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FORM CT-18
(See rle 75)

APPLICATION FOR GRANT OF PERMISSION TO IMPORT NEW DRUG FOR SALE OR FOR
DISTRIBUTION

I'We, ... et (ME and address of the applicant)
OF IS e e sseenene. NETEDY apply for grant of permission to import new drug for sale.

1. Name of applicant:

2. Nature and constitution of applicant:

proprictorship,  partnership  including  limited  liability
partnership, company, society, trust, other to be specified)

3.(1) Corporate or registered office address including
telephone number, mobile number, fax number and e-mail id:

(ii) Manufacturer's  address  including  telephone
number, mobile number, fax number and e-mail id:

(1i1) Address for correspondence:

4. Details of new drug to be imported (Active pharmaceutical Ingredient or Finished Formulation) [As per
Annexure].

5. Details of the manufacturer and manufacturing site [As per Annexure].

6. Fee paid on Rs
receipt or challan or transaction ID

7. 1hereby state and undertake that:

(i) I shall comply with all the provisions of the Drugs and Cosmetics Act, 1940 and Chapter X of the New
Drugs and Clinical Trials Rules, 2019,

Place: Digital Signature
Date: {Name and designation)
Annexure:

Details of new drug:

Name of the new drug:

Dosage form:

Composition of the formulation:

Therapeutic class of the new drug:

Indications for which proposed to be used:

Manufacturer of the raw material (active
pharmaceutical ingredient):

Details of manufacturer and manufacturing site of new drug:

Mame and address of manufacturer (full Name and address of manufacturing site (full address
laddress with telephone, fax and e-mail with telephone, fax and e-mail address of the
address of the manufacturer). manufacturing siteh.

10 https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/NewDrugs_CTRules_2019.pdf
253~255 H
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FORM CT-19
(See rules 76, 77 and 78)

PERMISSION TO IMPORT NEW ACTIVE PHARMCEUTICAL INGREDIENT FOR SALE OR FOR
DISTRIBUTION

The Central Licencing Authority hereby grants permission to
(Name and full postal address of authorised agent with contact details of the organization) to import new active
pharmaceutical ingredient manufactured by an overseas manufacturer specified below for sale.

2. Details of overseas manufacturer and its manulacturing site under this licence,

Serial Name and address of overseas manufacturer | Name and address of manufacturing site (full name
number | (full name and address with telephone and e- | and address with telephone and e-mail address of
mail address of manufacturer) manufacturing site)

3. This permission is subject to the conditions prescribed in Chapter X of the New Drugs and Clinical Trials
Rules, 2019 under the Drugs and Cosmetics Act, 1940,
4. Details of active pharmaceutical ingredient to be imported.

MName of the active pharmaceutical ingredient to be obtained. Quantity.

Place: ........ooue Central Licencing Authority

Date: i Stamp

1 https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/NewDrugs_CTRules_2019.pdf
255 H
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FORM CT-20
(See rules 76, 77 and 78)

PERMISSION TO IMPORT PHARMACEUTICAL FORMULATIONS OF NEW DRUG FOR SALE OR FOR
DISTRIBUTION

The Central Licencing Authority hereby grant permission to
(Name and full postal address of authorised agent with contact details of the organisation) to import pharmaceutical
formulation manufactured by an overseas manulacturer specified below for sale.

2. Details of overseas manufacturer and its manufacturing site under this licence.

Serial | Name and address of overseas manufacturer | Name and address of manufacturing site (full name
(full name and address with telephone and e- | and address with telephone and e-mail address of

be: . S
number mail address of manufacturer). manufacturing site)

3. Details of pharmaceutical formulation:

Name of the new drug to be imported:

Dosage form:

[(Composition:

Indication:

4. This permission is subject to the conditions prescribed in Chapter X of the New Drugs and Clinical Trials
Rules, 2019 under the Drugs and Cosmetics Act, 1940,

Place: ............. Central Licencing Authority
Date: o Stamp

12 https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/NewDrugs_CTRules_2019.pdf
255~256 H
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o BER CT-21 W72 XUTPRIEA D 7~ 6 O Pl i 7 vy i 3513

FORM CT-21
(See rule 80)

APPLICATION FOR GRANT OF PERMISSION TO MANUFACTURE NEW DRUG FORMULATION FOR
SALE OR FOR DISTRIBUTION

wevns (mame and full postal address of the

... hereby apply for grant of permission to manufacture new drug

applicant) of M/s
for sale or distribution,

The details of the application are as under:

I. Name of applicant:

2. Nature and constitution of applicant:

(i.e. proprietorship, partnership including limited liability
partnership, company, society, trust, other to be specified)

3.(i) Corporate or registered office address including
telephone number, mobile number, fax number and e-mail

id:

(i1) Manufacturer's address including telephone
number, mobile number, fax number and e-mail id:

(iii)  Address for correspondence:

4. Details of new drug to be manufactured {Active pharmaceutical Ingredient or Finished Formulation or
both) [As per Annexure].

5. Details of the manufacturer and manufacturing site [ As per Annexure].

6. Fee paid on Rs__receipt  or  challan  or
transaction ID.

7. Thereby state and undertake that:

(i) I shall comply with all the provisions of the Drugs and Cosmetics Act, 1940 and Chapter X of the
New Drugs and Clinical Trials Rules, 2019,

Place: .o Digital Signature
Date: coooviininnn. (Name and designation)
Annexure:

Details of new drug:

Name of the new drug:

Dosage form:

(Composition of the formulation:

Therapeutic class of the new drug:

Indications for which proposed 1o be used:

Deetails of manufacturer and manufacturing site of new drug:

Name and address of manufacturer (full address Name and address of manufacturing site (full address with
with telephone, fax and e-mail address of the  telephone, fax and e-mail address of the manufacturing site).
manufacturer).

13 https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/NewDrugs_CTRules_2019.pdf
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o BRACT-22 WRIE UL D 7= 8 O 7 AR R 7 ] 24

FORM CT-22
(See rules 81, 82, 83 and 84)

PERMISSION TO MANUFACTURE NEW ACTIVE PHARMACEUTICAL INGREDIENT FOR SALE OR
FOR DISTRIBUTION

The Central Licencing Authority  hereby grant permission (0 ........ovovieeriirvrervieireienaeenes (Name and full address
with contact details of the manufacturer) to manufacture for sale the new active pharmaceutical ingredient manufactured
by manufacturer specified below.

2. Details of manufacturer and its manufacturing site under this permission.

Serial [Mame and address of manufacturer (full name  |Name and address of manufacturing site (full name
and address with telephone and e-mail and address with telephone and e-mail address of
number . . ! Co

address of manufacturer) manufacturing site)

3. This is subject to the conditions specified in Chapter X of the New Drugs and Clinical Trials Rules,2019 under the
Drugs and Cosmetics Act, 1940,

4. Details of the new active pharmaceutical ingredient to be manufactured--—-- .

Place: ............ Central Licencing Authority

Date: oo Stamp
o HECT-23  [R7EXILPEIE D 7= 6D D 5= 38 i A i 3 ] 15

FORM CT-23
(See rules 81, 82, 83 and 84)

PERMISSION TO MANUFACTURE PHARMACEUTICAL FORMULATION OF NEW DRUG FOR SALE OR
FOR DISTRIBUTION

The Central Licencing Authority  hereby grant permission 10 .........oooooviiiiinsnns (Name and full address
of authorised agent with contact details of the manufacturer) to manufacture for sale of pharmaceutical formulation
manufactured by an manufacturer specified below.

2. Details of manufacturer and its manufacturing site under this licence.

Serial [Name and address of manufactarer (full name  |Name and address of manufacturing site (full name
number and address with telephone and e-mail and address with telephone and e-mail address of
address of manulacturer). manulacturing site).

3. Details of pharmaceutical formulation:

MName of the new drug to be imported:

Dosage form:

(Composition:

Indication:

Shelf life with storage condition:

4. This is subject to the conditions preseribed in Chapter X of the New Drugs and Clinical Trials Rules, 2019 under
the Drugs and Cosmetics Act, | 94().
Place: ............. Central Licencing Authority

Date: i Stamp

14 https://cdsco.gov.in/opencms/export/sitess’ CDSCO_WEB/Pdf-documents/NewDrugs_CTRules_2019.pdf
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D DRIGRHTHEDEN T A & ZAHFE Y

FORM CT-24
(See rule 86)

APPLICATION FOR LICENCE TO IMPORT OF UNAPPROVED NEW DRUG FOR TREATMENT OF
PATIENTS OF LIFE THREATENING DISEASE IN A GOVERNMENT HOSPITAL OR GOVERNMENT
MEDICAL INSTITUTION

IWEL s s s

(name and full postal address of the applicant) of Mfs hereby apply for grant of
licence to import unapproved new drug but under clinical trial for treatment of patients of life threatening disease in a
government hospital or medical institution,

The details of the application are as under:

I. Name of Medical officer:

2. Nature and constitution of applicant:

(Government Hospital or Medical Institution)

3.(i) Aaddress including telephone number, mobile number,
fax number and e-mail id of the Government Hospital or
Medical Institution:

(ii) Address for correspondence:

4. Details of unapproved new drug pharmaceutical formulation to be imported [As per Annexure],

5. Details of the manufacturer and manufacturing site [As per Annexure].

6. Details of the patient and disease [As per Annexure].

[7. Fee  paid on Rs_ receipt or challan or transaction
1D.

8. A legal undertaking stating that the unapproved new drug to be imported shall be used for the treatment of the
patient for the disease mentioned below only and no part of it shall be

sold in the market is enclosed herewith.

Place: Digital Signature

Date: ... (Name and designation)

Annexure:

Details of unapproved new drug to be imported:

Name of the new drug:

Dosage form:

(Quantity:

Indications for which proposed o be used:

Details of manufacturer and manufacturing site:

Name and address of manufacturer (full Name and address of manufacturing site (full address with
address with telephone, fax and e-mail address  felephone, fax and e-mail address of the manufaciuring
f the manufacturer). site).

Dretails of patient:

Name of the patient:

Disease name:

Certificate
Certified that the unapproved new drug specified above for import is urgently required for the treatment of patients
suffering from. ..o and that the said drug is not available in India.
Place.......o... Signature
Date. e Medical Superintendent of the Government Hospital or Head of Medical Institution
[Stamp]

17 https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/NewDrugs_CTRules_2019.pdf
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FORM CT-25
(See rules 87, 88, 89 and 90y

LICENCE TO IMPORT UNAPPROVED NEW DRUG FOR TREATMENT OF PATIENTS OF LIFE
THREATENING DISEASE IN A GOVERNMENT HOSPITAL OR MEDICAL INSTITUTION

Licence Number:

The Central Licencing Authority hereby grant license to (Name and  full
postal address with contact details of the Government Hospital or Government Medical Institution) to import the
unapproved new drug  specified below for the purpose of treatment of the patient for the disease
....................................... (Name of the disease).

2. This permission is subject to the conditions preseribed in Chapter XI of the New Drugs and Clinical trials
Rules, 2019 under the Drugs and Cosmetics Act, 1944,

3, This licence shall, unless previously suspended or revoked, be in force for a period of .....
of ils issuance.

4. Details of the new drug to be imported

Name of new drug:

Quantity to be imported:

Place: ... Central Licencing Authority
[ Stamp
Annexure

Details of new drug imported:

Serial  |Date of import] Licence Name of the | Imported through Consignment Quantity
nuimber number new drug | (Port office name}. number imported.
imported.

Details of record of patient history:

Licence number| Name of the | Patient name | Diagnosis detail with| Disease name. | Dosage schedule.
new drug. date.

Details of reconciliation of new drug to be imported:

Date |Nam e of] Licence Initial Quantity Quantity Quantity — Action
the new | number. | guantity. used. remained. taken.
drug.

left over or remain unused or
got damaged or expired or
found of sub-standard guality

#Write NA where not applicable.

18 https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/NewDrugs_CTRules_2019.pdf
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FORM CT-26
(See rule 91)

APPLICATION FOR GRANT OF PERMISSION TO MANUFACTURE UNAFFROVED NEW DRUG BUT
UNDER CLINICAL TRIAL FOR TREATMENT OF PATIENTS OF LIFE THREATENING DISEASE IN A
GOVERNMENT HOSPITAL OR MEDICAL INSTITUTION

I'We, . o (name and full postal address of the
applicant) of M.l’q heﬂeb\r applv for gl ant of pennmlon to manufacture unapproved
new drug but under clinical trial for treatment of patients of life threatening disease in a government hospital or medical
institution.

The details of the application are as under:

1. Name of applicant:

2. Nature and constitution of applicant:

(proprietorship,  partnership  including  limited  liahility
partnership, company, society, trust, other to be specified)

3.0i) Corporate or registered office address including
telephone number. mobile number, fax number and

e-mail id:

(i1) Manufacturer’s address including telephone number,
mabile number, fax number and e-mail 1d:

(i1i) Address for correspondence:

4. Details of unapproved new drug to be manufactured [As per Annexure].

5. Details of the manufacturer and manufacturing site [As per Annexure].

6. Details of the Medical officer and Government Hospital and Medical Institution

7. Copy of recommendation of the ethics committee and consent from the patient in accordance with Rule 81 of
the Regulation of New Drugs and Clinical Trials Rules 2019 are hereby enclosed.

19 https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/NewDrugs_CTRules_2019.pdf
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8. Fee  paid on

Rs receipt or challan or transaction [D___

enclosed herewith.

9. A legal undertaking stating that the unapproved new drug to be manufactured shall be used for the
treatment of the patient for the disease mentioned below only and no part of it shall be sold in the market is

Annexure:

Digital Signature

(Name and designation)

Details of unapproved new drug to be manufactured:

IName of the new drug:

(Quantity:

Indications:

Details of manufacturer and manufacturing site:

Name and address of manulacturer (full address
with telephone, fax and e-mail address of the
manufacturer),

Name and address of manulacturing site (full address with
telephone, fax and e-mail address of the manufacturing site).

Details of the government hospital or government medical institution and patient:

ame of the government hospital or
overnment medical institution:

Address of the government hospital or
|government medical institution:

Name and address of the patient:

Disease name:

Certificate

Certified that the unapproved new drug but under clinical trial specified above for manufacture is urgently required for the

treatment of patients suffering from

and that the said

drug(s) isfare not available in India.

Place...

Date.....

Signature

Medical Superintendent of the Government Hospital or Head of Medical Institution

[Stamp]
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FORM CT-27
(See rules 92, 93, 94 and 95)

PERMISSION TO MANUFACTURE UNAPPROVED NEW DRUG BUT UNDER CLINICAL TRIAL FOR
TREATMENT OF PATIENTS OF LIFE THREATENING DISEASE IN A GOVERNMENT HOSPITAL OR
MEDICAL INSTITUTION

Licence Number .......................

The Central Licencing Authority  hereby grant permission 10 .........cooiiiriiiirinieiieiien (Name and full
postal address with contact details of the organization) to manufacture the unapproved new drug specified below on the
premises situated at ......_... ciciiieeeee. (full postal address with contact details of the
manufacturing site) for qupply Io «o (name of the medical officer and address of the
Government hospital or medical 1n\lllul]0n] for the treatment of th pu[ ient for the disease ... (Name
of the disease).

2. This licence is subject to the conditions prescribed in Chapter XI of the New Drugs and Clinical Trials Rules, 2019
under the Drugs and Cosmetics Act, 1944,

3. This licence shall, unless previously suspended or revoked, be in force for a period of one year from the date
specified below:—
4. Details of the new drug to be manufactured

MName:

(Quantity:

Place: ............. Central Licencing Authority and Stamp

Annexure:

Details of unapproved new drug manufactured:

Serial Date of Licence Name of the unapproved Quantity Manufactured for
number | manufacture number new drug manufactured

Details of record of patient history:

Licence number| Name of the | Patient name | Diagnosis detail with| Disease name | Dosage schedule
new drug date

Details of reconciliation of unapproved active pharmaceutical ingredient manufactured:

Date|Name of the| Licence Quantity Quantity | Quantity |Supplied Quantity — Action
unapproved|  No. manufactured | supplied | remained to taken
new drug
left over or remain
unused or got
damaged or expired

or found of sub-

standard quality

* Write NA where not applicable.

[F.No X T1014/10/2017- DRS -Part (1)]
Dr. MANDEEP K. BHANDARI, Jt. Secy.
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o  HACT-10 FRIRARBR, EWa0f ANE L AR EratiR, SO3ma, #UR,
GIMT DT 8D DI SITTIRBRIE D RIS FF v] B 5522

FORM CT-10
(See rule 52)
APPLICATION FOR GRANT OF PERMISSION

TO MANUFACTURE NEW DRUG OR INVESTIGATIONAL NEW DRUG FOR CLINICAL TRIAL OR
BIOAVAILABILITY OR BIOEQUIVALENCE STUDY OR FOR EXAMINATION, TEST AND ANALYSIS

I'we.

(name and jull posial address of the applicant) of hereby apply for grant of
permission to manufacture new drug or investigational new drug for clinical trial or bioavailability or biceguivalence
study or for examination, test and analysis.

