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16.

-1 l-

¢ Afler rule 33 of the said rules, the following rule shall Be inserted,

namely:-

“33-A. lmport of drugs by a Government Hospital or

Autonomous Medical Institution for the treatment of patients.- Small

quantities of a new drug, as defined in rule 122-E, the import of which is

otherwise prohibited under section 10 of the Act, may be imported for

treatment of patients suffering from life threatening diseases, or diseases

causing serious permanent disability, or such disease requiring therapies

for unmet medical needs, by a Medical Officer of a Government Hospital

or an Autonomous Medical Institution providing tertiary care, duly

certified by the Medical Superintendent of the Government Hospital, or

Head of the Autonomous Medical Institution, subject to the following

conditions, namely:-

()

(b)

no new drug shall be imported for the said purpose except
under a licence in Form 11-A, and the said drug has been

approved for marketing in the country of origin,

the licencee shall use the substances or drugs imported
under the licence exclusively for the purpose of treatment
of patients suffering from life threatening diseases, or
diseases causing serious permanent disability, or such
diseases requiring therapies for unmet medical needs,

under the supervision of its own Medical Officers at the

- place, specified in the licence or at such other places, as the

licensing authority, may from time to time authorise;
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(©)

(d)

(e)

the licencee shall allow an Inspector authorised by the
licensing authority in this behalf to enter, with or without
prior notice, the premises where the substances or drugs are
stocked, and to inspect the premises and relevant records
and investigate the manner in which the substances or
drugs are being used and to take, if necessary, samples

thereof;

the licencee shall keep a record of, and shall submit the said
report half yearly to the licensing authority, the substances
or drugs imported under the licence, together with the
quantities imported and issued to the patients, the date of
importation, the name of the manufacturer, the name and
address of the patient for whom the drug is prescribed and

the name of disease;

the licencee shall comply with such other requirements, if
any, applicable to the holders of import licences for import
of new drugs for treatment of patients by Government
Hospitals, as may be specified from time to time in any rule
subsequently made under Chapter Il of the Act and of
which the licensing authority has given to him not less than

one month’s notice;
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£ the drug shall be stocked under proper storage conditions and shall be

dispensed under the supervision of a registered pharmacist;

(g) the quantity of any single drug so imported shall not exceed 100  average
dosages per patient:

Provided that the licensing authority may, in exceptional circumstances,

sanction the import of drug a larger quantity.”
17.  Inrule 34 of the said rules, for sub-rule (3), the following, shall be substituied, namely:-

‘(3) Every application in Form 12 shall be accompanied by a fee of one hundred
rupees for a single drug and an additional fee of fifty rupees for each additional

drug.

(4)  The fees shall be paid through a challan in the Bank of Baroda, Kasturba
Gandhi Marg, New Delhi-110 001 or any other branch or branches of Bank of
Baroda, or any other Bank, as Notified, from time to time, by the Central
Government, to be credited under the Head of Account “0210-Medical and
Public Health, 04-Public Health, 104-Fees and Fine”.’

2649 G1/2001—7
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18.  After rule 34 of the said rules, the following shall be inserted, namely:-

‘34-A. Application for licence to import small quantities of new drugs by a
Government Hospital or Autonomous Medical Institution for the treatment
of patients.- (1) An application for an import licence for small quantities of a
new drug, as defined in rule 122-E for the purpose of treatment of patients
suffering from life threatening diseases, or diseases causing serious permanent
disability, or such diseases requiring therapies for unmet medical needs, shall be
made in Form 12-AA, by a Medical Officer of the Government Hospital or
Autonomous Medi¢al Institution, which shall be certified by the Medical
Superintendent of the Government Hospital or Head of the Autonomous

Medical Institution, as the case may be.

(2)  The licensing authority may require such further particulars to be

supplied, as he may consider necessary.

(3)  Bvery application in Form 12-AA shall be accompanied by a fee of one

hundred rupees for a single drug and an additional fee of fifty rupees for each

additional drug.

(3) The fees shall be paid through a challan in the Bank of Baroda, Kasturba
Gandhi Marg, New Delhi-110 001 or any other branch or branches of Bank
of Baroda, or any other Bank, as Notified, from time to time, by the Central
Governmetit, to be credited under the Head of Account “0210-Medical and
Public Health, 04-Public Health, 104-Fees and Fine”.’
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19.  After rule 35 of the said rules, the following rule shall be inserted, namely:-

“35-A. Cancellation of licence for import of small quantities of
new drugs.- (1) A licence for import of small quantities of a new
drug, delined in rule 122-E, for the purpose of the treatment of
patients suffering from life threatening diseases, or diseases
causing serious permanent disability, or such diseases requiring
therapies for unmet medical needs, by a Government Hospital or
an Autonomous Medical Institutipn may be cancelled by the
licensing authority for breach of any of the conditions subject to
which the licence was issued or for contravention of any of the

provisions of the Act and rules made thereunder.

