the State Government shall provide information of the advertisements to the
Central Government on quarterly basis and also as and when sought by the
Central Government.

(15) The State Licensing Authority may suspend or cancel the license of
the manufacturer of the Ayurvedic, Siddha or Unani drug as per the provisions
of Rule 159, in case the directions given by the said authority is not complied.

(16) The Central Government shall, in the public interest, prohibit any
advertisement of the Ayurvedic, Siddha or Unani drugs, by notification in the
Official Gazette.]

SCHEDULE A
FORM 1
(Segqule )

MEMORANDUM T THE CERTRAL DRYGS LABORATORY

Serial Number.......... T

To the Director,

Central Drugs Laboratof............. ............... N et enns

| send herewith, under the provisions&‘o’f' section 25(4) of the Drugs and
Cosmetics  Act, 1940, sample(s) of a drug purporting to
DE. e for test or analysis and request that a report of the
result of the test or analysis may be supplied to this Court.

2. The distinguishing number on the packet iS........cccovvvviveviie e
3.Particulars of offence alleged...........cooviiiiiiiii
4. Matter on which opinion iS reqUIred...........ccevverveieniieiiese e
5. AT OF RS .o, has been deposited in Court.

Date.....ccccooveennen. Magistrate............cooevveniennnnn..
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'[Form 1A
(See rule 163C)

IPharmacopoeia Commission for Indian Medicine and Homoeopathy,
Ghaziabad (Uttar Pradesh)]

(Full name, Designation and Postal address of the sender)
Serial NO.....oovei

To the Director,

Pharmacopoeial Laboratory for Indian Medicine,

| send herewith under tife prowsmns of Section 11 (2)/section 25(4) and
section 33H of the Drugs and Cosmetlcs_-Act 1940 sample(s) of a drug
purporting to be...........¥eeeinnnns , ‘.; for test or analy3|s and request that a
report of the result of the test or an Y be supplied to this Court.

Magistrate/Authorized Signatory.]
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FORM 2

(See rule 6)
CERTIFICATE OF TEST OR ANALYSIS BY THE CENTRAL DRUGS
LABORATORY
Certified that the samples, bearing number..........ccccccevviiiieve e, purporting
to be a sample of ... received ON  ..ocovvveviniieene, with
memorandum NO. ....ccccvviveviieiieen, dated ..o, from

..................................... has been tested/analysed and that the result of such
test/analysis is as stated below.

2. The condition of the seals on the packet on receipt was as follows:—

*3. In the opinion of the undersigned the sample is of standard quality is not of
standard quality as defined in the Brugscand, Cosmetics Act, 1940, and rules
thereunder for the reasons giver below:,. '

Director
Date.....cccovvverieennnnn, Central Drugé Laboraféry or other@Authorised Officer
Details of results of test or analysis_'\ii(/,ith 'pfdt'ocols ofitest applied

Director
Date.....cccovvvverveviennn Central Drugs Laboratory or other Authorised Officer

* If opinion is required on any other matter, the paragraph should be suitably
amended.
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'[FORM 2A
(See rule 163E)
CERTIFICATE OF TEST OR ANALYSIS FROM THE
22IPHARMACOPOEIA COMMISSION FOR INDIAN MEDICINE AND
HOMOEOPATHY] OR GOVERNMENT ANALYST

Certified that the samples, bearing number...........ccccccceveiennnnnn, purporting to be
a sample  Of..iiiiii, received  ON.cocvvveevevieecicc e with
memorandum NO..otiiee e
dated.......coooviiiiiieiee, from...ce, has been tested/ analysed

and that the result of such test/analysis is as stated below.
2. The condition of the seals on the packet on receipt was as follows:—

*3. In the opinion of the undersignetbthe,sample is of standard quality as
defined in the Drugs and Cosmetlcs Act 1940 or rules thereunder for the
reasons given below. : ) :

In the opinion of the under3|gned the| sample isnot of standard quality as
defined in the Drugs and Cosmetlcs Act 1940 or rules thereunder for the
reasons given below. %, ~

“"Note.—*delete whichever is hot ,appliqa@,{bl‘e,,j,'_gyf

(Signature of the Analyst Person-in-Charge of testing)

Date......ccooovieiiiiieiieeee,
Place......ccocvvvivieicciee Name & Designation & Seal............ccccceevveiinnnnnn,
Name & Address of the Laboratory..............cc....... ]
1[***]
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’[FORM 8
(See rule 24)
APPLICATION FOR LICENCE TO IMPORT DRUGS (EXCLUDING
THOSE SPECIFIED IN SCHEDULE X) TO THE DRUGS AND
COSMETICS RULES, 1945

/WE™ e (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.......cccooiviiiiiiiiiniini (full address,
with telephone number, fax, and e-mail no.)