The details of the application are as under:

1. Name of applicant:

2. Nature and constitution of applicant:

(proprietorship,  partnership  including  limited  liability
ipartnership, company, society, trust, other to be specified)

3.1} Corporate or Registered office address, telephone
number, mobile number, fax number and e-mail id:

(i1) Applicant’s address, telephone number, maobile
number, fax number and e-mail id:

(iii)  Address for correspondence:

4. Details of new drugs and investigational new drugs to be manufactured [As per Annexure].

5. Particulars of Manufacturer, Manufacturing sites [ As per Annexure].

6. Fee  paid on Rs receipt or challan or transaction 1D

7. 1hereby state and undertake that:

(i) I shall comply with all the provisions of the Drugs and Cosmetics Act, 1940 and the Chapter VIII of
New Drugs and Clinical Trials Rules, 2019,

(i1}  The new drug to be manufactured from M/S....oonn. shall be used exclusively for the
ipurpose of clinical trial and no part of it shall be diverted to the domestic market.

Place: ... Digital Signature
Date: Name and designation)
Annexure:

Details of new drug or investigational new drug:

Names of the new drug or investigational new drug:

Therapeutic class:

Dosage form:

(Composition:

Indications:

Details of manufacturer and manufacturing site:

Name and address of Active Pharmaceutical Ingredient and
fformulation manufacturer (full address with telephone, fax
and e-mail address of the manufacturer).

Name and address of manufacturing sites of Active
Pharmaceutical Ingredient and formulation (full address with
telephone, fax and e-mail add of the facturing site).

22 https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-documents/NewDrugs CTRules_2019.pdf
244~245 5
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O

B CT-11 BRIRRBR, Wi A MNE & AW R SRR, IR,
GIMT OO T2 6D DT IRERIE D R &7 28

FORM CT-11
(8ee rules 53, 54, 55, 56, 57 and 58)

PERMISSION TO MANUFACTURE NEW DRUG OR INVESTIGATIONAL NEW DRUG FOR CLINICAL
TRIAL, BIOAVAILABILITY OR BIOEQUIVALENCE STUDY OR FOR EXAMINATION, TEST AND

ANALYSIS
Licence Number
The Central Licencing Authority hereby grant permission (Name and full postal
address with contact details of the applicant) to manufacture the new drug or investigational new drug for conduct of
clinical trial or biavailability or bioequivalence study as per protocol number dated in the

below mentioned clinical trial sites or bioavailability and bioequivalence study centre [As per Anmexure] or for
examination, test and analysis.

Name of the new drug or Class of new drug or investigational|Quantity to be manulactured,
. investigational new drug to he new drug.
Serial manufactured }
Number ’ '

2. This licence is subject to the conditions specified in the Chapter VIIT of New Drugs and Clinical Trials Rules,2019
under the Dirugs and Cosmetics Act, 1940,

3. This licence shall, unless previously suspended or revoked, be in force for a peried of three vears from the date of its
issuance.

4. Details of manufacturer and manufacturing site under this licence.

Name and address of manufacturer (full address]  Name and address ol manufacturing site (full
Serial with telephone, fax and e-mail address of the | address with telephone, fax and e-mail address of
i manufacturer). the manufacturing site).
Number
Place: ............. Central Licencing Authority
Date: .. Stamp
Annexure:

Details of clinical trial site:

Mames and address of clinical trial site

Ethics committee details:

Name of investigator:

23 https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-documents/NewDrugs CTRules_2019.pdf

245~246 H
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o  HRACT-12 BBk, b, BRARRER, EW=2a0A R & AW 2a R S akER a1 R
RRMEUHE O B BUGE R AT H 2

FORM CT-12
(See rule 59)

APPLICATION FOR GRANT OF PERMISSION TO MANUFACTURE FORMULATION OF UNAPPROVED
ACTIVE PHARMACEUTICAL INGREDIENT FOR TEST OR ANALYSIS OR CLINICAL TRIAL OR
BIOAVAILABILITY OR BIOEQUIVALENCE STUDY

I'we, (name and full postal address of the applicani)
of hereby apply for grant of permission to manufacture formulations of
unapproved active pharmaceutical ingredient for test or analysis or clinical trial or bioavailability or bioequivalence study.

The details of the application are as under:

1. Name of formulation manufacturer:

2. Nature and constitution of applicant:

(proprictorship,  partnership  including  limited  liability
ipartnership, company, society, trust, other to be specified)

3.(i) Corporate or registered office address telephone number,
mobile number, fax number and e-mail id:

(i) Formulation manufacturer’s address including
telephone number, mobile number, fax number and e-mail id:

(i) Address for correspondence:

. Details of unapproved Active pharmaceutical ingredient and its formulation [As per Annexure].

5. Details of Manufacturer, Manufacturing sites of formulation [As per Annexure].

b.Fee  paid on Rs__ receipt or challan or transaction
1D.

7. Thercby state and undertake that: (i) I shall comply with all the provisions of the Drugs and Cosmetics
Act, 1940 and Chapter VIII of the New Drugs and Clinical Trials Rules, 2019.

(i1} The formulation of the unapproved active pharmaceutical ingredient to be manufactured shall be used
for the mentioned purpose only and no part of it shall be sold in the market.

Place: Drigital Signature
Date: (Name and designation)
Annexure:

Details of Active pharmaceutical ingredient and its formulation:

Name of the unapproved active Quantity Name of the formulation/test Quantity

pharmaceutical ingredient (API) Batches to be developed for test/analysis

or clinical trial

Name of the formulation to be manufactured

(Quantity

(Composition

Indication

Details of manufacturer and manufacturing site of formulation:

Name and address of manufacturer of ~ |[Name and address of manufacturing site of formulation
formulation (full address with telephone, fax| (full address with telephone, fax and e-mail address of
and ¢-mail address of the manufacturer) the manufacturing site)

Serial

number

Details of manufacturer and manufacturing site of Active pharmaceutical ingredient:

Name and address of manufacturer of Active  Name and address of manufacturing site of Active
pharmaceutical ingredient (full address with|pharmaceutical ingredient (full address with telephone
telephone, fax and e-mail address of the fax and e-mail address of the manufacturing site)

manufacturer)

Serial
number

24 https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-documents/NewDrugs CTRules_2019.pdf
246~247 H
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o  HACT-13 Gk, b, ERARRER, EW=2a0A Ik & AW 2r (R S ek e o 5
FBEZE D 72 3D D ARAGRIHE 0 BUEFF T H 552

FORM CT-13
(See rule 59 and 60)

APPLICATION FOR GRANT OF PERMISSION TO MANUFACTURE UNAPPROVED ACTIVE
PHARMACEUTICAL INGREDIENT FOR DEVELOPMENT OF FORMULATION FOR TEST OR ANALYSIS
OR CLINICAL TRIAL OR BIOAVAILABILITY OR BIOEQUIVALENCE STUDY

e, .. s e HAME and full pastal address of the applicant)
of ... .. hereby apply for grant of permission to manufacture unapproved active
pharmaceutical ingredient for development of formulation for test or analysis or clinical trial or bioavailability or
bicequivalence study.

The details of the application are as under:

1. Name of manufacture:

2. Nature and constitution of applicant:

proprietorship,  partnership  including  limited  liability
[partnership, company. society, trust, other to be specified)

13.(1) Corporate or registered office address telephone number,
mobile number, fax number and e-mail id:

(i) Formulation manufacturer’s  address  including
telephone number, mobile number, fax number and e-mail id:

(iii) Address for correspondence:

K. Details of unapproved active pharmaceutical ingredient to be manufactured [As per Annexure].

3. Details of formulation to be manufactured [As per Annexure],

6. Fee paid on Rs. receipt or challan or transaction 1D

(i) I hereby state and undertake that: (i) I shall comply with all the provisions of the Drugs and Cosmetics Act, 1940
tand Chapter VIII of the New Drugs and Clinical Trials Rules, 2019.

(i) The unapproved active pharmaceutical ingredient to be manufactured shall be supplied to M/s
only and no part of it shall be sold in the market,

Place: Digital Signature

Date: {Name and designation)

%5 https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-documents/NewDrugs CTRules_2019.pdf
248~249 H
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Annexure:

Details of Active pharmaceutical ingredient and its formulation:

Name of the Quantity Name of the formulation or test Quantity
unapproved active batches to be developed for
pharmaceutical ingredient (AP test/analysis or clinical trial
tor b obtained

Details of manufacturer and manufacturing site of formulation:

Name and address of manufacturer of  [Name and address of manufacturing site of formulatior
.. (formulation (full address with telephone, fax|{full address with telephone, fax and e-mail address of
Serial . i : Lo
number and e-mail address of the manufacturer) the manufacturing site)

Details of manufacturer and manufacturing site of Active pharmaceutical ingredient:

Name and address of manufacturer of Active  Name and address of manufacturing site of Active
pharmaceutical ingredient (full address with|pharmaceutical ingredient (full address with telephone,
telephone, fax and e-mail address of the fix and e-mail address of the manufacturing site)

manufacturer)

Serial
number
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o  HACT-14 R, b, BRRRUER, EW=2a0A I & AW 2r R S RkER a1 R
TRERJFEE D B BOE R n] H 552

FORM CT-14
(See rules 60, 61, 62, 63and6d)

PERMISSION TO MANUFACTURE FORMULATION OF UNAPPROVED ACTIVE PHARMACEUTICAL
INGREDIENT FOR TEST OR ANALYSIS OR CLINICAL TRIAL OR BIOAVAILABILITY OR
BIOEQUIVALENCE STUDY

Licence Number:

The Central Licencing Authority hereby grant permission to
(Name and full postal address with contact details of the formulation manufacturer) to manufacture the formulation of the
unapproved active pharmaceutical ingredient specified below for test or analysis or for conduct of clinical trials
bicavailability or bicequivalence study,

Name of the formulation or test batches to be developed for Quantity

test or analysis or clinical trial

2. Details of manufacturer, manufacturing site of formulation [As per Annexure].

Name and address of manufacturer (full  |Name and address of manufacturing site (full address
address with telephone, fax and e-mail with telephone, fax and e-mail address of the

Serial address of the manufacturer) manufacturing site)

number

3. This licence is subject o the conditions prescribed under Chapter VII of the New Drugs and Clinical Trials
Rules,2019 under the Drugs and Cosmetics Act, 1940,

4. Details of manufacturer and manufacturing site of active pharmaceutical ingredient to be supplied.
Name and address of manufacturer (full | Name and address of manufacturing site (full address
. address with telephone, fax and e-mail with telephone, fax and e-mail address of the
Serial § .
address of the manufacturer) manufacturing site)
number
3. This licence shall, unless previously suspended or revoked, be in force fora period of ..o from the date
of its issuance.
Place:............ Central Licencing Authority
Date: i Stamp

%6 https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-documents/NewDrugs CTRules_2019.pdf
249~250 &
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o  HRACT-15 BBk, b, BRRRER, EW=2a0A Ik & AW 2r R S ek e o 5
FBEFE D 7 3D D ARAGR I HE D FUEFF Ay

FORM CT-15
(See rules 60, 61, 62, 63 and 64)

PERMISSION TO MANUFACTURE UNAPPROVED ACTIVE PHARMACEUTICAL INGREDIENT FOR
THE DEVELOPEMNT OF FORMULATION FOR TEST OR ANALYSIS OR CLINICAL TRIAL OR
BIOAVAILABILITY OR BIOEQUIVALENCE STUDY

Licence Number:

The Central Licencing Authority hereby grant permission to
(Name and full address of the active ingredient manufacturer) to manufacture the unapproved active pharmaceutical
ingredient specified below to manufacture its formulation for test or analysis or for conduct of clinical trials or
bioavailability or bioequivalence study.

Name of the unapproved active pharmaceutical ingredient (API) to be manufactured Quantity

2. Details of Manufacturer, Manufacturing site of active pharmaceutical ingredient.

Name and address ol manufacturer (full Name and address of manufacturing site (full
. address with telephone, fax and e- mail address with telephone, fax and e-mail address of
Serial N ) A
pumber address of the manufacturer) the manufacturing site)

3. Details of Manufacturer, Manufacturing site of formulation manufacturer to be supplied.

Name and address of formulator (full address |Name and address of site where the manufactured

with telephone, fax and e-mail address of the unapproved active pharmaceutical ingredient to b
manufacturer) used (full address with telephone, fax and e-mail

number address of the manufacturing site)

Serial.

4. This permission is subject to the conditions specified in Chapter VIII of the New Drugs and Clinical Trials
Rules, 2019 under the Drugs and Cosmetics Act, 1940,

5. This permission shall, unless previously suspended or revoked, be in force for a period of ....................... from the
date of its issuance.

Place:............. Central Licencing Authority
Date: e Stamp
Annexure
Details of record of unapproved active pharr ical ingredient manufactured:

Serial Date of Licence number Name of the Quantity Manufactured for

number | manufacture unapproved active manufactured

pharmaceutical
ingredient

Details of reconciliation of unapproved active pharmaceutical ingredient manufactured:

Date | Name of the | Licence Quantity | Quantity | Quantity | Supplied| Quantity — left | Action
unapproved | number | manufactured | supplied | remained o over or remain | taken

active unused or got
pharmaceutical damaged or
ingredient expired or

found of sub-
standard quality’

* Write NA where not applicable.

27 https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-documents/NewDrugs CTRules_2019.pdf
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O

AU CT-16  FRIRABR, WA Mk & AW R SRR, U3,
ST DT DFEESUTIRRIE DA T A T o A 55

FORM CT-16
(See rule 67)

APPLICATION FOR GRANT OF LICENCE TO IMPORT NEW DRUG OR INVESTIGATIONAL NEW DRUG

FOR CLINICAL TRIAL OR BIOAVAILABILITY OR BIOEQUIVALENCE STUDY OR FOR
EXAMINATION, TEST AND ANALYSIS

I'We

drug for clinical trial bioavailability or bicequivalence study or for examination, test and analysis.

The details of the application are as under:

. (name and address of the applicant)
of Mfs hereby apply for grant of licence to import new drug or investigational new

1. Name of applicant:

2. Nature and constitution of applicant:

proprietorship,  partnership  including  limited  liability
partnership, company, society, trust, other to be specified)

3.(1) Corporate or registered office  address  including
telephone number, mobile number, fax number and e-mail id:

(i1) Applicant’s  address including telephone number,
mobile number, fax number and e- mail id:

(iii) Address for correspondence:

t. Details of new drugs to be imported [As per Annexure].

5. Particulars of overseas Manufacturer, Manufacturing sites [As per Annexure].

b. Fee paid on Rs receipt
or challan or transaction 1D,

7. T hereby state and undertake that:

(i) 1shall comply with all the provisions of the Drugs and Cosmetics Act, 1940 and Chapter IX of the New Drugs
jand Clinical Trials Rules, 2019,

(i)  The new drug to be imported from M/s,
trial and no part of it shall be diverted to the domes

. shall be used exclusively for the purpose of clinical

Place: Digital Signature
Date: {Name and designation)
Annexure:

Details of new drug or investigational new drug:

Names of the new drug or investigational new drug:

Therapeutic class:

Dosage form:

(Composition:

Indications:

Details of manufacturer and manufacturing site:

Name and address of manufacturer (full address with
telephone.  fax and e-mail address of the
manufacturer)

Name and address of manufacturing site (full address
with telephone, fax and e-mail address of the
manufacturing site}

28 https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-documents/NewDrugs CTRules_2019.pdf

251~252 &
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B CT-17  BRIRABR, W= i0A ML & AW R SRR, IR,
ST DT D DFEEUTIRRIE DA T A & o 22

FORM CT-17
(See rules 68, 69, 70, 71 and 72)

LICENCE TO IMPORT NEW DRUG OR INVESTIGATIONAL NEW DRUG FOR THE PURPOSE OF
CLINICAL TRIAL OR BIOAVAILABILITY OR BIOEQUIVALENCE STUDY OR FOR EXAMINATION,
TEST AND ANALYSIS

Licence Number:

The Central Licencing Authority hereby grants licence 1o (Name and full address with contact
details of the applicant) o import new drug or investigational new drug for conduct of ¢linical trial or bioavailability or
biceguivalence study as per protocol number dated

or for examination, test and analysis in the below mentioned clinical trial sites or bioavailability or
bioequivalence study centre. [As per Annexure].

Name of the new drug or | Therapeutic class of new drug or
investigational new drug to be investigational new drug

Serial imported

number

Quantity to be imported

2. This licence is subject to the conditions prescribed in Chapter IX of the New Drugs and Clinical Trials Rules, 2019,
3.

This licence shall, unless previously suspended or revoked, be in force for a period of three years from the date of its
issuance.

4. Details of overseas manufacturer and manufacturing site under this licence.

MName and address of manufacturer (full address Name and address of manufacturing site (full
Serial with telephone, fax and e-mail address of the | address with telephone, fax and e-mail address of
nurmber manufacturer) the manufacturing site)

5. The licencee shall maintain the record of imported new drug or investigational new drugs [As per Annexure].

Place: ............. Central Licencing Authority
Date: .o Stamp
Annexure:

Details of clinical tial site or bioavailability or bicequivalence study centre:

Names and address:

Ethics committee details:

Name of investigator:

2 https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-documents/NewDrugs CTRules_2019.pdf

253 H
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o #HA8 EFKMEATA LU AW (HEEXZR) 2

’[FORM 8
(See rule 24)

Application for licence to import drugs (excluding those specified in Schedule X) to the
Drugs and Cosmetics Rules, 1945

I'We* ... TR e s (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 .oveivcicciniiiniennnnns (fUll address with telephone no, fax  and
e- mail no.).

2. Names of the drugs to be imported:

(1
2
3)

30 IWer e enclose herewith an undertaking in Form 9
dated ............ signed by the manufacturer as required by rule 24 of the Drugs and Cosmetics
Rules, 1945,

A TWer v 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 ...oiinn issued through M/s.