(2) A licencee whose licence has been cancelled may appeal to
the Central Goyernment within three months from the date of the
receipt of the order, and the Central Government may after such
enquiry into the matter, as it considers necessary and after giving
the appellant an opportunity for representing his views, may pass

such orders in relation thereto, as it thinks fit.”
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20. In Schedule A to the said rules,-
(a) for Form 8, the following Form shall be substituted, namely:-

‘FORM 8
(See rule 24)
Application for licence to Import drugs (excluding those specified in Schedule X) to the Drugs and

Cosmectics Rulces, 1945,

I/ we , (full address

with telephone number, fax number and e-mail address) hereby apply for a

licence to import drugs specified below manufactured by M/s

(full address with telephone no, fax

and e-mail no.)

2. Names of the drugs to be imported:

(D
(2)
3)
3 Vwe enclose
herewith an undertaking in Form 9 dated signed by the

manufacturer as required by rule 24 of the Drugs and Cosmetics Rules,
1945.
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Place:

Date:

I/'we enclose herewith a copy

of Registration Certificate concerning the drugs to be imported in India, issued under

Form 41 of the rules, vide Registration Certificate "No Dated
issued through
M/s (name and full address
valid upto

"
/we hold a valid wholesale

licence for sale or distribution of drugs or valid licence to manufacture drugs, under the

provisions of the Act and rules made thereunder. A copy of the said licence is

enclosed.
A fee of has been credited to Government under the Head of Account
“0210 - Medical and Public Health, 04- Public Health 104- Fees and Fines” under the
Drugs and Cosmetics Rules, 1945 ~ Central vide Challan No. , dated
(attached

in original ).

Signature

Name

Designation

Seal/Stamp of Manufacturer’s agent in India

' delete whichever is not applicable;’
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(a) for Form 8-A, the lollowing Form shall be substituted, namely:-

‘FORM 8-A
(Sce rule 24)

Application for licence to import drugs specified In Schedule X (o the Drugs and Cosmetlcs Rules, 1943.

I/ we , (full address

with telephone number, fax number and e-mail address) hereby apply for a

licence to import drugs specified below manufactured by M/s

(full address with telephone no, fax

and e-mail no.)

2. Names of the drugs to be imported:

(D
(2)
€)
3 Vwe enclose
herewith an undertaking in Form 9 dated signed by the

manufacturer as required by rule 24 of the Drugs and Cosmetics Rules,
1945,
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Place:

Date:

I/we enclose

herewith a copy of Registration Certificate concerning the drugs to be

imported in India issued under Form 41 of the rules, vide Registration

Certificate No Dated issued through
M/s (name and
full address valid
uplo

"

l/we hold a

valid wholesale licence for sale or distribution of drugs or licence to
manufacture drugs, under the provisions of the Act and rules made

thereunder. A copy of the said licence is enclosed.

. A fee of has been credited to Government under the

Head of Account “0210 - Medical and Public Health, 04- Public Health,
104- Fees and Fines” under the Drugs and Cosmetics Rules, 1945 —

Central vide Challan No, , dated (attached in
original).
Signature
Naine
Designation

Seal/Stamp of Manufacturer’s agent in India

delete whichever is not applicable.’
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(¢) in Form 9, in the end, for the words “Signed by or on behalf of the
manufacturer,” the words “Signature, Name, Designation, Seal/Stamp of

manufacturer or on behalf of the manufacturer” shall be substituted;

(d) for Form-10, the following Form shall be substituted, namely:-

“FORM 10
(See rules 23 and 27)
Licence to import drugs (excluding those specified in Schedule X) to the Drugs and
Cosmetic Rules, 1945

Licence Number Date

(Name

and full address of the importer)
is hereby licenced to import into India during the period for which this licence is
in  force, the drugs specified below, manufactured by M/s

(name and full address) and any

other drugs manufactured by the said manufacturer as may from time to time be

endorsed on this licence.