2. Names of the drugs to be imported:

1)

()

(3)

3. we*, o DARD @nglose herewith an undertaking in
Form 9 dated.........c.c........ ..... .signed, by the manufacturer as required by
rule 24 of the Drugs Rules{ 1945 /2 572 G

A, 1WE, oo Sveeeeereneeend 2., encloSe herewith a copy of

Registration Certificate”'concerning*@rt’h“ drUQs to be imported in India, issued

..................................... _Dated 220 sa,....... |ssued................ through
7 NS AN Wi ifname Sand  full  address)
...................................... VaRE UPLO erresiirascosmmin e eeape ke sernreenen

5. IWE™ e, 2 O w“hold a valid wholesale licence

for sale or distribution of drugs or valid licence to manufacture drugs, under the
provisions of the Act and rules made thereunder. A copy of the said licence is
enclosed.

6. Afeeof....ccoiiinn 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 Rules, 1945—Central vide Challan No........................

dated.......ccooovrirninnn (attached in original)
SIgNature.......ccooeeeveeieee
NAME....ccviiiieiie e
Designation........c.ccoeveevevveniennnn.
Seal/Stamp of Manufacturer's agent in India
Place: ..o,
Date: ...ccoovviiieiieee

* Delete whichever is not applicable]
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'[FORM 8A
(See rule 24)
APPLICATION FOR LICENCE TO IMPORT DRUGS SPECIFIED IN
SCHEDULE X TO THE DRUGS AND COSMETICS RULES, 1945

AWE™ ..o , (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.........cccoociiiiiiiiiniie (full address with

telephone no, fax and e- mail no.)

2. Names of the drugs to be imported

1)

()

(3)

S WE™, i, , enclose herewith an undertaking in Form 9 dated
...................... signed by the magufacturer as req,uired by rule 24 of Drugs and
Rules, 1945. RO ¢S ~

4. 1IWE*, oo \
Registration Certificates concernmg e{ drugs to be ithported in India issued
under Form 41 of the fules, vide Reglstratlon Certificate NO.........cccccoeevivennene,

Dated.........ccoeeveviennn, Issuedsthrough, M/s........;;..'.‘... ................... name and full
address........covvviveerrniiins Zenenn valld upto 5 | SN
5. We*,.ooiiieiii! N o hold a valid wholesale

licence for sale or dlstrlbutlon of drugs ordicence: to manufacture drugs, under
the provisions of the Act and rutés made theretinder. A copy of the said licence
is enclosed.

6. Afeeof.....cocviiiiiinnnnnn, has been credited to Government under the Head
of Account "0210—Medical and Public Health, 04—Public Health, 104—Fees
and Fines" wunder the Drugs Rules, 1945—Central vide Challan

NO..citiieeie i dated ..o, (attached in original).
SIgNAtUIES......ccovvviiee e
NAME....coiiiiiiiii e
Designation.........cccccevverveieenieenn
Seal/Stamp of Manufacturer's agent in India
Place......ccccocevviiienn,
Date.....cccocvvvvrverinnnn

* Delete whichever is not applicable.]
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FORM 9
(See rule 24)
FORM OF UNDERTAKING TO ACCOMPANY AN APPLICATION
FOR AN IMPORT LICENCE

WHhEIEaS........covevieeiie e, Of i, intends to apply for a
licence under the Drugs and Cosmetics Rules, 1945, for the import into India, of
the drugs specified below manufactured by us, we ......ccccoeiiiinnne, of
........................... hereby give this undertaking that for the duration of the said
licence—

(1) the said application 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; £945;

(3) we declare that we are carrylng on the manufacture of the drugs mentioned
in this undertaking at the’ premises spec1f|ed below, and we shall from time to
time report any change-of premlses ‘on; Wthh manufacture will be carried on
and in cases where mdnufacture i$ carrled on in more than one factory any
change in the distribution of functlons between the factorles

(4) we shall comply W|th the provnsmns of Part IX of the Drugs and Cosmetics
Rules, 1945; 3

(5) every drug manufactured by US for ik’m’port under licence into India shall as
regards strength, quality and purity conform with the provisions of Chapter 1D
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.