SO HWE™ hold a wvalid 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.

6. 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 ..o (attached in
original)
Signature ...
Name...oooooviieiiiiiene
Desisnation ....uvveeenn.

Seal/Stamp of Manufacturer's agent in India.

*Delete whichever is not applicable.]

I. Forms 3 to 7 omitted by Motfn, Mo, F, 1-16/57-D, di. 15-6-1957.
2. Subs. by G.5.R. 604(E), di. 24.8.2001.

32 https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-
documents/acts_rules/2016DrugsandCosmeticsAct1940Rules1945.pdf 201 H
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o  HRHABA fTREF XIHESNI-ERELBA T A & X HFESE

'IFORM 8A
(See rule 24)

Application for licence to import drugs specified in Schedule X to the Drugs and Cosmetics
Rules, 1945

IWe* e (Tull address with telephone number, fax number and e-mail

address) hereby apply for a licence to import drugs specified below manufactured by
L (full address with telephone no, fax and e-mail no.).

2. Name of the drugs to be imported:

(1)
(2)
(3)

30 TWer e enclose herewith an undertaking in Form 9
dated...............signed by the manufacturer as required by rule 24 of he Drugs and
Cosmetics Rules, 1945,

4o TIWE™ e 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 Mis,

................................................ (name and full address)

50 IWe* e hold a valid wholesale licence for sale or distribution of drug or
licence to manufacture drugs, under the provisions of the Act and rules made thereunder.
A copy of the said licence is enclosed.

6. Afee of i, 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 ..o dated ..o
{attached in original).
SIZNANIE v
NAME o
Designation .......eevieenne,
Seal/Stamp of Manufacturer's agent in India.]
Place: ...
Date: ...

*Delete whichever is not applicable.

1. Subs. by G.S.R. 60HE]). dt.24 82001,
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WA T A & AFEEICIRMNT A EHEERX

FORM 9
(See rule 24)

Form of undertaking to accompany an application for an import licence

WHETEAS .ovveiererienrssreniens O e Intends to apply for a licence under the

Drugs and Cosmetics Rules, 1945, for the import into India, of the drugs spccnf’cd below
manufactured by us, we.............. of hereby give
this undertaking that for the duration of the said licence—

(1) the said applicant shall be our agent for the import of drugs into India;

(2) we shall comply with the conditions imposed on a licence by '[rules 74 and 78] of
the Drugs and Cosmetics Rules, 1945;

(3)we declare that we are carrying on the manufacture of the drugs mentioned in
this undertaking at the premises specified below, and we shall from time to time report any
change of premises on which manufacture will be carried on and in cases where
manufacture is carried on in more than one factory any change in the distribution of
functions between the factories;

(4) we shall comply with the provisions of Part 1X of the Drugs and Cosmetics Rules,
1945;

(5) every drug manufactured by us for import under licence into India shall as
regards strength, quality and purity conform with the provisions of Chapter 111 of the Drugs
and Cosmetics Act, 1940, and the Drugs and Cosmetics Rules, 1945;

(6) we shall comply with such further requirements, if any, as may be specified by
Rules, by the Central Government under the Act and of which the licensing authority has
given to the licensee not less than four months® notice.

Names of drugs and classes of drugs

Particulars of premises where manufacture is carried on.

Daie....coeviiuninee *[Signature, Name, Designation Seal/Stamp

of manufacturer or on behalf of the manufacturer.]

I. Subs. by. G.5.R. 462(E), dt. 22.6.1982.
2. Subs. by G.S5.R. 604(E), dr. 24.8.2001
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o  #A10 EHELEAT AR ((FEHEXEZRS) *

'[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............ceee.
OO (Name and full address of the
importer) is hereby licensed to import into India during the period for which the 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 ... RO (1 [ unless It is sooner
suspended or cancelled under the said rules,

3. Names of drugs to be imported.
Place ;...
Date: ......... Licensing Authority

Seal/Stamp

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.

2. 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 the 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.

3. The licensee shall be responsible for the business activities of the manufacturer in
India along with the registration holder and his authorised agent.

4. The licensee 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 wvalid 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. ]

1. Subs. by GSR.60H4E) di 24 82001
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'[FORM 10A

(See rules 23 and 27)

Licence to import drugs specified in Schedule X to the Drugs and Cosmetics Rules, 1945

Licence Number ...

vo{Name and full address of

the importer) is hereby licensed to import into India during the period for which the 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... ... unless it is
sooner suspended or cancelled under the said rules.
3 Names of drugs to be imported.
Placer ...
Date: oo
Licensing Authority
Seal/Stamp.

*Delete whichever is not applicable.

Conditions of Licence

I. 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.

2. 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 the 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,

3. The licensee shall be responsible for the business activities of the manufacturer in
India along with the registration holder and his authorised agent.

4. The licensee 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.]

1. Subs. by G.S.R. 604(E). dt. 24.8.2001.

% https://cdsco.gov.in/opencms/export/sites’ CDSCO_WEB/Pdf-
documents/acts_rules/2016DrugsandCosmeticsAct1940Rules1945.pdf 205 H

59


https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/acts_rules/2016DrugsandCosmeticsAct1940Rules1945.pdf
https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/acts_rules/2016DrugsandCosmeticsAct1940Rules1945.pdf

o A1l A - B oA L LIZERGOWMA T A v A 1A BT
e T BB ERERIC & 2 BE R HEIRLOWMA T A & o 2%

FORM 11
(See rule 33)

Licence to import drugs for the purposes of examination, test or analysis

| U (5] SO is hereby licensed to import from ... ievnecens the
drugs specified below for the purposes of examination, test or analysis at
............................... or in such other places as the licensing authority may from time to time
authorise.

2. This licence is subject to the conditions prescribed in the Rules under the Drugs and
Cosmetics Act, 1940,

3. This licence shall, unless previously suspended or revoked, be in force for a period of
one year from the date specified below:—

| Name of drugs | Quantities which may be imported |
|
Daie....c..cooviiiiiiiian. Licensing Authority
Seal/Stamp
'IFORM 11A

(See rule 33A)
Licence to import drugs by a Government Hospital or Autonomouns Medical Institution for
the treatment of patients

Date.....oooovviannnns
... Designation
..of

(Name of College/Hospital/ Autonomous [nstitution)

Licence No ................

is hereby licenced to import from M/s ..(mame and full address) the drugs
specified below for the purpose of treatment of patients for the disease (name of the disease)
.................... Al oo OF 0 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 vear from the date of issue specified above.

3. Names of drugs to be imported:

[ Name of drugs | Quantities which may be imported |
L |

Place

Date :...........

Licensing Authority
Seal / Stamp
Conditions of Licence

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

2. The licensee 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.)

1. Subs. by G.5 R 604(E), dr. 2482001,
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o K12 WA, WBSUINTOARNTEERRZIMAT 72007 A & ZHFEY

FORM 12
(See rule 34)
Application for licence to import drugs for purpose of examination, test or analysis
OCCUPAtION. .....ovvnrnnenns hereby apply for a licence to import the drugs specified below for
the purposes of examination, test or analysis at. ... frOM e and

[ undertake to comply with the conditions applicable to the licence.

'[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).]

Name of drugs Quantities which may be imported
Place........
Dare......... Licensing Authority

I. Subs, by GSR..G0HE), dt, 24.8.2001,
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documents/acts_rules/2016DrugsandCosmeticsAct1940Rules1945.pdf 207 H

=

61


https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/acts_rules/2016DrugsandCosmeticsAct1940Rules1945.pdf
https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/acts_rules/2016DrugsandCosmeticsAct1940Rules1945.pdf

R 12AA - BURPREE ST A TRERIEBIC L D BRI 385 i A 558

[FORM 12AA
(See rule 34A)

Application for licence to import small guantities of new drugs by a Government Hospital or
Antonomous Medical Institution for the treatment of patients.

L (name and designation) ..
OF (name of the Hmpltala’Autonomou‘; Mcdlcal lnsllmnon]
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)...... .. viere. At.. ....{name and place of the hospntal]
and 1 undertake to comply wnh lhe condltlons appllcable to the licence and other provisions
of the Drugs and Cosmetics Act, 1940 and the rules made thereunder, from time to time.

1. A fee of rupees ............. 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 - Cenfral wvide Challan
Noooooovdated (attached in original ).

2. Name of new drugs to be imported:

Name of drugs Quantities which may be imported
Place: ........... SIgnatire .. ..o
Date: ........... NAme ..o vs s v v e
Seal/Stamp ... ..o
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.

Place.............. Signatiere ..coooeeivee e v
Date .....ccooe. Medical Superintendent of the Government Hospital / Head of
Autonomous Medical nstitution
Seal / Stamp.]

T, Subs. by. G.S.R. 604(E), di 238207,
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o KR40 RIS ARERGEFETT FEE

'[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* .iiiiiiciiicee o (Name and full address) hereby apply for the
grant of Registration Certificate for 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.

L. Names of drugs for registration.

2[* ]

2. I/'We enclose herewith the information and undertakings specified in Schedule
D (1)and Schedule D(II) duly signed by the manufacturer for
grant  of Registration Certificate 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).

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 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).

5 Particulars of premises to be registered where manufacture is
carried on: Address (€8)....evviieeiiannnn
Telephone No....................

Fax...oooviiiins
E-mail. ..o
I/'We* undertake to comply with all terms and conditions required to
obtain Registration Certificate and to keep it valid during its validity period.
Place:
Date:
Signature
Name
Designation
Seal/Stamp of manwfacturer or his authorised Agent

in India.

(Note: In case the applicant is an authorised agent of the manufacturer in India, the Power of
Aftormey is to be enclosed).

*Delete whichever is not applicable.

I Ins. by GS.R. GOHE) di. 24-8-2001 (w.e.f. 1-1-2003).
2. Figures 1.2,3 omitted by G.S.R. 35(E), dt. 20.1 2005
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o KR 41 EIKSL Ol A TIAT S 4 5 B ki B 40

'[FORM 41
(See rule 27 A)
Registration
Certificate

Registration Certificate to be issued for import of drugs into India under Drugs
and Cosmetics Rules, 1945

Registration Certificate No............. Date......

Drugs and Cosmetics Rules 1945
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:

-‘-I» %)

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 activities of the manufacturer, in India in all
respects.

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 totime.

Licensing Authority
Seal/Stamp

Conditions of the Regisiration Certificate.

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, wviz. market withdrawal, regulatory restrictions, or cancellation of
authorization, 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 dispatch 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 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.

5. 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 labelling or in testing, or in documentation of any of the
drugs 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

40 https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-
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India shall obtain necessary approval within 30 days by submitting a separate
application along with the registration fee, as specified in clause (ii) of sub-rule (3) of
rule 24-A.

6. 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. |
1. Ins. by G.S.R. No.604(E), dt. 24-8-2001 (w.e.f. 1-1-2003)

2. Figures 1,2,3 omitted by G.S.R. 32, dt. 20.1.2005.
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o 24 MEECKOC (1) . X THREINZ S OUSNOESRKN O IR GE I
D= b DORIE S A ¥ o At5 T H o H 5543

FORM 24
(See rule 69)

Application for the grant of or renewal of a ][Hcencg. to manufacture for sale or for distribution]
of drugs other than those specified in “[Schedules C and C (1) and X]

TLoTIWE st

grant / renewal of a licence to manufacture on the premises situated at ... the
following drugs being drugs other than those specified in *[Schedules C and € (1) and X] of the
Drugs and Cosmetics Rules, 1945,

2. Names of drugs categorized according to Schedule M.

OFL e nes hereby apply for the

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

4 A fee 0 FUPEES e has been credited to Government
under the head of account ...,

Dette......oooviieiiieiieen Signature .......cocooeun.

Note: The application should be accompanied by a plan of the premises.

1 Subs. by, GS.R. 78R(E). di. 10.10.1985.
2. Subs. by G.S.R. 462(E), dt. 22.6.1982.
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o A 24A MEECKTC (1) . X THREESNZ S OLUS O EIKE O FE LT

DI DIZET 210 — 0 F A & 0 A5 X HO FEFEH
FORM 24A
(See rule 69A)

Application for grant or renewal of a loan '[licence to manufacture for sale or for distribution)
of drugs other than those specified in *|Schedules C and € (I) and X]
T I/We e OF hereby apply
for the grant/renewal of a loan licence to manufacture on the premises situated
at... the under-

mentioned drugs, other than those specified in  *[Schedules C and C(1) and X] to the
Drugs and Cosmetics Rules, 1945,

Names of drugs (each substance to be separately specified).
2. The names, qualifications and experience of the expert staff actually connected with the
manufacture and testing of the specified products in manufacturing premises.

3. I/'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/us.

(b) A true copy of a letter from the manufacturing concern that they agree to lend the
services of their expert staff. equipment and premises for the manufacture of each item
required by mefus and that they will analyse every batch of finished product and
maintain the registers of raw materials, finished products and reports of analysis
separately in this behalf.

(c) Specimens of labels, cartons of the products proposed to be manufactured.

G A TEe O TUPRES it e s s has been credited to
Government under the head of account ... BTN
Diate e SIEHAIIE c1ovverieeeen e e e e

* 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 of the principal place of business.

* Enter here the name and address of the manufacturing concern where the manufacture will be
acitually carried out and also the Licence number under which the latter operates.

1. Subs. by G.S.R. T88(E), dt. 1001019835,
2. Subs. by G.S.R.462(E), di. 22.6.1982.
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o A 24B fHEECKOC () IZHRESNLTWD L OLSNDEIKN, &GS 5 T A
o A HEE4S

'[FORM 24B

(See rule 69A)

Application for grant or renewal of licence to repack for sale or distribution of drugs,
being drugs other than these specified in Schedules C and C (1) *fexcluding those
specified in Schedule X]

LI We ..of.. . veeveeoohereby apply for grant/renewal of a
licence to repack rhe 1ollowmg drugs ar the premises situatedat...............

2. Names of the drugs to be repacked ...
3. Name, qualification and experience of competent staff ...

4. A fee of rupees ........................... has been credited to Government under the
head of ACCOUNT ..o e

Diate....ooiiiiiiiiiiiiiiin, Signature of applicant.

NOTE :—The application shall be accompanied by a plan of the premises.

1. Ins. By 8.0, 1196, dt:6.5.1960.
2. Subs. by G.S.R. 462(E), di. 22.6.1982.

o  HN24F EEXTHEESH, MEEFECKUC (1) THRESNL TORWERLD
W58 ATFB D 7= 8 DIE T A o ZAF5- UL H T D H 7K

'[FORM 24F
(See rule 69)

Application for the grant or renewal of a *[licence to manufacture for sale or for distribution of]
drugs specified in Schedule X and not specified in Schedules C and C(1)
1. IIWe iveerireeranrseres [ U hereby apply for the grant/renewal
of licence to manufacture on premises situated at.......ocveviavieenne the undermentioned drugs,
specified in Schedule X to the Drugs and Cosmetics Rules, 1945.

2 Names of drugs.

3. Names, qualifications and experience of technical staff employed for
manufacture and testing,
4, A fee of rupees...... has been credited to Government account under the head of
ACCOUNT e
SIgHATHIE coooceiiie v
Date:.......... Designation .............. .o

[ Subs. by .G.5.R. J62(E) ,di. 22.6.1982.
2. Subs. by G.S.R. T8S(E) dt. 10.10.1985.
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o 25 MEECKOC (1) . X THREINZ L OUANDESR O IRTE XX

DIz DEE T A & o 24
FORM 25

(See rule 70)

![Licence to manufacture for sale or for distribution of] drugs other than those specified in
*|Schedules C and C(1) and X|

Number of Licence and date of issue

1 is hereby licensed to manufacture the
following categories of drugs being drugs other than those specified in *[Schedules C
and C (1) and X] to the Drugs and Cosmetics Rules, 1945, on the premises situated
at under the direction and supervision of the

following *[competent technical staff]:

(a) *[Competent technical staff]. (NGMES)..........coeeureieeciieeeeeiiieeeeescireeeeians
(b) Names of Drugs (each item to be separately specified).......cccovvrvevriecieicennne

2. The licence authorises the sale by way of wholesale dealing and storage for sale by the
licensee of the drugs manufactured under the licence, subject to the conditions applicable to
licence for sale.

3. The licence shall be in force from.........oeeeevererieerenvessrisierieriens () S

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.

Signature.............

Designation...........
“[*Licensing Authority/
*Central Licence Appoving Authority.]
*Delete whichever is not applicable.
Conditions of Licence

1. This licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

2. Any change in the expert staff named in the licence shall be forthwith reported to
the Licensing Authority.

3. If the licensee wants to manufacture for sale additional items of drugs not included
above he should apply to the Licensing Authority for the necessary endorsement as
provided in Rule 69(5). This licence will be deemed to extend to the categories so
endorsed.

4. The licensee 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, in the meantime, a fresh licence has been taken from the
Licensing Authority in the name of the firm with the changed constitution.