2. This licence shall be in force [rom

to unless it is sooner suspended or cancelled under the

;aid rules.
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3. Names of drugs Lo be imported:

Place:

Date : LICENSING AUTHORITY
Seal/Stamp

o delete whichever is not applicable,

2649 GI2001——g

Conditions of Licence
A photocopy of licence shall be displayed in a prominent place in a part of
the premises, and the original licence shall be produced, whenever
required.
Each batch of drug imported into India shall be accompanied with a
detailed batct{ test report and a batch release certificate, duly signed and
authenticated by the manufacturer with date of testing, date of release and
date of forwarding such reports. The imported batch of each drug shall be
subjected to examination and testing as the licensing authority deems fit
prior to its marketing.
The licencee shall be responsible for the business activitics of the
manufacturer in India alongwith the registration holder and his authorised
agent.
The licencee shall inform the licensing authority forthwith 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, in the
meantime, a fresh licence has been taken from the licensing authority in

the name of the firm with the changed constitution™;
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(c) lor Forin 10-A, the following Form shall be substituted, namely:-

‘FORM 1U-A
(See rules 23 and 27)
Licence to import drugs specified in Schedule X to the Drugs and Cosmetic Rules,

1945

_______

Licence Number Date

(Name

and full address of the importer)
i1s hereby licenced to import into India during the period for which this licence is
in  force, the drugs specified below, manufactured by M/s

(name and full address) and any

other drugs manufactured by the said manufacturer as may from time to time be

endorsed on this licence.

2. This licence shall be in force from
to ... unless it is sooner suspended or cancelled under the
said rules.
3. Names of drugs to be imported:
Place: _
Date : LICENSING AUTHORITY
Seal/Stamp

delete whichever is not applicable.
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1.

Conditions of Licence

A photocopy of licence shall be displayed in a prominent place in a part of the

premises, and the original licence produced, whenever required.

Each batch of drug imported into India shall be accompanied with a detailed
batch test report and a batch release certificate, duly signed and authenticated
by the manufacturer with date of testing, date of release and date of
forwarding such reports. The imported batch of each drug shall be subjected

to examination and testing as the licensing authority deems fit prior to its

marketing.

The licencee shall be responsible for the business activities of the
manufacturer in India alongwith the registration holder and his authortiscd

agent.

The licencee shall inform the licensing authority forthwith 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, in the meantime, a fresh

licence has been taken from the licensing authority in the name of the firm

with the changed constitution”;
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H aller Form 11, the following form shall be inserted namely:-

‘FORM L1- A
(Sce rule 33-A)

Licence to import drugs by a Government Hospital or Autonomous Medical

Institution for the treatment of patients

Licence No. Date

Dr. Designation
of

{Name of College/ Hospilal/ Autonomous Instilution)

is hereby licenced to import from M/s

(name and full address) the drugs specified below for the purpose of treatment of

patients for the disease (name of the disease) at

or in such other places as the licensing

authority may from time to time authorise,

2. This licence shall, unless previously suspended or revoked, be in force

for a period of one year from the date of issue specified above.

3. Names of drugs to be imported:-
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Names of drug Quantity which may be imported
Place:
Date:
LICENSING AUTHORITY
Seal/Stamp

Conditions of Licence

1. The licence shall be displayed in the Office of the Medical
Superintendent of Government Hospital /Head of Institution of

Autonomous Medical Institution.

2. The licencee shall store the drugs imported under this licence

under proper storage conditions.

3. The drugs imported under this licence shall be exclusively used for
the treatment of patients, and a record shall be maintained in this
regard, by a registered pharmacist giving the full name(s) and
address (es) of the patients, diagnosis, dosage schedule, total
quantity of drugs imported and issued, and shall be countersigned
by the Medical Superintendent of the Government Hospital or Head
of the Autonomous Medical Institution which shall be produced, on

demand by an Inspector appointed under the Act.
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(9) in Form 12, for the second paragraph, the following shall be substituted,
namely:-

‘A fee of rupees

has been credited to Government under the Head of Account “ 0210-
Medical and Public Health, 04-Public Health, 104- Fees and Fines under
the Drugs and Cosmetics Rules, 1945 - Central vide Challan
No. . Dated (attached in original).’

(h) after Form 12-A, the following Form shall be inserted, namely:-
‘FORM 12-AA
(See rule 34A)
Application for licence to import small quantities of new drugs by a
Government Iospital or Autonomous Medical Institution for the treatment

of patients.

L, (name and designation)

of (name ol the

[lospital/ Autonomous Medical lnﬂlllulion)
hereby apply for a licence to import small quantities of new drugs specified
below for the purpose of treatment of patients for the disease

(name of the disease) at

(nrame and place of the

hospital) and 1 undertake to comply with the conditions applicable to the licence
and other provisions of the Drugs and Cosmetics Act , 1940 and the rules made

thereunder, from time to time.
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1. A fee of tupees has been credited to Government under the Head

of Account “0210- Medical and Public Health, 04- Medical and Public Health, 104-

Fees and Fines” under the Drugs and Cosmetics Rules, 1945 — Central vide Challar

No. dated , (attached in original).
2. Name of new drug to be imported:-
Name of drug Quantity which may be imported
Place:
Date:
Signature
Name
Seal/Stamp
CERTIFICATE

Certified that the drugs specified above for import are urgently required for the treatment of

patients suffering from and that the said drug(s) is /are not

available in India.