D111 IR ZB[SIgNature  .c.ceeeeeeeeeeeeieeeee e,
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Designation...........ccocevevveeieennnnnn,
Seal/Stamp of manufacturer or on behalf of the manufacturer]

’[FORM 10
(See rules 23 and 27)
LICENCE TO IMPORT DRUGS (EXCLUDING THOSE SPECIFIED IN
SCHEDULE X) TO THE DRUGS AND COSMETICS RULES, 1945

Licence NUMDET........cccoviviiieriecie e Date.....ccccooevvveeennen.

Lo (name and Full address of the
gl oTo] 4 1 ) SR Is hereby licensed to import into India
during the period for which this licence is in force, the drugs specified below,
manufactured by M/S ..o (name and full

address) and any other drugs manufactiufediby, the said manufacturer as may
from time to time be endorsed-on this ficence.

2. This licence shall be ifi force fromi: unless

it is sooner suspended dF cancelledtnder the'said rules. >

3. Names of drugs to be imperted: 7 L

= LICENSING AUTHORITY
Seal /Stamp

Conditions of Licence

1. 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 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.
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3. The licencee shall be responsible for the business activities of the
manufacturer in India alongwith 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.]

'[FORM 10A
(See rules 23 and 27)
LICENCE TO IMPORT DRUGS SPECIFIED IN SCHEDULE X TO THE
DRUGS AND CQSMETHCS RULES, 1945

Licence Number S ,'Datg > YOI ~ TN

................................. .,;*(Name and full address of the
importer) is hereby licéfised to |mport into/ India durlng the period for which this
licence is in force, thé=Cdugs: specifietP“Below, manufactured by
M/Seeeiiiiiiicee e (Namg and flll 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 ........................... L(o I
unless it is sooner suspended or cancelled under the said rules.

3. Name of drugs to be imported.

DAt LICENSING AUTHORITY
Seal/Stamp
Conditions of Licence

1. A photocopy of licence shall be displayed in a prominent place in a part
of the premises, and the original licence produced, whenever required.
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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 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 licencee shall be responsible for the business activities of the
manufacturer in India alongwith the registration holder and his authorised agent.

4. The licencee shall inform the licensing authority forthwith in writing in
the event of any change in the constitution of the firm operating under the
licence. Where any change in the constitution of the firm takes place, the
current licence shall be deemed to be valid for a maximum period of three
months from the date on which the,ehange takes place unless, in the meantime,
a fresh licence has been taken from the Ilcensmg authorlty in the name of the
firm with the changed constitution. ]

FORM 11
T (See rule 33)
LICENCE TO IMPORF DRUGS FOR "FHE PURPOSES OF
EXAMINATION,/TEST OR ANAEYSIS

1 of L AL |s hereby licensed to import
from ..o, the drugs specmed below for the purposes of examination,
test or analysis at.........ccccceevvennnn, 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 '[three years] from the date specified below:

Names of drugs Quantity which may be imported
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Date. .. LICENSING AUTHORITY

Seal/Stamp
Names of drugs Quantity which may be imported
Place......ccoccoviveevieciiiieenn,
Date.....ccovveeece e LICENSING AUTHORITY
Seal/Stamp

Conditigns of Licence

1. The licence shalinse d,ispla“yed‘ imsthe office of the Medical
Superintendent of Government HospitalfHead of Institution of Autonomous
Medical Institution. | ey

2. The licencee shall storézthe drugs imported under this licence under
proper storage conditions.

3. The drugs 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 of
Head of the Autonomous Medical Institution which shall be produced, on
demand by an Inspector appointed under the Act.]

FORM 12
(See rule 34)
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APPLICATION FOR LICENCE TO IMPORT DRUGS FOR PURPOSE
OF EXAMINATION, TEST OR ANALYSIS

Lo, : resident of by
occupation.........c.ceue..ee. hereby apply for a licence to import the drugs specified
below for the purpose of examination, test or analysis at ............ccc......... from

............................... and | undertake to comply with the conditions applicable to
the licence.

"2 A fee of TUPEES ....c.ocvveceeieeriann, 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).]]