1. Subs. by. G.S.R. 788(E) .dt. 10.10.1985
2. Subs. by G.S.R. 462(E), dt. 22.6.1982.

3. Subs. by G.S.R. 231(E), dt. 4.6..1996.
4 Subs. by G.S.R. 923(E), di. 14.12.1992.
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o A 25A MEECKUC (1) . X THESNTZL OLADOEIRY, OIRGE
Dbt srn—r 74 248

FORM 25A

(See rule TOA)
Loan '[licence to manufacture for sale or for distribution of] drugs other than these specified
In *[Schedules C and C (1) and X)
1. Number of licence and date of ISSUE ..o

2ttt OF is hereby granted a loan
licenee to manufacture the following drugs other than those specified in *[Schedules C and C(1)
and X] to the Drugs and Cosmetics Rules, 1945, on the premises situated at Clo under the
direction and supervision of the following *[competent technical staff]:

(a) “[competent technical staff] (Names).......cc.oeeevvriieenns
(e} Names of drugs ...ocovvereiieerinnnns

3. The licence authorises the sale by way of wholesale dealing and storage for sale by
the licensee of the drugs manufactured under the licence subject to the conditions applicable to
licences for sale.

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....ooocviiceiiiiiainies Signature .. ..........

Designation.. .....
Conditions of Licence

1. This licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940,

2. Any change in the ‘[competent technical staff] named in the licence shall be forthwith
reported to the Licensing Authority.

3. If the licensee wants to undertake during the currency of the licence the
manufacture for of sale additional drugs he should apply to the Licensing Authority
for the necessary endorsement to the licence as provided in Rule 69-A. This licence
will be deemed to extend to the drugs so endorsed.

4. The licensee 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, in the meantime, a fresh licence has been taken from
the Licensing Authority in the name of the firm with the changed constitution.

1. Subs. by G.5.R. 788(E) , dt.10.10.1985.
2. Subs. by G.S.R. 462(E), di. 22.6.1982.
3, Subs. by, G.S.R, 231(E) .dt. 4.6,1996,
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o A 25B fHEEX THRESNZLOEZERE, HBEECKOC (1) THESIN-
H O LIS D EIR G OIRGE S IFRE D 7= O\ FHME T 5 7 A o A%

'| FORM 25B
(See rule 70)

Licence to repack for sale or distribution of drugs being drugs other than those specified in
Schedules C and C (1) tlaxcfudfng those specified in Schedule X{

Number of licence and date of issue.

repack the following drugs for sale or distribution on the premises situated

under the supervision of the following competent staff.

(a) Names of drugs to be repacked.

is hereby granted a licence to

(b) Names of competent staff.

2. The licence shall be in force from

3. The licence authorises the sale by way of wholesale dealing by the licensee and
storage for sale by the licensee of the drugs repacked under the licence subject to conditions
applicable to licences for sale.

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.

DAy csscuupssemspmvsovssmsasiss Signature... ... ...........
Conditions of Licence

1. This licence and any certificate of renewal in force shall be kept on the approved
premises and shall be produced at the request of an Inspector appointed under the
Drugs and Cosmetics Act, 1940.

2. Any change in the expert staff named in the licence shall be forthwith reported to
the Licensing Authority.

3. If the licensee wants to repack for sale or distribution additional items he should
apply to the Licensing Authority for the necessary endorsement to this licence.
This licence will be deemed to extend to only those items so endorsed.

4. The drugs repacked under this licence shall bear on their label, apart from other
particulars required by these Rules, the name and address of the licensee and the
number of the licence under which the drug is repacked preceded by the words

"Rpg. Lic. No.".
5. The licensee 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, in the meantime, a fresh licence has been taken from
the Licensing Authority in the name of the firm with the changed constitution.

. Added by Notfn. No. F. 1-22/59-D, dt. 9-4-1960.
Subs. by G.S.R. 462(E), dt. 22.6.1992.

5]
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o  HA25F fFEEXTHRESH, MEEHECKTC () THESNTHWRWERLD
W 7E X iRIBD T2 O DILE T A & o 50

'[FORM 25F

(See rule 70)
| Licence to manufacture for sale or for distribution of| drugs specified in Schedule X and
not specified in Schedules C and C(l)

Lo i 0 e is hereby licensed to manufacture at

the premises situated at.........ooooiiiiinn the following drugs specified in Schedule X to
the Drugs and Cosmetics Rules, 1945,

2. Names of drugs.
3 Names of approved *[competent technical staft]
4, The licence authorises the sale by way of wholesale dealing and storage for sale

by the licensee of the drugs manufactured under the licence subject to the
conditions applicable to licence for sale.

5 The licence shall be in force ....ococeinnes L4 T

6. The licence is subject to conditions stated below and to other conditions as may
be specified in the rules for the time being in force under the Drugs and Cosmetics Act,
1940,
Date of isste......cccoveuin STgRAMIPE oo
Licence No...oooooooo Designation .........................

*[*Licensing Authority/Central Licence Approving Authority.]
*Delete whichever portion is not required.
Conditions of Licence

1. The licence and any certificate of renewal in force shall be kept on the licensed premises
and shall be produced at the request of an Inspector appointed under the Drugs and Cosmetics
Act, 1940.

2. 1f the licensee wishes to undertake during the currency of the licence the manufacture
of any drug specified in Schedule X not included above, he should apply to the Licensing
Authority for the necessary endorsement of this licence. This licence shall be deemed to
extend to only those items so endorsed.

3. Any change in the ‘[competent technical staff] shall be forthwith reported to the
Licensing Authority.

4. The licensee 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, in the
meantime, a fresh licence has been taken from the Licensing Authority in the name of the firm
with the changed constitution.

5. The licensee shall furnish to the Licensing Authority copies of the invoices of
sales made to dealers.

6. The licensee shall not manufacture drugs covered by this licence for use as
'Physician's Samples'.]

1. Subs. by G.S.R. 462(E) dt. 22.6.1982,
2, Subs, by G.S.R.788(E) dt, 10,10, 1985,
3. Subs. by G.S.R.231(E) dt. 4.6.19%6.
4. Subs. by G.5.R. 923(E) di. 14.2.1952.
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2019 T K OV IR R LR OFT B E 6 1B W T, T4 B A, FFAl, BekirAEOE4:
—EBRLUTOLIITRENTNS, &

% EELEEOT A B A, B, BEGEAEOR S

No. AN 1444 B
(BALZ2 L
Zae—)

01 21 i PR S B S R T R
() o5 1HH 300,000
(i) A 200,000
(i) 51148 200,000
(ivy ZEIVHE 200,000

02 22 Vi PR ok Bk S e 7 R R 5 O FE AR 50,000

03 33 AW SR FRE SO AE W 50 [R) SR R SERE 7 7T R 55 200,000

04 34 A=W SR TR RE ST AR 22 [R) 2 1 AR R T AT R 5 OO TR 50,000

05 45 AR R RE X T AW F R MR BR 7 o & — OB GE 500,000

07 47 AR R RE X T AW F R MR BR 7 o &7 — OB O M 100,000

08 52 BEPRFRBR . UL AR FHRE U AW SR [R5 BR 0D 72 ob D 37 5,000/8 i
SUTIRBRER O RUETF Al G

09 53 FEEERRBR . XX AW 00R] FRE AW S0 [ S 3B 0 72 oD D 7 3R 2,000/84 5,
SUTTRBRER O BLYETF Al s O T

10 59 SR SULHT O 720 OFIFIBHFE . SULEERRER, AW Fa0F HRE T 5,000/ 5
AW R S5 PR 0D 72 60 0D A 7 SRR R B Y T R 5

11 60 B SUTHT O 7= OBIFIBHFE . SULRGRRER, AW Fa0F] HEE X 2,000
AL [R5 R O 72 8D O R AAGRIF SR RLE T T H 5 O AR

12 67 EEER TR £ R R RE XX AW F R SRR, TR, & 5,000/ 5
BR. HT D728 OFETIRER B EE O A 7

13 38 FE PR BR  ZE W =R FRE X XA F R SR BR, ST, & 1,000
B, HT D72 OFESUTIRFR B O A W55 O FAR

14 75 BRe IR (SERBLAD) o AT AT S 500,000

15 EIN THIRIEARE A OF K GERRELAD O AFF Al HEE 200,000

16 B OFHE (JFRIK) O ATl e 500,000

17 EN CIRFEARF A OFHIE (JRIR) O AT FIH5E 200,000

18 RFEMIT THRIRE, FridiotE, B, oGR8, FriaEOEED 300,000
TR 2 52 T T R O NG A 5

19 1V FiLL LDy 2 H 3 5 SANR A A RABOF R T & LTlRGEY 500,000
25 72 8 Ol ANFF AT G

20 RFEAEGREZ T T2y &8 T D S HNRA IO AFT 7] 5 400,000
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21 WR TR 72 D 25 IR A HE DM NFT R] 36 200,000

22 WRGEIANT CHIZhRE, BTdIGE, BTG, B GRR. FrimE oL E D 300,000
KR E = j’?i%ﬁ”/?b IO B FE

23 76 | WESEMHTIE DM AT HFS O R 50,000

24 80 | BUESURIEO 1 OB GERMAIULITE) O BGETF A 500,000

25 W2 UGB 7= HIEPN TREIC AR S R TO D BT (5U3) 0 fiksr 200,000
A

26 W58 AFTED T2 b DFHE (FEREA]) DRG] F5E 500,000

27 WRFE XA PRIE D 7o HOEN TEEICAR SN TV D H3E (SERAD) ol 200,000
TR S

28 BT SUREE O 123 OB (FU) O RUEF o 500,000

29 B URTE O 72 D [HPN TR KR SH TV BB (FK) o RGER 200,000
A

30 HR7E M ONEsd ) TR shee. Bdc e, BiAG. Bk Gk, Bromss 300,000
®ﬁﬁ®%u%xftﬁi®%kﬁ7$m

31 VL E DR 5T B SAIRORARABOFHS T L LCORFET 500,000
%729 ORIETF T

32 MmﬂimLﬁ#T% VST T BT D S HNR G SO RG] 300,000
i

33 R SRR 0 CARGR S 20D % AR & SO WA AT P 3 200,000

34 WR7E K ONRIE VT CRIRhae. Brdisrt, HrAle., Frig 5, Bk 300,000
®%E@%%%§Ht§ﬂ& FEDORIET W HFE

35 BrEE UR3E) ofdiE, UIFERAI O RIERT 7T B 55 500,000

36 TEAPE [ 5K 5 i A ST & O FF T R 200,000

37 81 B 58 3 tad A DR o> SLIERF AT R 5 OO TR AR 50,000

38 86 BRI M ONEIRFE R K B R FRBT R O A B 55 10,000

39 91 $ﬁ%%##ﬁ%®ﬁﬁ%ﬁ%kLtﬁ%¢@$ﬁ%§%®@%ﬁﬂ 5,000
i

40 98 AT 500,000

41 99 BHBE® 50,000

42 - FRETHEE SN TWARWNWED/MO B 50,000

EP/J\AAﬁHﬂi%z))% E’:uuﬂ(nit%ﬁ@;éjﬁﬁ ﬂ?ﬁi@%mu\ T/%l_lujﬁﬁ

B Kb ok LR DY E T 5,

7
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o FROAR (SBEH)

CDSCO DA RO IEFE~N—UTld, 11945 FFEIRSALBESL R A 2R L L TFEk
EGRITLL T O L 9Bl STz, T1945 FEIEMLBESER] D/ 3— |k XA & fFEEY
DIESNTEY ., 12019 4838 L OF AR ONERKBES T2, LR T
X, 2E L TCIUEXONEEZFDE ERT,

o GBI DN T2

B3R L Ol NSRS IR GE DGR A S D 720X, B b~ Z B E LIZESRS
DEEMNEFIMEEENT 5 Z LR AR E SN TWD, ERLEFELBE]OBH]
2— kXA D 122A, 122B. 122DAB. 122DAC. 122DD. 122E. K OMTEE Y Oft
g -XNZIE, ERARRRER O 7KGR & OV U TE N TORFED 72 O Fr3k ol A 3 HiE
(TR TERIT — X Bt STV 5.,

RS HE SRR 122E I EFR SN TV D HER xRS FE S I v = SR 5 %

BLREEMLTHS T, TOERMRICHE, HESEIUIRER SN TV D54 T CERNIC

BOWTHERGEH CTHEASNTE LT, BEIN TV DRERIEAI 21 It ST

WA AHEEIZ Lo T, A OLETHDH EROLNTNW WS DERT,

TRTOU 7 F o, KO¥HEZ DNA (r-DNA) HSkoESEN L, HH 21 12330

TR BB  DREEZE L2 W RY , B THLI LD ET 5, 7o, FElIHy]

DOAEAGEHA NS AERNTHIRE i S D,

FEEHGEOBERAITLL TO®@EY ,

o A 122A 7 3 A FF ] I 5

o A 122B B Rl &GRS

o JHHI 122DA  HrEROEKABR 2 E T 5720121 » FEELEH)E (DCG
(1) : Drugs Controller General of India, LA F DCGI () ) 7 b OFF A4 EL
Gs

o HiH] 122DAB  FRRHBRBEHEICB T 2 E5E - KT OBEKRKLAEFSL (SAE :
Serious Adverse Event) DA K OifE 4 DO XTI 5 HE, MifE4 s
b7 WA OREEE OGRS IEDOBRE,

o HHI 122DAC  FEIRRBR I ol S i2id, EE GBSO EE Y 12
HESNTWD GCPHA RIA v, HA RTA v, BHHTHED Z & DFEBEN
EENTND, BT LARWEEOHEE LR EEEMO B HEDH
/’_ji_’o

o HiHI 122E  Hr e

o fTBEY BERABROFE & FORAGRICET 23EMAR T A R T A L ik

o GCP A KZ 4 > (CDSCO %17)
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o K44 CHEEOmA - UG SOIERRAER O FF AT S

'[FORM 44
(See rules 122A, 1228, 122D and 122 DA)
Application for grant of permission to import ov manufacture a New Drug or to
undertake clinical trial.

IWek of M/s. i
{address) hereby apply for grant of permission for import of and/or clinical trial or
for approval to manufacture a new drug or fixed dose combination or subsequent
permission for already approved new drug. The necessary information / data is given
below :

1. Particulars of new drug :
(1) Name of the drug.
(2) Dosage form.
(3) Composition of the formulation :
{4) Test specification.
(i) active ingredients,
(i1) inactive ingredients,
(5) Pharmacological classification of the drug.
(6) Indications for which proposed to be used,
(7) Manufacturer of the raw material (bulk drug substances).
{8) Patent status of the drug.
2. Data submitied along with the application (as per Schedule Y with indexing
and page numbers:)
A, Permission to market a new drug :
{1y Chemical and Pharmaceutical information.
(2} Animal Pharmacology.
(3)  Animal Toxicology.
4 Human / Clinical Pharmacology (Phase I).
{5)  Exploratory Clinical Trials (Phase IT).
(6)  Confirmatory Clinical Trials (Phase I11) (including published review
articles)
(W] Bio-availability, dissolution and stability study data.
(8)  Regulatory status in other countries.
9 Marketing information ;
(a) Proposed product monograph.
(b) Drafts of labels and cartons.
{10y Application for test licence.
“[(11)  New Chemical Entity and Global Clinical Trial-
(a) Assessment of risk versus benefit to the patients
{b) Innovation vis-a-vis existing therapeutic option
(¢) Unmet medical need in the country. ]

B. Subsequent approval / permission for manufacture of already approved new
drug
(a) Formulation:
(1) Bio-availability / bio-equivalence protocol.
(2) Name of the investigator/center.
(3) Source of raw material (bulk drug substances) and stability study data.
(b) Raw material (bulk drug substances):
(1) Manufacturing method.
(2) Quality control parameters and/or analytical specification, stability report.
(3) Animal toxicity data.
C.  Approval / Permission for fixed dose combination:
(1) Therapeutic Justification.
(authentic literature in *[pre-reviewed journals]/text books)
{2) Data on pharmacokinetics/pharmacodynamics combination.
(3) Any other data generated by the applicant on the safety and
efficacy of the combination,

D.  Subsequent Approval or approval for new indication - new dosage form:
(1) Number and date of Approval / permission already granted,
(2) Therapeutic justification for new claim / modified dosage form
(3) Data generated on safety, efficacy and quality parameters.

A total fee 0F TUPEES v (10 WOPAS) v has been

credited to the Government under the Head of Account..
receipt is enclosed).

.. (Photocopy of

Dated : ..... Signature... ...
Designation... ... ... ...

Note: *Delete whichever is not applicable.

1. Forms 44 to 46 A ins. by No.G.S.R, 900 (E), dt. 12,12.2001,
2. Ins. By G.S.R. 826 (E). dt. 30.10.2015.
3. Subs by G.S.R. 26(E), di. 19.1.2006.

%8 https://cdsco.gov.in/opencms/export/sites’ CDSCO_WEB/Pdf-
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o KR 45 Braksanlih O A Als

'[FORM 45
(Seerules 122 A 122 D and 122 DA)
Permission to import Finished Formulation of a New Drug

Number of the permission and date o iS50€........ooiin
IMIFS e et emen e s O e e
(address) is hereby permitted to import the following new drug formulation under rule
122 A /122 D/122 DA of the Drugs and Cosmetics Rules, 1945,

(1) Name of the New Drug :

{2) Dosage form :

(3) Composition :

{4) Indications :

Name and designation of Licensing Authority
Conditions for Grant of Approval / Permission.

(1)  The formulation shall conform to the specifications approved by the

Licensing Authority.

(2) The proper name of the drug shall be printed or written in indelible ink
and shall appear in a more conspicuous manner than the trade name, if any, which
shall be shown immediately after or under the proper name on the label of the
innermost container of the drug or every other covering in which the container is
packed.