SIGNATURE

Medical Superintendent of the Government Hospital/Head of
Autonomous Medical Institution’

Seal/Stamp,’
PLACE

DATE
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afler Form 39 the following Forms shall be inserted, namely: -
‘Form 40
(See rule 24-A)
Application for issue of Registration Certificate for import of drugs into India under the

Drugs and Cosmetics Rules, 1945

I/\We

(Name and full

address ) hereby apply for the grant of Registration Certificate to the manufacturer,

M/s (full address with telephone, fax

and E-mail address of the foreign manufacturer) for his premises, and manufactured

drugs meant for import into India.

1. Names of drugs for registration.
(1)
(2)
(3)
2. I/We enclose herewith the informations and undertakings specified in Schedule D (1)

and Schedule D (II) duly signed by the manufacturer for grant of Registration

Certirtificate for the premises stated below.

3. A fee of for registration of premises, the particulars of which are

given below, of the manufacturer has been credited to the Government under the Head
of Account “0210-Medical and Public Health, 04-Public Health, 104-Fees and Fines”
under the Drugs and cosmetics Rules, 1945 — Central vide Challan No.

dated , (attached in original).
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4. A fee of for registration of the drugs for import as

specified at Serial No 2 above has been credited to the Government under

the [ead of Account “0210-Medical and Public IHealth, 04-Public Health,

104-Fees and Fines” under the Drugs and cosmetics Rules, 1945 — Central

vide Challan No. , dated , (attached in onginal).

5. Particulars of premises to be registered where manufacture is
carried on:
Address (es) :

Telephone

Fax

E- mail

l/'we undertake to comply with all the terms and conditions required to obtain

Registration Certificate and to keep it valid during its validity period.

PLACE:

DATI::

Signature o
Name .
Designation

Seal/Stamp of manafacturer or his
authoused agent 1 India
(Note:- In case the applicant is an authotised agent of the manutacturer in India, the

Power of Attorney is to be enclosed)

whichever is not applicable

2649 G1/2001——9
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Form 41
(See rule 27-A)
Reqistration Certificate

Registration Certificate to be Issued for import of drugs inte India under Drugs and

Cosmetics Rules, 1945,

Registration Certificate No. Date

M/s | ( Name and full
Address  of registered office)

having factory premises

at

(full address) has been registered under rule 27-A as a

manufacturer and is hereby issued this Registration Certificate.

2, Name (s) of drugs which may be imported under this Registration
Certificate.
(1)
(2)
3)

3. This Registration Certificate shall be in force from to

unless it is sooner suspended or cancelled

under the rules.

4, This Registration Certificate is issued through the office of the

manufacturer or his authorised agent in India M/s (name and full address)

who  will be responsible for the business activitics of the manulactuier,

in India in all respects.
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5. This Registration Certificate is subject to the conditions, stated below and to such other
conditions as may be specified in the Act and the rules, from time to time.
Place:
Date:

LICENSING AUTHORITY
Seal/Stamp

Conditions of the Registration Certilicate

1. The Registration Certificate shall be displayed at a prominent place by the authorised
agent.

2. No drug shall be registered unless it has a free sale approval in the country of origin,
and/or in other major countries.

3. The manufacturer or his authorised agent in India shall comply with the conditions of
the import licence issued under the Drugs and Cosmetics Rules, 1945.

4, The manufacturer or his authorised agent in India shall inform the licensing authority
forthwith in the event of any administrative action taken due to adverse reaction, viz.
market withdrawal, regulatory restrictions, or cancellation of authorisation, and/or not
of standard quality report of any drug pertaining to this Registration Certificate
declared by the Regulatory Authority of the country of origin or by any Regulatory
Authority of any other country, where the drug is marketed/sold or distributed.

The despatch and marketing of the drug in such cases shall be stopped immediately,
and the licensing authority shall be informed immediately. Further action in respect of
such stopped marketing of drug shall be followed as per the direction of the licensing
authority. In such cases, action equivalent to that taken with reference to the
concerned drug in the country of origin or in the country of marketing shall be followed

in India also, in consultation with the licensing authority. The licensing authority
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may, however, direct any further modification to this course of action, including the

withdrawal of the drug from Indian market within 48 hours time period.

The manufacturer or his authorised agent in India shall inform the licensing authority
within 30 days in writing in the event of any change in manufacturing process, or in
packaging, or in labeling or in testing, or in documentation of any of the drug pertaining
to this Registration Certificate.

In such cases, where there shall be any major change/modification in manufacturing,
or in processing or in testing, or in documentation as the case may be, at the
discretion of the licensing authority, the manufacturer or his authorised agent in India
shall obtain necessary approval within 30 days by submitting a separate application

alongwith the registration fee, as specified in clause (i) of sub rule (3) of rule 24-A.

The manufacturer or his authorised agent in India shall inform the licensing authority
immediately in writing in the event of any change in the constitution of the firm and /or
address of the registered office/ factory premises operating under this Registration
Certificate. Where any such change in the constitution of the firm and/or address takes
place, the current Registration Certificate shall be deemed to be valid for a maximum
period of three months from the date on which the change has taken place unless, in
the meantime, a fresh Registration Certificate has been taken from the licensing
authority in the name of the firm with the changed constitution of the firm and/or
changed address of the registered office or factory premises”.
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21]. In Scheaule ‘D’ to the said rules, Sr. No.4 and its entries relating thereto shall be
omitted.

22, After Schedule ‘D’ to the said rule, the following Schedules shall be inserted, namely:-

“SCHEDULE D (1)
(See_rule 21 (d) and rule 24 A)

Information and undertaking required to be submitted by the manufacturer or his
authorised agent with the Application Form for a Registration Certificate. The format
shall be properly filled in for each application in Form 40. The detailed information,

secret in nature, may be [urnished on a Computer Floppy.

Particulars of the manufacturer and manufacturing premises

1.1 Name and address of the manulacturing premises (telephone No, Fax No.E-mail

address) to be registered.
1.2, Name(s) and address(es) of the Proprietor/Partners/Directors.

1.3, Name and address of the authorised Agent in India, responsible for the business of the

manufacturer.

1.4 Abrief profile of the manufacturer’s business activity, in domestic as well as global

market.

1.5 A copy of Plant Master File (duly notarised)

1.6 A copy of Plant Registration/approval Certificate issucd by the Ministry of

Health/National Regulatory Authority of the foreign country concerned(duly notarised)

1.7. Abricf profile of the manufacturer’s research activity.
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Particulars of the manufacturcd drugs to be registered under Registration

Certificate.~

2.1

2.2

23

2.4

2.5

Names of drugs (Bulk/Formulation/Special product) to be registered meant for

import into and use in India:

A copy of the approved list showing the bulk drugs/formulations/special
products mentioned in 2.1 above are permitted for manufacturing/marketing in

the country of origin, (duly notarised).

A copy of Good Manufacturing Practice (GMP) certificate, as per WHO- GMP
guidelines, or Certificate of Pharmaceutical Products (CPP), issued by the
National Regulatory Authority of the foreign country concerned, in relation to

the bulk drugs or formulations or special products, meant for import into India:

The domestic prices of the drugs to be registered in India, in the currency of the
country of origin;
The name(s) of the drug(s) which are original research products of the

manufacturer,

Undertaking to declare that:-

3.1

32

We shall comply with all the conditions imposed on the Registration Certificate,

read with rules 74 and 78 of the Drugs and Cosmelics rules, 1945,

We declare that we are carrying on the manufacturce of the drugs mentioned in
this Schedule, at the premises specifiecd above, and we shall fiom time to time
report any change of premises on which manufacture will be carried on and in
cases where manulacturc is carried on in more than one factory any change in

the distribution of functions between the factoties:
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33

3.4

3.5

3.0

We shail comply with the provisions of Part 1X of the Drugs and Cosmetics
Rules, 1945:

Every drug manufactured by us for import under the Registration Certificate into
India shall be as regard strenglh, quality and purity conforims with the provisions
of Chapter IlI of Drugs and Cosmetics Act, 1940 and Part IV of the Drugs and
Cosmetics Rules, 1945, and their amendments from time to time:

We shall from time to time report for any change or manufacturing process, or
in packaging, or in labeling, or in testing, or in documentation of any of the
drugs, pertaining to the Registration Certificate, to be granted to us. Where any
change in respect of any of the drugs under the Registration Certificate has taken
place, in respect of any of the above matiers, we shall inform the same to the
licensing authority, in writing within 30 days from the date of such changes. In
such cases, where there will be any major change/modification in manufacturing
or in processing or in testing, or in documentation, as the case may be, at the
discretion of the licensing authority, we shall obtain necessary approval within
30 days by submitting a separale application, alongwith the registration fee as

specified in clause (ii) of sub rule (3) of rule 24-A.