(3) The label of the innermost container of the drug and every other covering in
which the container 1s packed shall bear a conspicuous red vertical line on the
left side running throughout the body of the label which shall not be less than |
mm in width and without disturbing the other conditions printed on the label 10
depict it as prescription drug,

{4) The label on the immediate container of the drug as well as the packing in which
the container is enclosed should contain the following warning:

"WARNING : To be sold by retail on the prescription of a ......ccveveecvvceeneee.. Only."

“[(5) Post marketing surveillance study shall be conducted during initial period
of two years of marketing of the new drug formulation, after getting the protocol
and the names of the investigator duly approved by the Licensing Authority.]

(6) All reported adverse reactions related to the drug shall be intimated to the
Drugs Controller, India and Licensing Authority and regulatory action resulting from
their review should be complied with.

(7) No claims except those mentioned above shall be made for the drug without the
prior approval of the Licensing Authority.

(8) Specimen of the carton, labels, package insert that will be adopted for
marketing the drug in the country shall be got approved from the Licensing Authority
before the drugs is marketed.

{9) Each consignment of imported drug shall be accompanied by a test/analysis

report.

1. Ins. by No.G.S.R, 200 (E}, dt. 12,12,2001,
2. Bubs by G.S.R. 101(E}, dt, 18.2.2011.
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o BERASA R (BURED) OIATFRE

Drugs and Cosmetics Rules 1945
'[FORM 45A
(See rules 122A and 122DA)
Permission to import raw material (new bulk drug substance)

Number of the permission and date of ISSUE.........cccvveverrnruirniearnrenrerrsassasenrannns
M/s OF voisvmicasssasinswire (address)

is hereby permitted to import the following raw material (new bulk drug substances)
under rule 122 A / 122DA of the Drugs and Cosmetics Rules, 1945, namely :-

Name of the raw material (new bulk drug substances):
(1) cerreenerereemrerssseenseseeserasesaranes
(2) s
(3)

Pated - cnansice Signature....

Name and Designation of the Licensing Authority...............

Conditions for Grant of Approval / Permission

(I)  The raw material (new bulk drug substance) shall conform to the test
specifications as approved by the Licensing Authority.

(2)  For manufacture of raw material (new bulk drug substance) or its
formulation in the country, separate approval under rule 122-B shall be obtained
from the Licensing Authority.

(3)  The permission to import shall not be used to convey or imply that the raw
material
(new bulk drug) is categorized as "life saving or essential drug."]

1. Ins. By G.S.R. 900 (E), dt. 12.12.2001.
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'[FORM 46
(Seetules 122 B, 122 D and 122 DA)
Permission / Approval for manufacture of new drug formulation

Number of permission and date 0f ISSU ...cocovviiiiiiess coveieiiiiiiiieienecnan e MIS
OF e (address) is hereby granted Permission/Approval to
manufacture following new drug formulation under rule 122B/122D/122DA of the
Drugs and Cosmetics Rules, 1945, namely :-

{1} Name of the formulation:
(2) Dosage form;

(3) Composition:

{4) Indications:

Dated ....ocoven e Signature ......
Name and designation of Licensing Athority... ... ...

Conditions for Grant of Appreval / Permission,

(1) The formulation shall conform to the specifications approved by the

Licensing Authority.

(2) The proper name of the drug shall be printed or written in indelible ink and
shall appear in a more conspicuous manner than the trade name, if any, which shall
be shown immediately after or under the proper name on the label of he
innermost container of the drug or every other covering in which the container is
packed.

Drugs and Cosmetics Rules 1945

(3) The label of the innermost container of the drug and every other covering
in which the container is packed shall bear a conspicuous red vertical line on the left
side running throughout the body of the label which shall not be less than 1 mm in
width and without disturbing the other conditions printed on the label to depict it
as prescription drug.

(4) The label on the immediate container of the drug as well as the packing in
which the container is enclosed should contain the following warning:

"WARNING : To be sold by retail on the prescription of a ... only."

Y[(5)  Post marketing surveillance study shall be conducted during initial
period of two years of marketing of the new drug formulation, after getting the
protocol and the names of the investigator duly approved by the Licensing Authority.]

(6} All reported adverse reactions related to the drug shall be intimated to the
Drugs Controller. India and Licensing Authority and regulatory action resulting from
their review should be complied with.

{7y No claims except those mentioned above shall be made for the drug without
the prior approval of the Licensing Authority.

(8) Specimen of the carton, labels, package insert that will be adopted for
marketing the drug in the country shall be got approved from the Licensing Authority
before the drug is marketed.

1. Ins. by G.8.R. 900 (E), dt. 12.12.2001.
2. Subs by G.S.RI01(E), di. 1822011,
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'[FORM 46A
{See rules 122 B and 122 DA)
Permission/ Approval for manufacture of rvaw material
(new bulk drug substance)

Name of the permission/ approval and date of issue ...
MUS oo [1 S coeveoneneinenee (address) i hereby

granted Permission/Approval to manufacture the following raw material (new
bulk drug substance) under rule 122B / 122DA of the Drugs and Cosmetics Rules,

1945,

Name of the raw material (new bulk drug substance):

Dated.............. SIgnaire .......cccccoeeencns
Name and designation of Licensing Authority.

Conditions for Grant of Permission /Approval

(1) The raw material (new bulk drug substance) shall conform to the
specifications approved by the Licensing Authority.

(2) The raw material (new bulk drug substance) can be sold to only those
manufacturers who have permission, in writing, from Licensing Authority, either to use
the drug for development purpose/clinical trial-bio-equivalence study or to manufacture
the formulation.

(3) For manufacture of the formulation in the country, separate approval under
rule 122B shall be obtained from the Licensing Authority.]

1. Ins. by No.G.5.R, 900 (E), dt. 12.12.2001,

82 https://cdsco.gov.in/opencms/export/sites’ CDSCO_WEB/Pdf-
documents/acts_rules/2016DrugsandCosmeticsAct1940Rules1945.pdf 276 H
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20 . BE (AE#09lESEME) FFnl 401 CTh - 72,
o ZHRNRE D FEE

%%1E4 % (FDC : Fixed-Dose Combination, LA F FDC) IZENTHIH T L& 5
WVBEDOH LD T TV —D—DN G FI, BVt AIMEEMHERLT- ETEHRK
s HES R R OB A5l 7- LT D Z & 2R L= T, CDSCO m#F [ &#45C, [H
WNTO EHNFZFRIEN TV 5D, 2019 4EEZ FDC O A 144, FDC O #lik 26 {4,
RERER 15 . BEIX 24 E0NFFa &%,

o = 3R S O liE AN BE 95 i EE

A« BEHEILIT X TH T4 D [SUGAM] R—Z LTSN %, 2019 4F
FEIZHAT SN B EREFEE LA T 4 B A0 IE., Fox 1551, 8871 Th

277,
o A Fa A VLR B9 % S PR

2019 4EFE | BN TG EMN 121, U7 F o L r-DNABLRL OEA T A & o A0
291, v U T F U OERGEFFIREN 3MHRAT I,

o EXRGHHFMERREA > N—

A ¥ ROBRFBEER OGN 72 78— 2 V%A kT % Pharmabiz.com ® 202043 H 3 H
DFERFHNZLD L AV FITE O RSEFRLBED IO DEATNTA BT A RLEFDB
2B TR RERFMAER L, AREEZIET D LA A E LI ERSHUHER
FIERSZ# (ICH : International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use, LLF ICH) DA 3 —{Z72% & ST 5,

20204 2 H 27 H~28 HIZ b3 A THfE S 7oA > FEREER OF 5 A o FEHK
i 7 4 — 7 KZEBW T, DCGI @ VG Somani R0 E#HF LI, 42 FiL, ICH &
22 R AT 22 1 0 M OVE B L A 2235 [ 2 50— (PIC/S : Pharmaceutical Inspection Convention
and Pharmaceutical Inspection Co-operation Scheme, LT PIC/S) OHIRRIZIAT CEjZ= H LT
BY, WSRO BEEZRET D720, BB ORFEERED T D,

ICH X /R—L 72 57-121%, GMP R GLP, GCP 2 X DT A RT A D BERH
bo —H. PICIS AU N—=L2B7-0121%, A v REINORBEER O O SENME L7
%o ERO—IIXPICIS DA N—% HIFTEOA =T F 72 XFFLTWHH, —HiX
AUy b2 RN ENBIEREFL TR, 7272, PICIS AL /N—L7p b2 LT, &
AL CHBPY RO K UREZBD 352 R TE, HHlYROAHEZRBTS 2
EINTEDHE LTS,

63 https://main.mohfw.gov.in/sites/default/files/ Annual%20Report%202019-2020%20English.pdf 194 &
64 http://www.pharmabiz.com/NewsDetails.aspx?aid=121527&sid=1
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33 EEBOWREORZEMNE EBHERBFRONE - 517 - BERBG~OFHRBE
DFHE (BORMXEOHERCKET) CEH%E) BT IREIONERVZED
Lo ANE

o 2019 FEHE K UK RBRARAI

2019 AEHTE L ORI OB E 5 B O MIRE RISV T, ik O 2R
DHESN TS, UTFICEBENEL <, 6

1. ok A

(1)  FEN EHEARSNIHE, LEMECHEIMEOTHnIL, —REICR SN T- 8
%ﬁ@?~&ﬂ%dw?ﬁbﬂ\§<iﬁ¢%mﬁ%@£@TfﬁbMTm
%o L DEE, NA U R T BEMOEIT O 203 L4 5 PR R
AT 5 BEILERRR DRI S, BEHNREET — 2 13BN T
6 X5 \%xﬁ%;&Mwaé%ﬁm\ﬁ%%%@ﬁ%ﬁ@wﬁgi
. REBICER STV D

(2) FEBEROEKTIX, ERIZEEEEFTIT R, L0 RWEH O BE ™R
%éﬂ(%ﬁ OHFRE, 368, BERE) | EIRKRER CIIMIC L4
L7aWA Ry ERBESNDIGENRSH D, D, FEROARELIT, EIR
SHOOMRBEZ EEIRLSBR L, EHgIIFo_R2T7 4w b VR T T7 74
ORI Z1T 5 2 & & LTWn5,

() WG XUTIE D= DI HEE A A ITRE L K 5 & T 581, HREENEN
T, i, Bt L EEGOMERICER T 2EWEAHREZEZIEL, L
L, PRFAEE~RET AT DD T 7 —~a b YT v X2 AT LA
LT 570,

4 Try—~aAETITUAVAT AT, AEKE LG EZ T TEIC Lo TE
HEN, T—% OIUE R OB O BT 1L, EMSUIRITER SRS EDOIE &
OV AT DR % 52 T2 FRAIRT T i uid7e 5720,
BG) UTOLI eI FIERHET, FEOMREIHMIEZITO Z N TEX 5,
(A) IV (HR%E)
BV AHO R TIL, BN - WM EER. H 8RR i
MR, AR EINTBEE T COMHE2 BT 5 7-0ICRKEF Shiz
B (] AT UIRRRRER 2 L) BNEEND, 2D LD ik
X, BRI B R, BRAMVENE, ZeMRMEEMES 2 ED AR I T e

N =L DT TR SN BE RN AT 2720, KBS NIZEKMFOT
THHE N TEmS D,

(B) HEMRAYLEEHL L L CiilRik BE AR A SO I BIEE, I A

D& RAEIRENR BN R o T, PRFFATEBE DA &2 21T 72
Zu kA O T T, ARSI SRS TR 2 W T S h
Do MERIRDOEE « BRAMI. WI7 T ESUIAGE SV IR SCEICRLH S
T D HEREE FEICHE > TIRES N D,

(C)  EMIR A RIS 1 X D TR OB

8 https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/NewDrugs CTRules 2019.pdf
228~230 H
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(i)

(i)

(iii)

(iv)

v)

PO GRED R E LT, HEE XL TOFIEICHE > TE
MH 22 2R B A E (PSUR : Periodic Safety Update Report,
LUF PSUR) #fgid 260D &7 5,

(a) JEUIZRfEHRIEHRE T 5T TOHERERET D,
(b) T —F & EEOREICEEMT 5,

() FEOHEE MR & ZEVEICEE L 72 R & EW 2 E55K)
ERAR

(dy ®ROEMAZRETD-DICH/MEREELET 50089
VAR A B

B, TRTOAFLHA, FEEOFEIEIX, 18] PSUR T
N—F5, 1A PSUR OH T, BeDHIH, BEIE, XE5]
OREMDOT —Z B 2 TR T HVLERN D D,

BEH 92 T R COEKR L OFEIR D2 et — 213, #iEEOH
MO N—L TNDHLENRSH D, PSURIE, HFEEIZEZREM
DIKRENTHLRAIO 2EMIT 6 » AmICHRE LR TniERS
RN, ZEOH%RO 2EMIL, BRI T A MNERH D, PSUR I,
WEHRORKA S 30 BUWNIZEE L2 TER S8, 7272
L. \ERZTHIEDEIISZ D TR TORERRIE, HiEHE D&
WA Z 2 B> Tonh 15 H LIS FF Al RSB~ L7 i Auid 7
VAN

ZEVEOMBEETRET 5 7= ORISR S iz, ITER S
728 LW I, PSUR IZHREE S 72T 4LiE 7 6720,

PSUR IR D L 5 7etipk & 3 %,
(@ ZA M= PSUR ¥ A FAA_— VIR EHK 4 % ik

AR, EEGOFF A SN CEIGE, B OFFH
EEALDOIRTEBRMGH . T4 T AFTHE D4R - LT

(b) HIEX :PSURDZ Dt 7 3 v TIEMEMIE A4 1R

IS OMEH BH), (ERR, 18027 7 2, A&, &5
B A K OVEGE S VTS IE & RESEM O fil B 722 I &2
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(d) 74 Lok THERIRNICEIE SR
() BRELLHHROLE

(f) TR

(9) MEBYHEE - EMZEMEERFREFEOZO® T ¥ a T,
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O AN R GIES
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(h)
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(k)
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(iv) BRARFBRIC L 2 ERAHHEROBHER L OTHIELE
At

(v) TR DT — & ) — A5 O BFREEZ K O WEES

A BRAREER L VAR SN LR S5 b iR
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(i)  HEHE S ORKRERD) S5 O o HER AV
ERAPINE 2

(i) FHENABBRNSELNZHA

(i) FEEGRERD> 5 OPT R

(iv) STERDND DFER

ZOMIER : TA B AFEENEML TWH Y A7 EFH

S ZBE T 5 EEH
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S 2 HR AR
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BT - ARSI IEICKTT D U A7 R T ¢

v REHIIZ DN T, B ORI 22 2 M 5 2 fRiE
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o Ty—=wabITrARTu s T b
o Tr—<ab VTR T T T FT A RORE & EFE

CDSCO (Z, 20104E 7 HICEEBILD 7 7 —~a bV T A - Tl T b« A7 -
4 > K (PvPI : Pharmacovigilance Programme of India, LA F PvPl) %36 EiF7-, =
2—7 U —IZd 58 A v REFHEFT (AIIMS : All India Institute of Medical
Sciences, LLF AIIMS) #F > aFra—F x—3 3 %— (NCC : National
Coordination Centre, UL F NCC) & LT, ARMAELESFS7-DIZEHN ADR B 7 &
7T KNeNLH Bif e, £ L T20104E21E, A7/ T LD T, =a—F7 U —0
AlIMS % & ip 22 O ADR i+t > % — (AMC : ADR Monitoring Centre, LA T
AMC) M ERE I TV D,

PVPI Offifin i, EEGEOMERIC L 2FENZOMHICEEDY UV AZ & kalb Z & & h
FIZTHZET, AV FOAXDRFEEZFLHZ EICHD, £/, PWPIOHWIETT —
2 HEME oL, A L CERIEFES - MITRICY A7 2B 57217 T
72 THHICE S W BN A2 HELET 5,

PVPl OFEEIL, LF DO LI ICEFREIN TV D,

. BELEWEDOTDOREN R AT L EEDH L

. Wl SNTIEBIN S =72y 7 F L (ADR) ZHEL, DT 52 &

. THRIED R T 4> MU R WE ST 52 &

. TETFURAHESE BEEMOZEMEICET OERE AR T DL

. IR A B E S a2 BN T, BN RE BT S

. VA7 % MET o720, IEEREERNICET 2 2R 2 ik« 225 FEBER
HMoETDH L

. EFHLBREEI O a Lt 22— L TOM AT H 2 &
Ll BT — X EH O, fhiiko v a e 2= s2 &

. HREMICHAMEOF v aF LTy —vab VT At X —~DIESR
aYIT 4 TR — N EREET S

86 https://www.ipc.gov.in/PvPIl/about.html
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n — g
7T .
T=H )T e H—
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Fratra—sox—varktrr—
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I,
> 2FEDO AMC DU & ME, HEZ SR, 6970
D. #HEInERIEI D ?

> iRt iEERIE, EEICERY b s, KRR OFHEIEX,. WHO-UMC A
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VT UAT R ANEREEIND,
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"SI ANE
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> THEIE MoHFW 23Rk~ 2 PYPlI OiEE ZEER IR S D, ZERIEFT —X
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E.  BDOLOAFEDOSHE Y 4+ — L OMHEHE

88 https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-
documents/Consumer_Section PDFs/ADRRF_2.pdf

59 http://www.ipc.gov.in

70 http://www.ipc.gov.in/PvPl/pv_home.html
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> BEOA=Tyv RISERERFOEN, FOSHIF., RISE A, Bbh b=
b, HEETFH
o  ADR A

Version-1.2

SUSPECTED ADVERSE DRUG REACTION REPORTING FORM

For VOLUNTARY reporting of Adverse Drug Reactions by Healthcare Professionals

INDIAN PHARMACOPOEIA COMMISSION FOR AN
{Mational Coordination Centre-Pharmacovigilance Programme of India)
Ministry of Health & Family Welfare, Govemment of India AMC Report No.
Seclor-23, Raj Nagar, Ghaziabad-201002
Report Type O Initial O Follow up Worldwide Unigue No. :

A, PATIENT INFORMATION 12. Relevant tests/ laboratory data with dates

2. Age at time of

Event or Date of
Birth

1. Patient Initials
3imMO FO Other O

4, Weight Kgs

13. Relevant medical/ medication history (e.g. allergies, race,
pregnancy, smoking, alcohol use, hepatic/renal dysfunction etc.)

B. SUSPECTED ADVERSE REACTION

5. Date of reaction started (dd/mm/yyyy)

&. Date of recavery (dd/mm/yyyy)
7. Describe reaction ar problem

14, seriousness of the reaction: Mo O if Yes O (please tick anyone)

O Death | ] O Congenital-anomaly
O Life threatening O Required intervention to
Prevent permanent
O Huospitalization/Prolonged impairment/damage
[0 Disabilicy O Other |specify)
15. Qutcomes
O Recovered O Recovering O Mot recovered
O Fatal O Recovered with sequelae O Unknown
Fi
¢ g B Mame Manufacturer| Batch No. |Exp. Date| Dose | Route :;c;)ueﬁn[:v Therapy dates indication Causality
’ (Brand/Generic) | (if known) | /Lot No. |[if known)| used | used et;:] Date started Date stopped Assessment
i
ii
iii
I
S.No 3. Action Taken [please tick) 10. Reaction reappeared after reintroduction (please tick)
as Drug ) Dose Dose not Not Urikn -
per Clwithdrawn Dose increased reducad changed |applicable| own Yes Mo Effect unknown  |Daose |if reintroduced)
i
ii
il
i
11. Concomitant medical product including self-medication and herbal remedies with therapy dates [Exclude those used to treat reaction)
5.Mo| Name (Brand/Generic) Dose used Route used Frequency Therapy dates Indication

(OD, BD, etc.) | Datestarted | Date stopped

i
ii
iii
Additional Information:

16. Mame and Professional Address:

Pin: E-mail
Tel. Mo. [with STD code)
QOccupation: Signature:

17. Date of this report (dd/mmfyyyy):

Confidentiality: The patient’s identity is held in stric nfidence and protected to the fu tent. Programme staff is not
porter's identity in r to a request from the i report d
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documents/acts_rules/2016DrugsandCosmeticsAct1940Rules1945.pdf 294~295 H
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e X D ERTLOIREDEEIE,

6. (PPR D FT) FEAIMMANFFE DEI S 2 BE I EILT 5 Z L Dk,

F7o. INEIEBEZ T A7 OIERETED b EETRIEIZ 2V, 72770,
DMRA X DCA @ FCld, EIZxT HIEMETIL, Bk OIS tORE I
BEEZAIBRBIZH D, DT, BEaLT Y 2 BERY LR Y /)6 FHRfC
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No. T A M EER LAYk
1 International Institute of Biotechnology and WyERAb SRR R
Toxicology SR
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AR & BARARER A~ DRI B 2 3R
GIHT R OB R AL R

T DAl
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3 Aurigene Discovery Technologies Limited
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Z DAt

Laboratory Animal Research Services (LARS),
Reliance Life Sciences Private Limited

o MERBR
ST R OB IRAL 2R

Torrent Pharmaceuticals Limited: Torrent
Research Centre

i MERRR
ST R OB IRAL 2R

10

GLP Test Facility, Sun Pharmaceutical
Industries Limited

Z O

11

National Toxicology Centre, National Institute
of Pharmaceutical Education and Research
(NIPER)

e MERBR

12

R&D Center, The Himalaya Drug Company

WL R BR
AEMERRER

28 S MR

ST K OB R AL R

13

Indian Institute of Toxicology
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14

Syngene International Limited
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GIHT R OB RA L R
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PRI EER

AR

28 BRI

IR A A R OV A A 40 D B B w1 R
K e 1 - KRR CoEEIICET LR
TR YR

I3 B MR AL 2 AR

DAl

GLP Testing Facility, Syngenta Biosciences
Pvt. Ltd.

PRI RER
T O

20

Sun Pharma Advanced Research Company Ltd.
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28 B

I3 B MR AL 2 AR
DAl
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Vanta Bioscience Limited
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IRAEA M K OV A A ) D BR BE F 1 R R
AT B OV IR AL A kR
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Vimta Labs Limited

B LR
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GIMT R OB IRAL 2R
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23

Indofil Industries Limited

B LSRR

24

Toxicity Testing: GLP Test Facility, CSIR-
Indian Institute of Toxicology Research
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IKAE R O B W) 0 Bt B i PR
SR K OB R AL R

25

Vivo Bio Tech Ltd

WL RO RRBR
wEMERBR

PR AR
ST B ONERIRA L 27 R

26

Centre for Toxicology and Developmental
Research (CEFTE)

AEMERRER

28 S MR

ST K OB R AL R
T DAl

27

Laila Nutraceuticals Research & Development
Center
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GIHT R OB RA L R
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28

Drug Safety Assessment, Novel Drug
Discovery and Development (NDDD), Lupin
Limited (Research Park)

Wb R RRBR
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ST B DN IR 2 R
a2l
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Lambda Therapeutic Research Limited
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K e 1 - KRR CoEEIICET LR
TR YR

GIMT B OB IR AL 23R

Z O

31

GLP Compliant Laboratory, Jubilant Biosys
Limited

7 MERRR
28 BRI
GIMT B OB IR AL 23R

32

Natural Remedies Private Limited

7 MERRR

33

Krish Biotech Research Private Limited

W R RRBR
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34

Bioscience Research Foundation

WL R RBR

IR

IKAE W R OV W) 00 Bt B i PR
K e g - R T oZEEN B 5 Rk
A L HARARERA~DRBIZEET 5
Z DAl

R

35

GLR Laboratories Pvt. Ltd.

wEMERBR

36

Toxicology Centre, Shriram Institute for
Industrial Research

PRI RBR
wEMERBR
ST B ONERIRA L 2R
PR AR

37

Ross Lifescience Private Limited

PRI RER

IKAE R OV ) 0D Bt B i PR
K e BHE - KK TOZEIIET 55
PR kR

38

Dabur Research Foundation

Wb R RRBR

i MERR

28 B MR

GIHT R OB R AL R
Z DAl

39

Anthem Biosciences Private Limited

Wb R RRBR

i MERR

ST B DN IR AL 2 R
a2l

40

Meghmani Organics Ltd.

PRI RER

41

Sipra Labs Limited

7 MERRR

42

CSIR - Central Drug Research Institute

7 MERRR
DAl

43

JDM Scientific Research Organization Private
Limited

WL R RBR

AR

28 BRI

IKAAE K OB B M) 0D Bt B i MU
o3t B OV R AL 2 AR

44

Edara Research Foundation

7 MERRR
28 B FPERARR
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45

PRADO Preclinical Research and Development
Organization Private Limited

o MERBR

46

Pre-Clinical Department (CRO), Cadila
Pharmaceuticals Limited

AR
GINT R OB IRAL 2R

47

Diligence Bio Private Limited

BRI RAER
IKRAE A R OV A A D BR s w1 R UBR
GIMT R OB IRAL 2R

48

Vipragen Biosciences Private Limited

B LSRR

i MERRR

28 SR MR

SR K OB R AL R

49

Accutest Biologics Pvt. Ltd

Z DO

50

Ana Laboratories

PRI RBR
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TABLE 3
INFORMED CONSENT
1. Checklist of informed consent documents for clinical trial subject.-

1.1 Essential elements:
(1) Statement that the study involves research and explanation of the purpose of the research.
(i) Expected duration of the participation of subject.
(iii)  Description of the procedures to be followed, including all invasive procedures.

{(iv)  Description of any reasonably foreseeable risks or discomforts to the Subject,

(v) Description of any benefils 1o the Subject or others reasonably expected from research. If no benefit is
expected Subject should be made aware of this.

(vi) Disclosure of specific appropriate alternative procedures or therapies available to the Subject.

(vii) Statement describing the extent to which confidentiality of records identifying the Subject will be
maintained and who will have access to Subject's medical records.

(viii) Trial treatment schedule and the probability for random assignment to each treatment {for randomized
trials).

(ix) Statement describing the financial compensation and the medical management as under:

{a) In case of an injury occurring to the subject during the clinical trial, free medical management shall be
given as long as required or till such time it is established that the injury is not related to the clinical trial,
whichever is earlier.

{b) In the event of a trial related injury or death, the sponsor or his representative or the investigator or
centre, as the case may be, in accordance with the rule 39, as the case may be, shall provide lnancial
compensation for the injury or death.

(x)An explanation about whom to contact for trial related queries, rights of Subjects and in the event of any injury.
(xi) The anticipated prorated payment, if any, to the subject for participating in the trial.
(xii) Responsibilities of subject on participation in the trial.

{xiii) Statement that participation is voluntary, that the subject can withdraw from the study at any time and that
refusal o participate will not involve any penalty or loss of benefits w which the subject is otherwise entitled.

{xiv) Statement that there is a possibility of failure of investigational product to provide intended therapeutic
effect.

{xv) Statement that in the case of placebo controlled trial, the placebo administered o the subjects shall not have
any therapeutic effect.

87 https://cdsco.gov.in/opencms/export/sites/ CDSCO_WEB/Pdf-documents/NewDrugs CTRules_2019.pdf
215~217 &
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(xvi) Any other pertinent information.
1.2 Additional elements, which may be required:

{a) Statement of foreseeable circumstances under which the participation of the subject may be terminated by the
Investigator without his or her consent.

(h) Additional costs to the subject that may result from participation in the study.

(c)The consequences of a Subject’s decision to withdraw from the research and procedures for orderly
termination of participation by Subject,

{d)(d) Statement that the Subject or Subject's representative will be notified in a timely manner if significant new
findings develop during the course of the research which may affect the Subject’s willingness o continue
participation will be provided.

{e). A statement that the particular treatment or procedure may involve risks to the Subject (or to the embryo or
foetus, if the Subject is or may become pregnant), which are currently unforeseeable.

(f) Approximate number of Subjects enrolled in the study.
2. Format of informed consent form for Subjects participating in a clinical trial —
Informed Consent form to participate in a clinical trial
Study Title:
Study Number:
Subject's Initials: Subject’s Name:

Date of Birth/Age:

Address of the Subject ___
Qualification ______
Occupation; Student or Self-Employed or Service or Housewife or Others (Please click as appropriate) .
Annual Income of the subject:

Name and address of the nominees and his relation to the subject (for the purpose of compensation in case of
trial related death).

Place Initial box (Subject)

(1) I confirm that I have read and understood the information [ ]

Sheet dared for the above study and have

had the opportunity 1o ask questions,
(1i) I understand that my participation in the study is voluntary and [ ]

that T am free to withdraw at any time, without giving any reason,

without my medical care or legal rights being affected.
(i) I understand that the Sponsor of the clinical trial, others

working on the Sponsor’s behalf, the Ethics Committee

and the regulatory authorities will not need my permission

to look at my health records both in respect of the current

study and any further research that may be conducted in

relation to it, even if 1 withdraw from the trial.

I agree to this access. However, I understand that

my identity will not be revealed in any information

released to third parties or published. | |

{iv) I agree not to restrict the use of any data or results that arise
from this study provided such a use is only for scientific purposes [ |
v) T agree o take part in the above study. [ 1

Signature {or Thumb impression) of the Subject/Legally Acceptable Representative:

Date: / !
Signatory’s Nam:
Signature of the Investigator: Drate: i !
Study Investigator’s Name:
Signature of the Witness Date: / !

Name of the Witness:

Copy of the Patient Information Sheet and duly filled Informed Consent Form shall be handed over to the subject his or
her attendant.
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https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?nu

m_id=NTU0OQ==
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Do

o

(1) BEFRESRREER T, ERESICRD (2) HICHET 1WA, CDSCO @
MEREES A T A VAT L) IZT7 vy 7 r— RLTRELRTNITR B
AN
2 BEEEST v T u— RS ERIIU T O®Y
() EFEmzELCWEaM, 77— LA, TOMERESEZEEL T
D FHROALATEAERT, EREAR ORGEFE3EFT 04T L LR
(i) [EREISOEM (4. TFAES, HHEN, ERER 7 A, f#
RATEE, SHE (biud) | RyEcEd, EEIIEER, 770 M
(1999 FERGIEILIC SV TRE SN TV D HEA) )
(iii) HREEREERCB L CEERERBRER RS, JUIEBRRE 7 +—7
LNT Ko TRRGE S 4172 1S0 13485 B ICHEML L TV 5 Z & DREFIE
(iv) HEHEENRUELIERNEETHEERLOTHD Z &2 nT MEEFD
EXREBAANY BRE
K 19C
(R A T A VAT M) IC LS EIRHT D & HEEE OBEE 5,
AR END, BEER L, EFRERO T VCERESE R T2 b0 T 5,
BRI 19D
(1)  HAI19A TS & LEERMESG 2 WMAT 2813, CDSCO O [ERH# 4 7 1
YUAT L ACRE L, TOERESICE LT TORRET v 7 r— L
RFHITR B,
(2 WAEEDT v T u— FTHERII T 0@,
() EEEHREZEALCWDIEM, 77 —L4, TOMERKESRZEAL T
DHEEMDATT, K OERMER O & HikE
(i) EFREROFEM (—Rka. 7 AES, B, ERERZ 7 A, #
RRATEE, ~HE (BAUE) | RydcEa, EEUIEER, 77 M4
(1999 FERFIEIEIZ EE SV TRER S LTV D HEA) )
(i) MEEHEIRICE L CEEZREREREE RS, TEESE 7 +—7
LT &Ko TRAE S 472 1SO 13485 BUS ICHEML L TV % Z & DREIE
(iv) JFPEED S O [ BRI E
(V) HEEDRELEERPEETEERLOTHDL Z L AR THAEED
EXRBAANY BRE
BRI 19E
MEFRER A T A VAT L) I ERROERERTT 5 & HEEE OBRERE )
B EN D, MAETIX, EREBEHRO T SRR ESEZ#T b0 LT 5,
KA 19F
FRFFRIBEBR IR, W R DIERTH UEAMRE L, MERL RN BhET S MR
EHEZMET 2 ENTE D, PRI, BEEDPARROWTHDOHE
ZENF L TRV T L2 ha . BEEICER 2R T E 2 52 0%, BB aoR
L7eFHIC Lo ORERE S OB L, UL I3 rT R ANE ) & I3 2 B,
VIR T AT IET 5 ENTE D,

[FHLAITIE, ABEE 8 DRz R L7eRFOIHHA 6 DRIZT ZBML, MEEELMAT
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S.N.