We shall from time to time report for any administrative action taken due to
adverse reaction, viz. market withdrawal regulatory restriction, or cancellation
of authorisation and/or “ not of standard quality report” of any drug pertaining to
the Registration Certificate declared by any Regulatory Authority of any country
where the drug is marketed/sold or distributed. The despatch and marketing of
the drug in such cases, shall be stopped immediately and the licensing authority
shall be informed immediately. Further action in respect of stop marketing of
drug shall be taken as per the directions of the licensing authority. In such
cases, action cquivalent to that taken with reference to the concerned drug(s) in
the country of origin or in the country of marketing will be followed in India
also, in consultation with the licensing authority. The licensing authotity may
direct any further modification to this course of action, including the withdrawal

of the drug from Indian market within 48 hours time period.



72 THE GAZETTE OF INDIA : EXTRAORDINARY [ParT 11—SEc. 3(i)]

3.7. We shall comply with such further requirements, if any, as may be specified, by

the Government of India, under the Act and the rules, made thercunder.

3.8 We shall allow the licensing authority and/or any person authorised by him in
that behalf to enter and inspect the manufacturing premises and to examine the
process/procedure and documents in respect of any drug manufactured by us for

which the application for Registration Certificate has been made:

3.9  We shall allow the licensing authority or any person authorised by him in that
" behalfto take samples of the drugs concerned for test, analysis or examination,

if considered necessary by the licensing authority.

Place:
Date;
Signature of the manufacturer

Scal/Stamp
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SCHEDULE D (11)
(Sce rule 21 (d) and rule 24 A)

Information required (o be submitted by the manufacturer or his authorised

agent with the Application Form for the registration of a bulk

drug/formulation/special product for its import into India, The format shall

be properly filled in and the detailed information, secret in nature, may be

furnished on a Computer Floppy.

1. GENERAL

1.1

1.2

1.3
1.4

1.5

1.6

1.7

2649 GL2001—10

Name of the drug/formulation/special product, a brief description and the
therapeutic class to which it belongs.

Regulatory status of the drug, Free Sale Certificate and/or Certificate of
Pharmaceutical Products (CPP) issued by the Regulatory Authority of the
country of origin. Frec sale approval issued by the Regulatory Authorities
of other major countries.

Drugs Master File (DMF) for the drug to be registered (duly notarised).
GMP Certificate in WIIO formats or Cerlificate ol Pharmaceutical
Products (CPP) issued by National Regulatory Authority of the country of
origin (duly notarised).

List of countries where marketing authorisation or import permission for
the said drug is granted with date (respective authorisation shall be
enclosed).

List of countries where marketing authorisation or import permission for
the said drug is cancelled/withdrawn with date.

List of countries where marketing authorisation or import permission for
the said drug is pending since (datc).

Domestic price of the drug in the currency followed in the country of
origin,

List of countries where the said drug is patented
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2. CHEMICAL AND PIIARMACEUTICAL INFORMATION OF DRUGS.

2.1

2.2

23

2.4
2.5

2.0

2.7

2.8

2.9
210

Chemical name

Code name or number, if any
Non-proprictory or generic name, il any
Structure

Physico-chemical properties

Dosage form and its composition,
Qualitative and Quantative composition in terms of the active substance(s)
and excipient(s)

List of active substance(s) separately from the constituent(s) of excipients.

Specifications of active and inactive ingredient(s) including pharmacopeal
references.

Source of active ingredient(s), name and address.

Tests for identification of the active ingredient(s),

Method of its assays and tests for impurity profile with reference standards
for the impurities (Protocol to be submitted alongwith reference standards
for the impurities/relative substances).

Outline method and flow chart of manufacture of the bulk drug or finished
formulation or special product.

Detailed test protocol for the drug with pharmacopeal reference or in
house specification as approved by the registration authority, in the
country of origin.

Stability data including accelerated stability and real time stability
analysis.

Documentation on pack size.

Numerical expression on EAN bar code on the labels and cartons.



[y [I—@vE 3(i)]

WA ! T @ HHHET 75

2.11

2.12

2.13

2.14

2,15

2.10

2.17

2.18

Safety documents on containers and closer.

Documentation on storage conditions.

Three samples of medicinal product/drug and outer packaging are to be
submitted with batch certificates. Additional samples as well as reference
substances with batch certificates including date of manufacture, shelf life,
storage conditions of reference substance may be required both during

registration procedure and during validity of registration decision.
Batch test reports/certificate of five consecutive production batches in
details of the medicinal product are to be submitted for every site of

manufacturing premises.

Manner of labelling as per rule 96 of the Drugs and Cosmetics Rules,
1945.

Package insert.
Details of safety handling procedure of the diug,

Details of PMS study report for marketing period not exceeding five years.
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3 BIOLOGICAL AND BIOPHARMACEUTICAL INFORMATION OF
| DRUGS.
3.1 Biological control tests applied on the starting nmteﬁal, if applicable.
32 DBiological control tests applied on the intermediate products, if applicable.
33  Biological control tests applied on the finished medical products, if
applicable.
3.4  Stability of the finished products in terms of biological potency of the
drug, if applicable.
3.5 Stenlity tests, if applicable, specification and protocol therein.
3.6 Pyrogen tests, if applicable specification and protocol therein.
3.7 Acute and sub-acute toxicity tests, if applicable specification and protocol
therein,
3.8 Bio-availability studies and bio-equivalence data, if applicable.
3.9 Dala relating to the environmental risk assessment for r-DNA products.
3.10  Other information relevant under the section.
4, PHARMACOLOGICAL AND TOXICOLOGICAL INFORMATION OF

DRUGS

Executive summary of the product is to be submitted mentioning the specific and

general pharmacological actions of the drug and pharmacokinetic studies on

absorption, metabolism, distribution and excretion. A separate note is to be given

on acute and sub-acute toxicity studies and long term toxicity studies. Specific

studies on reproductive toxicity, local toxicily and carcinogenic activity of the

drug is to be elaborated, as far as possible.
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5. CLINICAL DOCUMENTATION

A new drug as defined under rule 122-E of the Drugs and Cosmetics Rules, 1945
is required to be permitted separately by the licensing authority under rule 122-A
of the said rules prior to its registration. Such a new drug requires a brief
summary on clinical documentation, alongwith permission under 122-A of the

said rules for its Registration Certificate.

6. LABELLING AND PACKAGING INFORMATION OF DRUGS.

6.1  Lables should conform as per the specifications under the Drugs and
Cosmetics Rules, 1945,
6.2  Package insert should be in English and shall indicate the following

therapeutic indications:-

Posology and method of administration.
Contra-indications,
Special warnings and special precautions for use, if any.
Interaction with other medicaments and other forms of interation,
Pregnancy and lactation, if contra-indicated.
ElTects ol ability to drive and use machines, if contra-indicated.
Undesirable effects/side effects.
Antidote for overdosing.

6.3 Package insert should indicate the following pharmaceutical information:-
List of excipients.
Incompatibilitics.
Shelf life in the medical product as packaged for sale.

Shelf life after dilution or reconstitution according to direction.
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NB:

Shelf life after first opening the container,
Special precautions for storage.
Nature and specification of the container.

Instructions for use/handling.

SPECIFIC INFORMATION REQUIRED FOR THE SPECIAL
PRODUCTS (to be supplied, separately in annexures, as ‘A, B and ‘C))

The information submitted above is true to the best of my knowledge and belief.

Place:
Date:
Signature of the manufacturer
Scal/Stamp
1. Any change in the process of manufacture, method of testing, labeling,

packaging, designing of the sale pack, medical literature and documentation is to
be intimated to the licensing authority forthwith and permission to be obtained

from him within 30 days time period.

2. Information relating to Serial No. 4 and Serial No.5 are not applicable for
drugs figuring in Indian Pharmacopeia and also for the drugs figuring in United
States of Pharmacopea, European Pharmacopea, and British Pharmacopea
provided such diugs have alicady been approved for maketing in India [or the
applicant under rules 122 A, 1228, 122C or 122D of the Drugs and Coswmetics
Rules, 1945.
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ANNEXURE-A
(See Schedule D-11, item No.7)

INFORMATION TO BE SUBMITTED IN SCUEDULE D-I

SPECIFIC INFORMATION REQUIRED FOR THE BLOOD PRODUCTS.

A product dossier showing the:-

Details of source Plasma, its viral screening, storage and transport from
Collection Centres to Fractionation Centre.  Regulatory ‘status of
Collection Centres.

Details of Fractionation Centre, Regulatory Status, Method of

Fractionation and Control Processes.

Details of viral inactivation process for enveloped and non-enveloped
virus(es) and viral validation studies to assess the viral load of the product.
Testing of viral screening at any stage is to be high lighted with the details
of the kits used with their respective sensitivity and specificity.

Bulk filtration prior to pharmaceutical packing giving the full details of
Micro-filtration or nanofiltration followed.

Complete details of pharmaceutical processing and unitization,

Test protocol of the product showing the specifications and pharmacopeal

method followed for various testing paramelers.

Specific batch test report for at least 3 batches showing the specifications

of each testing parameter.
Pack size and labelling.
Product Insert.

Specimen Batch Release Certificate issued by the National Regulatory

Authority of the country of origin.
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Specific processings like safe handling, material control, area control,
pasteurization, stability studies, storage at quarantine stage and finished

stage and packaging should be highlighted in the product dossier.