R 7 7 R

bR OHIFH & Zeff:

T EES THESA TS b0 | RERIOTSTOBEE, SRR A
ZER < T ANTOEREG RO % MA FIZESWTORER S LR T e
HRNVWEWIFMHFET, UTFTOLIITED L
nNos,
K, 77 2AA (R 27) RO 7 A B
(KHEY 2 27) (2 oW TIT@m B 25 30 7
H. 772C (@) x27) KO7 7 AD
(@YU A7) OBEIHCOWTIT@E A M D 42
r HOMRZ TR T35,
fHEE (BRI 19A Z2)
S.No. A EnEd
1 Disposable Hypodermic Syringes
2 Disposable Hypodermic Needles
3 Disposable Perfusion Sets
4 Substances used for in vitro diagnosis including Blood Grouping Sera
5 Cardiac Stents
6 Drug Eluting Stents
7 Catheters
8 Intra Ocular Lenses
9 I.V. Cannulae
10 Bone Cements
11 Heart Valves
12 Scalp Vein Set
13 Orthopedic Implants
14 Internal Prosthetic Replacements
15 Ablation Devices
16 Ligatures, Sutures and Staplers
17 Intra Uterine Devices (Cu-T)
18 Condoms
19 Tubal Rings
20 Surgical Dressings
21 Umbilical tapes
22 Blood/Blood Component Bags
23 Organ Preservative Solution
24 | Nebulizer (202141 H 1 A2 54%))
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25 Blood Pressure Monitoring Device (2021 41 H 1 H2>HH%h)
26 | Glucometer (202141 H 1 HAHH%Z)

27 | Digital Thermometer (2021 4F 1 H 1 A2>5HA%))

28 All implantable medical devices Equipment (2021 44 H 1 H 2B A%))
29 | CT Scan Equipment (2021 4F4 A 1 B/HA%h)

30 | MRI Equipment (202144 H 1 H 25 47%h)

31 | Defibrillators (202144 H 1 H2xHA%h)

32 | PET Equipment (202144 J 1 B/ 5 H%))

33 | X-Ray Machine (202144 7 1 A5 47%h)

34 | Dialysis Machine (202144 H 1 H)HAE%))

35 Bone marrow cell separator (2021 4 H 1 H)xHH%h)

36 | 2017 FFEEMEER LT E S 7o iHE A & B Al

37 Ultrasound equipment (2020 4F 11 A 1 H2xHH%h)
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o HEEH. 74k A%
2017 FEEFHEIIFHANC TR E SN TEBY . LR TOREIN-FFEHFEEE, 51 2%0D
A LU NIRRT,

o HAMD-3 77 A2 AXIL7 T A B OEEH & e K OYTEO 7= O 8Ed 5
A & AHFE07

Form MD-3
[See sub-rule (2) of rule 20]
Application for Grant of Licence to Manufacture for Sale and Distribution of Class A or Class B medical device

1. Name of Applicant:
2. Nature and constitution of manufacturer:
(e, proprietorship, partnership including Limited
Liability Partnership, private or public company, society,
trust, other to be specified)
(i) Corporate! registered office address including
telephone number, mobile number, fax number and e-
mail id:
(11} Manufacturing site address including telephone
number, mobile number, fax number and e-mail id:
(iii} Address for correspondence:

[corporate/ registered office/ manufacturing site]
. Details of medical device(s) to be manufactured [Annexed]:

Lk

4
5. Whether substantial equivalence 1o a predicate device is claimed: (Yes/ No)

6. Fee paid on Rs receiptichallan/transaction id
i

8

. I have enclosed the documents as specified in the Fourth Schedule of Medical Devices Rules, 20017,
- I hereby state and undertake thar:
(i) the manufacturing site is ready for audit or shall be ready for audit on ... in accordance with
the requirements of Medical Devices Rules, 2017,
(ii) I shall comply with all the provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the Medical
Devices Rules, 2017,

Place: Signature
Drate: (Name and designation)
[To be signed digitally]

Annexure:

SN, | Generic | Maodel | Intended | Class Material of | Dimension | Shell | Sterile or | Brand
name No. use of construction | (if any) life Non MName (if
medical sterile registered
device under the

Trade

Marks

Act,

1999)

107

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?nu
m_id=MzMzNg== 223~224 H
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o A MD-4 772 ALY T A B DEEM & e L Ot T i+ 5 e —
VT A & A HIEEL08

Form MD-4
[See sub-rule (2) of rule 20]

Application for Grant of Loan Licence to Manufacture for Sale or for Distribution of Class A or Class B medical
device

1. Name of Applicant:
2. Nature and constitution of manufacturer:

(Le. proprietorship, partnership including Limited

Liability Partnership, private or public company, society,

trust, other to be specified)
3. (i) Corporate/ registered office address including
telephone number, mobile number, fax number and e-
mail id:
(1) Name and address of Manufacturing site including
telephone number, mobile number, fax number and e-
mail id:
(iii) Address for correspondence:

[corporate/ registered office/ manufacturing site]
Details of medical device(s) to be manufactured [Annexed]:
Whether substantial equivalence to a predicate device is claimed: (Yes/ No)
Feeppidon ' Rs  receiptichallan/transaction id o
7.1 have enclosed the documents as specified in the Fourth Schedule of Medical Devices Rules, 2017.
& I hereby state and undertake that:
(i) I shall comply with all the provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the Medical
Devices Rules, 2017.

ook

Place: Signature
Date: (Mame and designation)
[To be signed digitally]

Annexure:
S.N. | Generic | Model | Intended | Class Material of | Dimension | Shelf | Sterile or | Brand
name No. use of construction | (if any) life | Non Name (if registered
medical sterile under the Trade
device Marks Act, 1999)

108

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?nu
m_id=MzMzNg== 225 H
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o HAMD-5 77 A2 ALY T A B OEEHK & e M OYTEO - OG5 7
At A109

Form MD-5
[See sub-rule (4) of rule 20 and sub-rule (6) of rule 2]

Licence to Manufacture for Sale or for Distribution of Class A or Class B Medical Device,
Licence Number: ..........

1. M/s (Name and full address of manufacturer with telephone, fax and e-mail) has been
licenced to manufacture for sale or for distribution the below listed medical device(s) at the premises situated at
(address of manufacturing facility where the manufacturing will be carried out).

2, Details of medical device(s) [Annexed],

3. This licence is subject to the provisions of the Medical Devices Rules, 2007 and conditions prescribed therein.

Place: State Licensing Authority
Date: [To be signed digitally)

Annexure:

S.N. | Generic | Model | Intended | Class Material of | Dimension | Shelf | Sterile or | Brand
name Mo use of construction | (if any) life Non Mame (if
medical sterile registered
device under the
Trade
Marks
Act,
1999)

109

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?nu
m_id=MzMzNg== 226 H

150


https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MzMzNg==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MzMzNg==

o HAMD-6 77 A ALY T A B DOEEK & e A OTEO -0 iET 5 e
»__\/5,1"—]2‘\/2110

Form MD-6
[See sub-rule (4) of rule 20 and sub-rule (6) of rule 20]

Loan Licence to Manufacture for Sale or for Distribution of Class A or Class B medical device
Loan Licence Number: ...

1. M/s (Name and full address of manufacturer with telephone, fax and e-mail) has
been licenced to manufacture for sale or for distribution the below listed medical device(s) at the premises situated at
(address of manufacturing facility where the manufacturing will be carried

out along with the licence number) Clo (name of manufacturing site licence holder).

2. Details of medical device(s) [Annexed].

3. This licence is subject to the provisions of the Medical Devices Rules, 2017 and conditions preseribed therein.

State Licensing Authority
[To be signed digitally]

Place:
Date:

Annexure:

SN | Generic | Model | Intended | Class Material of | Dimension | Shelf | Sterile or | Brand
name No. use of construction | (if any) life Non Mame (if
medical sterile registered
device under the

Trade

Marks

Act,

1999)

110
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?nu

m_id=MzMzNg== 227 H
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o HAMD-7 77 A CXIX7 7 A D OEEH % e K OB O - O35 7
A o AR5

Form MD-7
[See sub-rule (1) of rule 21 and sub-rule (2) of rule 21)

Application for Grant of Licence to Manufacture for Sale or for Distribution of
Class C or Class I

1. Name of Applicant:
2. Nature and constitution of manufacturer:

(i.e. proprietorship, partnership including Limited

Liability Partnership, private or public company, society,

trust, other to be specified)
3.(1) Corporate’ registered office address including

telephone number, mobile number, fax number and e-

mail id:

(ii) Manufacturing site address including telephone

number, mobile number, fax number and c-mail id:

(1ii) Address for correspondence:

[corporate/ registered office/ manufacturing site]

4. Details of medical device(s) to be manufactured | Annexed):
5. Whether substantial equivalence to a predicate device is elaimed: (Yes/ No)
6. Fee paid on Rs receipt/challan/transaction id
7
8

. I have enclosed the documents as specified in the Fourth Schedule of Medical Devices Rules, 2017.

. I hereby state and undertake that:

(1) the manufacturing site is ready for audit or shall be ready for auditon ........................... in accordance with
the requirements of Medical Devices Rules, 2017,

(ii) I shall comply with all the provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the Medical
Devices Rules, 2017,

Place: Signature
Dhate: (Mame and designation)
[To be signed digitally]

Annexure:

S.N. | Generic | Model | Intended | Class Material of | Dimension | Shelf | Sterile or | Brand
name No. use of construction | {if any) life Non MName (if
medical sterile registered
device under the

Trade

Marks

Act,

1999)
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o HAMD-8 77 A CXix7 7 A D OEEK % e A OtEO -0+ 5 e
— T4t AHEEL2

Form MD-§
[See sub-rule (1) of rule 21 and sub-rule (2) of rule 21]

Application for Grant of Loan Licence to Manufacture for Sale or for Distribution of Class C or Class D

1. Name of Applicant;
2. Nature and constitution of manufacturer:

(i.e. proprictorship, partnership including Limited

Liability Partnership, private or public company, society,

trust, other to be specified)
3. (1) Corporate/ registered ofTice address including

telephone number, mobile number, fax number and e-

mail id:

(i) Manufacturing site address including telephone

mumber, mobile number, fax number and e-mail id:

(iif) Address for correspondence:

[eorporate office/ manufacturing site]
4. Details of medical device(s) to be manufactured [Annexed]:
3. Whether substantial equivalence to a predicate device is claimed: (Yes/ No)
6. Fee paid on Rs receipt/challan/transaction id
7. I have enclosed the documents as specified in the Fourth Schedule of Medical Devices Rules, 2017,
& I hereby state and undertake that:
(1) the manufacturing site is ready for audit or shall be ready for auditon .......__....._...._.... in accordance with
the requirements of the Medical Devices Rules, 2017,

(i1} I shall comply with all the provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the Medical
Devices Rules, 2017,

Place: Signature
Date: (MName and designation)
[To be signed digitally]

Annexure:

S.M. | Generic | Model | Intended | Class Material of | Dimension | Shelf | Sterile or | Brand
name No. use of construction | (if any) life Naon Mame (if
medical sterile registered
device under the

Trade

Marks

Act,

19599)

112

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?nu
m_id=MzMzNg== 229 H
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o HAMD-9 77 A C XX/ 7 A D OEEH % e M OB O - O 8E3 5 7

/])'IZ\/XHS

Licence Number: ...,

1. M/s

Form MD-9

[See sub-rule (1) rule 25]

Licence to Manufacture for Sale or for Distribution of Class C or Class D

(Name and full address of manufacturer with telephone, fax and e-mail) has been

licenced to manufacture for sale or for distribution the below listed medical device(s) at the premises situated at

2. Details of medical device(s) [Annexed],

(address of manufacturing facility where the manufacturing will be carried out).

3, The names, qualifications and experience of the competent technical stall responsible for the manufacture and testing of
the above mentioned medical device(s).

4. This licence is subject to the provisions of the Medical Devices Rules, 2017 and conditions prescribed therein.

Place:
Date:

Central Licensing Authority

[To

be signed digitally]

Annexure:

S.N. | Generic
name

Model
No.

Intended
use

Class
of
medical
device

Material of
construction

Dimension
{if any)

Shelf
life

Sterile or
Non
sterile

Brand
Name (if’
registered
under the
Trade
Marks
Act,
1999)
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o HAMD-10 7 7 A C XiZ7 7 A D O EEH % e L OB O 7= 012G+ 5 e
‘—.\/5/]"]2.\/}114

Form MD-10
[See sub-rule (1) rule 25)

Loan Licence to Manufacture for Sale or for Distribution of Class C or Class D medical device

Loan Licence Number: ...__.....

M (Name and full address of manufacturer with telephone, fax and e-mail) has
been licenced to manufacture for sale or for distribution the below listed medical device(s) at the premises situated at

(address of manufacturing facility where the manufacturing will be carried
out along with the licence number) Clo (name of manufacturing site licence holder).

(=]

- Deetails of medieal device(s) [Annexed].

- The names, gualifications and experience of competent technical staff responsible for the manufacture and testing of
the above mentioned medical device:

tad

I

. This licence is subject to the provisions of the Medical Devices Rules, 2017 and conditions preseribed therein.

Place: State Licensing Authority
Date: [To be signed digitally]

Annexure:

S.NL | Generic | Model | Intended | Class Material of | Dimension | Shelf | Sterile or | Brand
namc No. use of construction | (if any) life Non Mame (if
medical sterile registered
device under the
Trade
Marks
Act,
1999)

114
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?nu
m_id=MzMzNg== 231 H

155


https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MzMzNg==
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MzMzNg==

o A MD-11 Bl E X ImEEORE LS

Form MD-11
[See clause (vii) of rule 26]
Form in which the Audit or Inspection Book shall be maintained.
(A) The cover of the audit or inspection book shall contain the following particulars, namely:-
1. The name and address of the licencee
2. Licence Number

(B

(i) The pages of the audit or inspection book shall be serially numbered and duly stamped by the Central
Licensing Authority®/State Licensing Authority®. The pages, other than the first and the last pages, shall have the
following particulars:-

Name and designation of the auditor or medical device officer who audited or inspected the premises:
Date of audit or inspection
Observations of the auditor or medical device officer

Signature of the auditor or medical device officer

(ii} The first and last pages of the sudit or inspection book shall be endorsed by the Central Licensing
Authority*/State Licensing Authority® with the following words, namely:-

Audit or inspection book maintained by M/'s situated at for licence
number in Form under the Medical Devices Rules, 2017.

*Central Licensing Authority)
*State Licensing Authority
[To be signed digitally]
*Delete whichever is not applicable.

Notes:

(1) Printed copy of the Inspection Book may be obtained by the licencee from the Licensing Authority on payment
of fee as may be specified by the concerned Licensing Authority from time to time.

(i1} The audit or inspection book shall be maintained at the premises of the licencee.

(i) The original copy of ebservations made by the auditor or medical device officer shall be maintained in the
premises of the licencee and duplicate copy shall be sent to the Central Licensing Authority/ State Licensing
Authority. The triplicate copy shall be taken as record by the auditor or medical device officer.
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o e MD-12  BEIRGRA, 7 A b, B, &, T A M L—va v T E
1 & Uiz EdERRs ORLE T A & o A HIFELS

Form MD-12
[See sub-rule (1) of rule 31]

Application for licence to manufacture medical device for purpose of clinical investigations, test, evaluation,
examination, demonstration or training

. Name of Applicant:
2. Nature and constitution of manufacturer:
{Le. proprietorship, partnership ineluding Limited
Liability Partnership, private or public company, society,
trust, other 1o be specified)
3.(i) Corporate/ registered office address including
telephone number, mobile number, fax number and
e-mail id:
(i) Testing or evaluation site address including telephone
number, mobile number, fax number and e-mail id:
(111} Address for correspondence:
[eotporate office/ testing site]
4. Details of medical device(s) to be manufactured [ Annexed):
5. Fee paid on Rs receipt/challan/transaction id

6. | hereby state and undertake that, 1 shall comply with all applicable provisions of the Drugs and Cosmetics Act,
19400 (23 of 1940) and the Medical Devices Rules, 2017.

Place: Signature
Date: (Name and designation)
[To be signed digitally]

Annexure:

SN, Cieneric name Class of medical Quantity proposed to be
device manufactured

o B MD-13  ERIRFAAS, 7 A b, i, M, 78 A M L—va T E H
M & L7 R 0l 5 A & o 21T

Form MD-13
[See sub-rule (3) of rule 31]
Licence to Manufacture Medical Devices for the Purposes of Clinical Investigations or Test or Evaluation
or Demonstration or Training

LMYS e cOF e . 18 hereby licenced 1o manufacture the medical device(s) specified
below for the purposes of clinical investigations or test or evaluation or demonstration or training at
.................................... (address of the premise).

SN Generic name Class of medical Quantity permitted to be
device manufactured

2. This licence is subject to the provisions of the Medical Devices Rules, 2017 and conditions preseribed therein.

3. This licence shall be in force for a period of three year from the date specified below.

Place: Central Licensing Authority
Drate: [To be signed digitally]
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o e MD-14  [EPREESSIAN 7 A & o A HIFELS

Form MD-14
[See sub-rule (1) of rule 34]

Application for issue of import licence to import medical device

1. Name of Authorised agent:

2. Nature and constitution of Authorised agent:

(i.e. proprietorship, partnership including Limited
Liability Partnership, private or public company, society.
trust, other to be specified)

3.(i) Corporate’ registered office address ineluding
telephone number, mobile number, fax number and
e-mail id:

(1) Authorised Agent address including telephone
number, mobile number, fax number and e-mail id as per
wholesale licence or manufacturing licence:
(iii)} Address for correspondence:
[corporate registered office/
authorised agent]
4. Particulars of overseas Manufacturer, Manufacturing site(s):

Sr. Mame and address of manufacturer (full | Name and address of manufacturing site (full address
No. address with telephone, fax and e-mail with telephone, fax and e-mail address of the
address of the manufacturer) manufacturing site)

5. Details of medical device(s) o be imported [Annexed]:
6. Whether substantial equivalence to a predicate device is claimed: (Yes/ No)

7. Fee paid on Rs receipt/challan/transaction id
& I have enclosed the documents as specified in the Fourth Schedule for grant of licence to import medical
device(s),

9. T hereby state and undertake that:

(i) I shall comply with applicable provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the Medical
Devices Rules, 2017,

Place: Signature
Date: (Mame and designation)

[To be signed digitally]

Annexure:
S.M. | Generie | Model | Intended | Class Material of | Dimension | Shelf | Sterile or | Brand
name No. use of construction | (if any) life MNon Name {if
medical sterile registered
device under Trade
Marks Act
1999)
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o BRI MD-15 EREBESEGHA T A o Al
Form MD-15
[See sub-rule (1) of rule 36]

Licence to Import Medical Device

Licence No.:

1. M/s (Name, full address, as per wholesale lic I ing licence, of
authorised agent with telephone and e-mail address) is hereby licenced to import the medical device(s)
manufactured by overseas facturer having fi ing site as specified below.

2. Details of overseas facturer and f: ing site under this licence.

Sr. No. Name & address of overseas Name & address of overseas manufacturing site
manufacturer (full address with telephone and e-mail address of the
(full address with telephone and ¢- manufacturing site)
mail address of the facturer)

3. Details of medical device(s) [A d].

4. The authorised agent M/s. will be responsible for the busi activities of the
overseas manufacturer, in India in all respects.

5. This licence is subject to the provisions of the Medical Devices Rules, 2017 and conditions prescribed therein,

Place: Central Licensing Authority
Date: Seal or Stamp

Annexure:
S.N. | Generic | Maodel | Intended | Class Material of | Dimension | Shelf | Sterile or | Brand
name No. use of construction | (if any) life Non Name (if
medical sterile registered
device under
Trade
Marks
Act
1999)
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o KX MD-16  BEIRHA., 7 A b, §Hli, &, T A M L—va v T E B
B & LIz ERREERR OGN T A & o A HIFE10

Form MD-16
[See sub-rule (2) of rule 40]

Application for Licence to Import Medical Devices for the Purposes of Clinical Investigations or Test or
Evaluation or Demonstration or Training

1. Name of applicant:

2. Address of applicant including telephone number,
mobile number, fax number and e-mail id:

3. Name and Address of device Manufacturer:

4, Name and Address of site(s) where test or evaluation is

proposed to be conducted:

5. Details of medical device(s) to be imported [ Annexed).

6. Brief description of the medical device

7. Purpose of import

8. Justification for quantity to be imported

9. An undertaking stating that required facilities including

equipment, instrument and personnel have been provided

to test or evaluate medical device

100 An undertaking stating that the medical device

proposed to be imported to be used exclusively for

purpose specified at serial number 7 and shall not be used

for commercial purpose

I.Feepaidon  Rs  receiptichallan/transactionid |
12, 1 hereby state and undertake that, | shall comply with all applicable provisions of the Drugs and Cosmetics Act,
1940(23 of 19407 and the Medical Devices Rules, 2017.

Place: Signature
Date: {Mame and designation)
[To be signed digitally]

Annexure:

SM. | Name of | Model | Intended | Class Material of | Dimension | Shelf | Sterile or | Quantity

medical | No, use of construction | (if any) life | Non 1o be
device medical sterile impaorted
(Generic device

and

brand )
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o KX MD-17  BEIRGAA, 7 A b, B, &, T8 A M L—va v TR E B
By & L7-ERBESR DA T A & Rl

Form MD-17
[See sub-rule (1) of rule 41]

Licence to Import Medical Devices for the Purposes of Clinical Investigations or Test or Evaluation or
Demonstration or Training

.. is hereby licenced to import the medical device specified below from M/s
(Mame and full address of overseas manufacturer) for the purposes of clinical investigations or test or
evaluation or demonstration or training at _....................... (Name and address, where clinical investigations or
test or evaluation or is to be carmied out),

SN Generic name Class of medical Quantity permitted to be imported
device

2. This licence is subject to conditions preseribed under the Medical Devices Rules, 2017,

3. This licence shall. unless previously suspended or revoked, be in force for a period of three year from the date
specified below:-

Place: Central Licensing Authority
Date: [To be signed digitally]
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o BEUMD-18  BUMEE UL E ERMBIIC & 5 B TRIRA H A & U7 TSR R
PEOWGAN T A & o A HF5122

Form MD-18
[See sub-rule (1) of rule 42]

Application for licence to import investigational medical devices for the purposes by a government hospital or
statutory medical institution for the treatment of patients

(MName and designation) of

(Name of the Government Hospital or Slﬂlulﬂl‘)‘ \-’chlcal Inslm.mon) hcrcb} apply
fur a licence to import sinall quantities of m\e<l|g,au¢nal medical device qpel,med below manufactured by M/s,

.. (Name and full address of overseas manufacturer) for the purpose of treatment of patients
(Name of the disease). o

. (name and address of the hospital).

for the disease....

2. Details of medical device to be imported:

Quantities which may be

Mame of the investigational | Name  and  address  of  the
imported

Medical device manufacturer

3.1 shall comply with the provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the Medical Devices

Rules, 2017,
4. A fee of Rs. has been credited to the Government under the Head through Challan/receipt
Mo dated. {copy attached).
Place: SIENAUE. o
Date: MName, . .
Scal ar Slamp .................

Certificate

Certified that the investigational medical device specified above for import are urgently required for the

treatment of patients suffering from ...........coocoveeereo. anel that the said medical device is not available in India,

Place:
Signature...

Medical Superintendent of the Government Hobpliul. .f Hcad ol'

Dhate:
Statutory Medical Institution Seal or Stamp

122
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o  #RAMD-19 EBURFREESUTIETEERERIC X 2 BETBRE B L LIRS ERHE
SOl TN

Form MD-19
[See sub-rule (2) of rule 42]

Licence to import investigational medical device by a government hospital or statutory medical
institution for the treatment of patients

Licence No.

1. Dr (Name and designation) of (Name of Hospital or
Statutory Medical Institution) here by grant licence to import from M/S .....oooviviiiiinnnn (Name and full
ddress of f: er) the medical devices specified below for the purpose of treatment of patients for the
disease (name of the disease) at ...........ccovvirnnirneniininiinen (name and address of the
hospital).

2. Details of medical device to be imported:

Name of medical device Quantities which may be imported

3. This licence shall, unless previously suspended or revoked, be in force for a period of one year from the date of
issue specified above.

Place: Central Licensing Authority
Date: Seal or Stamp
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o KR MD-27 JHEIEEEES O 22\ RS 2 A 7E SUTIRIE O 72 9 1 i A SO 3 RS

% R

Form MD-27
[See sub-rule (2) of rule 63]

Permission to import or manufacture for sale or for distribution of medical device which does not
have predicate medical device

Permission Mo,

1. Mis,
site

(Name and full address of manufacturer with telephone, and e-mail) having manufacturing
— {address of manufacturing site), is hereby permitted to import / manufacture for sale or for
distribution of following medical devices.

2. Details of medical device(s) to be imported or manufactured [Annexed].

3. This permission is subject to conditions as specified in the Drugs and Cosmetics Act (23 of 1940) and the
Medical Devices Rules, 2017,

Place: Central Licensing Auth un'ty
Date: [To be signed digitally]
Annexure:
SNM. | Generic | Brand Model | Dimensi | Intended | Shelf life | Sterile/ Class of
Name name Na, on Use Non medical deviee
Sterile

o  FRIUMD-29 Fr OIS W R B G 2 din A SIS 4 5 7t

Form MD-29
[See sub-rule (2) of rule 64]
Permission to Import or Manufacture New Jfu Vitro Diagnostic Medical Deviee

Permission No.

1. The mnew in

vitro

diagnostic

manufacturing site

manufacture,

medical

device(s)

specified

below  manufactured by Mz,

(Name and full address of manufacturer with telephone, and e-mail) having

(address of manufacturing site), is hereby permitted o import or

2. Details of new in visro diagnostic medical deviee to be imported or manufactured [Annexed].

3. This permission is subject to conditions as specified in the Drugs and Cosmeties Act, 1940 (23 of 1940) and the
Medical Devices Rules, 2017,

Place:
Date:

Central Licensing Authority
[Tor be signed digitally]

Annexure:

SN, | Generie
Name

Brand
name

Maode
No.

Dimensi
on

Intended
Use

Shelf life

Sterile/ Class of
MNon medical device
Sterile
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o TARVR, W, BREFIHAEDOKRE—E

2017 FEERISER I fTEE 2THEINTWETIA B A, #HFA], BEGEFHED —E - &
FZLL Ty, 126

K EFREGREEO T A X FFA BEGEHEOREe—E

No. psaill 44 B
(BAL72 L
Tre—)
1 13(5) | #RGEHERY (Notified Body) D%k 25,000
2 13(7) | FRAEHERI DR gk & 25,000
3 202) | 77 A ALY T A BOEFRKGAEST L 7200RET A A -
Nige—rI 48R
4 (a) 1% b 5,000
5 (b) %% Fip 2 B 500
6 21Q2) | 77 ACXIZY 7 A DOEFHKSGEET 57 00MET A2 -
Mige—rI 48R
7 (a) 1% b 50,000
8 (b) %% x Fiip 2 B 1,000
9 WS (v AE R — 0 5 A & ADORERE T -
10 (a) 7 I AAXILY T A BOEFKSREEETD 1A b 5,000
11 (b) 77 ACXILY 7 A DDEREMEHET D 1Ak 50,000
12 () 75 ZAXITZ T A B DB ERHEES 500
13 (d) 7T ACXiZ7 7 A D OGO EFREd 1,000
14 31(1) | (BB OEFRESRORKRE, W, fHli, BE, TECARL—va 500

V. bb—=UJHNFT AN TA BV A

15 342) | AWK R LISN D 7 T 2 A RIS SR DI T A & o A

16 (@) 144 b $1,000
17 (b) 5% H&/p 2 RIRHE R $50
18 342) | RABIW I ERIEIRLIAN O 2 T 2 B RSB OA T A £ A

19 (@ 1¥%A4 k $2,000
20 (b) %% x Jhip 2 BEpRHg S $1,000
21 342) | 77 A ALY T A B ORI HERERR DA T A £ A-

22 (a) 1% b $1,000
23 (b) % Bip DR 2 W EFHERR $10
24 342) | RA BT TEREIRLIAN D 7 T 2 C T T 2 D ERESROEA T

AR

25 (@ 1%A1 h $3,000
26 (b) &~ Hip B ER R $1,500
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27 342) | 7 7 A CXIET T A D DIKRNZWRIEFIEOMA T 1 B A

28 (@ 1¥%4 k $3,000

29 (b) &% Hip 2RIV = 2R $500

30 35(2) | WS ELEBLG O 1R 5 $6,000

31 37 AT A o AR -

32 (a) ROV 2T HERMEI LIS D 7 5 2 A RS & 559 2 vEsh o $1,000
FERE Y

33 (b) AW EEREERR LIS D 7 5 2 B IR ikRs & K& 4 D Hgsh - $2,000
FERE Y

34 (c) KAV HEREER LN D 7 T A C XUt 7 T A D ERi % i $3,000
w2 A b1 4E

35 (d) s 2R ERBEESRUAND 7 F 2 A O BIO EFRES $50

36 (e) RIL W AEEIEER LN D Z Z 2 B OGO EEHES $1,000

37 (f) A 2l A ERER LI D 7 T 2 C T 7 T A D OEB O E $1,500
s

38 (g) 7T A ALY T A B OKRSZI EFas 2 R 2 $1,000
A 1L

39 (h) 7 T A CXIL7 7 A D ORI EFR S 2 SE 3 2 s $3,000
PR E Y=

40 () 77 AANITT T A B DK X Frp IR EWT F IE RS $10

41 (G) 7T A CXIZT T A D DS x Bin BRI E W E R $500

42 402) | EHOERESREOT A M, M, TECA M L—Y 3y, FlL—= $100
VL YN A

43 42(1) | BRI ST E E I SR BE AN B DR SR B R e A B AT~ D A D 500
k4

44 512)a) | 734 v v NEEKRE % L4 53 100,000

45 512)(b) | EERFGKIRA 2 FHET DA 100,000

46 59Q2) | PR AHRERTAM 2 52k 2§ AT 25,000

47 63(1) | L L TV DEEZR AN 20\ RIS A i A ST 854 2 7 ] 50,000

43 64(1) | BT LU MESMZINH RS ot A U BLE O FF Al 25,000

49 81(1) | BL&ZEH I fd - TEREESS O RER UL 2 i3 5 72 0 O E ik 20,000
BWIRT bV —Be%

50 84 EPIEIR T AT N Y — D BREFHER 20,000

51 91 ERS G T 2 72D OFE E 1,000
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Form MD-39
[See sub-rule (1) of rule 81]
Application for grant of registration to Medical Device Testing Laboratory for carry out Test or
Evaluation of a medical device on behalf of manufacturer
1. Name of Applicant:
2. Nature and constitution of applicant:
(i.¢. proprietorship, partnership including Limited
Liability Partnership, private or public company, society,
trust, other to be specified)
3. (i) Corporate/ registered office address including
leph ber, mobile . fax and e-

h h

mail id:
(ii) Testing laboratory address including telephone
, mobile ber, fax and e-mail id:
(iii) Address for correspondence:
[corporate office/ testing laboratory]

. Details of medical device(s) to be tested or evaluated [Annexed].
. Fee paid on Rs receipt/challan/transaction id
. I have enclosed the documents as specified in the sub-rule (2) of rule 82 of Medical Devices Rules, 2017,
. I hereby state and undertake that:
(i) the testing laboratory is ready for inspection or shall be ready for inspection on ......occovvviiiiiiiinin in

accordance with the requirements of Medical Devices Rules, 2017.

N

~N Wk

(ii) T shall comply with the applicable provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940), and the
Medical Devices Rules, 2017.

Place: Signature
Date: (Name and designation)
[To be signed digitally]
Annexure:

SN, Generic name Class of medical devices
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o  HRAIMD-40 BEFEZITRD - TEFRMAS OB SUIRHE 2 253 % G 7 R
7 U — OB GGEPRES

Form MD-40
[See sub-rule (3) of rule 83)

Certificate of registration to Medical Device Testing Laboratory for carry out Test or Evaluation
of a medical device on behalf of manufacturer

Lo M S s (Name  of  the firm)  simated
................................................... (full address with telephone and e-mail) has been registered as a Medical
Device Testing Laboratory for carry out Test or Evaluation of a medical device on behalf of manufacturer under the
Medical Devices Rules, 2017.

2. Details of medical device(s) to be tested or evaluated [ Annexed].

3. This Registration is subject to the conditions as specified in the Drugs and Cosmetics Act. 1940 (23 of 1940) and the
Medical Devices Rules, 2017.

Place: Central Licensing Authority
Date: [To be signed digitally]
Annexure:

SN, Generie name Class of medical devices

[F. Moo X 110353747201 6-DFQC]

K. L. SHARMA, Jt. Secy.
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o  #RAMD-22 KSR ERIESS OB 21T 5 FFa] FIEEM

Form MD-22
[See sub-rule (1) of rule 51]
Application for Grant of permission to conduct clinical investigation of an investigational medical device

1. Name of Applicant:
2. Nature and constitution of applicant:
{1.¢. proprictorship, partnership including Limited
Liability Partnership, company, society, trust, other to be
specified)
(i) Sponsor address including telephone number, mobile
number, fax number and e-mail id:
(11} Climical investigation site address including telephone
number, mobile number, fax number and e-mail id:
(iii} Address for correspondence:
Details of investigational medical device(s) and Clinical investigation site [ Annexed].
Clinical investigation plan number with date:
Fee paid on Rs receipt/challan/transaction id
7. I have enclosed the documents as specified in the Seventh Schedule of Medical Devices Rules, 2017.
& I hereby state and undertake thae:
(i) I shall comply with all the provisions of the Drugs and Cosmetics Act, 1940 and the Medical Devices Rules,

b

B

2017,
Place: Signature
Date: (Name and designation)
[To be signed digitally]
Annexure:
5N, Generic name Intended use Class of medical device
SN Name and address of Ethics Committee details Name of Principle Investigator
site(s)

146
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?nu
m_id=MzMzNg== 239 H
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o KR MD-23 AR FHA SN R A4

Form MD-23
[See clause (i) of rule 52]
Permission to conduct Clinical Investigation

Permission No.
1. M, (Name and full address) is hereby granted permission o conduct clinical
investigation for following investigational medical device as per clinical investigation plan dated

in the below mentioned clinical investigation sites,
2. Details of investigational medical device(s) and Clinical investigation site [Annexed].

3. This permission is subject to conditions as prescribed under Medical Devices Rules, 2017.

Place: Central Licensing Authority
Date: [To be signed digitally]
Annexure:

Details of investigational medical device(s):
SN Generic name Intended use Class of medical device

Details of Clinical investigation site:
SN Name and address of Ethics Committee details Name of Principle Investigator
site(s)

147
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Form MD-24
[See sub-rule (2) of rule 59]
Application for grant of permission to conduct clinical performance evaluation of new in vitre diagnostic medical
device
1. Name of Applicant:
2. Nature and constitution of applicant:
(i.e. proprictorship, partnership including Limited Liability
Partnership, company, society, trust, other to be specified)
- (i) Sponsor address including telephone number, mobile
number, fax number and c-mail id:
(it} Laboratory(s) or institution(s) address including
ielephone number, mobile number, fax number and e-mail
il
(iiiy Address for correspondence:

[

4. Details of new i vitro diagnostic medical device and laboratory(s) or institution(s) [Annexed].
5. Clinical performance evaluation plan number with date:
6. Fee paid on Rs receiptichallan/transaction id

7. I have enclosed the documents as specified in sub-rule (3) of rule 59 of Medical Devices Rules, 2017.
&. I hercby state and undertake that:

(1) I shall comply with all the provisions of the Drugs and Cosmetics Act, 1940 and the Medical Devices Rules, 2017,
Place: Signature
Date: {Mame and designalion]

[To be signed digitally]

Annexure:
Deetails of new in vitro diagnostic medical device
SN Generic name Intended use Class of medical device
Deetails of laboratory(s)institution(s) invelved
SN Name and address of Ethics Committee details MName of Principle Investigator
laboratory(s)/
institution{s)
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Form MD-25
[See sub-rule (5) of rule 59]
I performance evaluation of new in vitro diagnostic medical device

q lini,

?Ul issi lo
Permission No.

1. Mis (Name and full address of facturer with teleph and e-mail) is
hereby granted permission to conduct clinical performance evaluation of following new in virro diagnostic device
as per clinical performance evaluation plan dated: on the below mentioned
laboratory(s) or institution(s) involved.

2. Details of new in vitro diagnostic medical device and laboratory(s) or institution(s) [Annexed].

3. This permission is subject to conditions as prescribed under Medical Devices Rules, 2017.

Place: Central Licensing Authority
Date: [To be signed digitally]
Annexure:

Details of new in vitro diagnostic medical device:
S.N. Generic name Intended use Class of medical device

Details of laboratory(s)/institution(s) involved.

S.N. Name and address of Ethics Committee details Name of Principle Investigator
laboratory(s)/
institution(s)
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