The information submitted above is true to the best of my knowledge and belief.

Place:

Date:

Signature of the manufacturer

Seal/Stamp

NB: 1. Any change in the process of manufacture, method of testing, labelling,
packaging, designing of the sale pack, medical literature and documentation is to
be intimated to the hicensing authority forthwith and permission to be obtained

from him within 30 days time period.
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ANNEXURE-B
(See Schedule D-11, iem No.7)

INFORMATION TO BE SUBMITTED IN SCHEDULE D-II

SPECIFIC INFORMATION REQUIRED FOR TIIE DIAGNOSTIC KITS.

A product dossier showing the:-

2645 01]Lee) ~ 1)

The details of source antigen or antibody as the case may be and
characterisation of the same. Process control of coating of antigen or

antibody on the base material like Nitrocellulose paper, strips or cards or
ELISA wells etc.

Details composition of the kit and manufacturing flow chart process of the

kit showing the specific flow diagram of individual components or source

of the individual components.
Test protocol of the kit showing the specifications and method of testing.

Inhouse evaluation report of sensitivity, specificity and stability studies

carried out.by the manufacturer.

The report of evaluation in details conducted by the National Control

Authority of country of origin.

Specimen batch test report for atleast consecutive 3 batches showing

specification of each testing parameter.

The detailed test report of all the components used/pack.ed in the finished
kit.
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5, Pack size and labelling,
6. Product insert,
Specific evaluation report, if done by any laboratory in India showing the
sensitivity and specificity of the kit.
Specitic processing like safe handling, material control, area control,
process control, stability studies, storage at quarantine stage and finished
stage, packaging should be highlighted in the product dossier.
The information submitted above is true to the best of my knowledge and belief.
Place:
Date:
Signature of the manufacturer
Seal/Stamp
NB: 1. Any change in the process of manufacture, method of testing, labelling,

packaging, designing of the sale pack, medical literature and documentation is to
be intimated to the licensing authprity forthwith and permission to be obtained .

from him within 30 days time period.
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ANNEXURE-C
(Sce Schedule D-11, item No.7)
RM NT BMI E D-

SPECIFIC INFORMATION REQUIRED FOR VACCINES

A product dossier showing the:-

2049 GLU2001—172

History, source, date of receipt, storage, identity and characterization of
seed strain.

Details flow chart of manufacturing process showing all the details of
inprocess control on toxicity, potency study and stability data of the final
bulk and the final finished product including the storage temperature.

Complete details of chemical and pharmaceutical data for the product.

Composition and dosage forim ~ method of manufacture with detailed flow
chart- control of starting material- control tests on intermediate and
finished products- certificate of analysis of finished products- validation of

critical manufacturing steps.

Test protocol of the vaccines showing the specification and method of
testing including pharmacopeal specification.

Specimen batch test report for at least consecutive three batches showing
the specification of each testing parameter.

The detailed test reports of all the components used/packed in the {inished
vaccine,

Pack-size and labelling.
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8. Product insert.
9. Specimen batch release certificates issued by the National Regulatory

Authority of the country of origin,

10, Summary of pre-clini¢al and clinical data including;

(a) Prescribing information.

(b) Pharmacological and toxicological data pertaining to tests on animals
Characterisation of immuno response and safety study in human use,
in specific conditions.

Specific information on source of seed strain, its characterisation,

inactivation etc and processings like sale handling, materiat control, area

control, process control, stability studies, storage at quarantine stage and

‘inished stage, packaging should be highlighted in the product dossier.

Specimen production and quality control protocols for atleast three
consecutive lots showing the specifications for each quality control

parameter including pharmacopeal requirement shall be submitted for
study.

The information submitted above is true to the best of my knowledge and belief.

NI3:

Place:
Date:
Signature of the manufacturer

Seal/Stamp

1. Any change in the process of manufacture, method of testing, labelling,
packaging, designing of the sale pack, medical litetature and documentation is to
be intimated to the licensing authority forthwith and permission to be obtained

from him within 30 days time period.
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2. All vaccines shall be new drugs unless certified otherwise by the licensing
authority approved under rule 21 of the Drugs and Cosmetics Rule, 1945, A copy
of approval of the vaccine issued by the said licensing authority is to be enclosed,

prior to issue of Registration Certificate of the said vaccines

[F. No. X-11014/8/2000-DMS & PFA]
DEEPAK GUPTA, It. Secy.

Footnote: The Principal rules were published in the Official Gazette vide Notification No. F. 28-10/45-H(I) dated
21st December, 1945 and last amended vide GSR No. 242(E) dated 3-4-2001.
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