Names of drugs Quantity which. pvay oe’ifnported

(See rulez36;isecand proviso)
APPLICATION FOR THE AIS'SUE_QEA,PERI\/IIT TO IMPORT SMALL

QUANTITIES OF DRUGS FOR PERSONAL USE

Lo, resident 0] PR by
OCCUPALION......eevvrirre e, hereby apply for a permit to import the drugs
specified below for personal use from | attach a prescription from a registered
medical practitioner in regard to the need for the said drugs.

Names of drugs Quantity which may be imported

Date.....cccviieieiee e Signature.........c.cceeeenee. ]
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’[FORM 12AA
(See rule 34A)
APPLICATION FOR LICENCE TO IMPORT SMALL QUANTITIES OF
NEW DRUGS BY A GOVERNMENT HOSPITAL OR AUTONOMOUS
MEDICAL INSTITUTION FOR THE TREATMENT OF PATIENTS

L (name) (and designation) ..........cccoocverveenieeniesiiennennns of
............................................... (name of the Hospital/Autonomous Medical
INSHLULION) eoveeieece e hereby apply for a licence to import
small quantities of new drugs specified below for the purpose of treatment of
patients for the disease.......ccccooiiiiiiiiiiennn, (name of the disease)
| RS (name and place of the hospital) and | undertake to comply

with the conditions applicable to the licence and other provisions of the Drugs
and Cosmetics Act, 1940 and the rules _made thereunder, from time to time.

1. A fee of rupees.............;;..’.....,,,,....has been credlted to Government under
the Head of Account "0210- Medlcal and/Public Hedlth, 04-Medical and Public
Health, 104-Fees and Fines" unde rUgs and Cesmetics Rules, 1945—
Central vide Challan No ............. ed ..o, , (attached in
original). ' | Y V¢ :

2. Name of new drug te;be |mported——— J

Names of drugs Quantity which may be Importeg: 4

Place......ccccviveeviieciiiiee,
Date....ccveiieeee e Signature.................
Name.........cooevviiiiiiiee,
Seal/Stamp.
CERTIFICATE

Certified that the drugs specified above for import are urgently required for the
treatment of patients suffering from...........cccocooiiiiiiini e, and that the said
drug(s) is/ are not available in India.

Signature.........cccevveneens
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Medical Superintendent of the Government Hospital/ Head of Autonomous
Medical Institution
Seal/Stamp

'[FORM 12B
(See rule 36, second proviso)
PERMIT FOR THE IMPORT OF SMALL QUANTITIES OF DRUGS
FOR PERSONAL USE

............................... is hereby permitted to import from ........................ the
drugs specified below for personal use.

2. This permit is subject to the'eonditions, prescrlbed in the Rules under the
Drugs and Cosmetics Act, 1940 s

3. This permit shak; unless 'p Uspende’d or revoked, be in force
==[till such time as the patient requ & drug as per the prescription of a
registered medical practltloner and the permlt holder =shall submit details of
drugs imported and utilised to the hcensmg authorlty on yearly basis] from the
date specified below. - »

215

Date.....ooiiiiee Licensing Authority.]

FORM 13
(See rule 46)
CERTIFICATE OF TEST OR ANALYSIS BY GOVERNMENT
ANALYST UNDER SECTION 25(1) OF THE DRUGS AND COSMETICS
ACT, 1940

1. Name of Inspector from whom received .........ccccooiiiiiiniiniiicien,
2. Serial No. and date of Inspector's memorandum ...........cccccvevieiiveenennnn,
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3. NUMbEr Of SAMPIE ..ocveee e
4. Date Of rECRIPL....eeiii i

5. Names of drugs purporting to be contained in the sample..........c...c.cccooen.

6. Condition of seals on the 2

container].................

[packet or on portion of sample or
7. Result of test or analysis with protocols or test or analysis

In the opinion of the undersigned the sample referred to above (is of
standard/is not of standard) quality as defined in the Drugs and Cosmetics Act,
1940, and Rules thereunder for the reasons given below:—

DAted.....oorrccovvvrecerrrcse _GoyerhmehtAnaIyst ...........................

CERTIFICATE OF TESTS OR ANALYSIS BY- GOVERNMENT
ANALYST UNDER SECTION 33H OF e DRUGS AND COSMETICS
ACT 1940 5

4. Date Of FECEIPL ...ccvviiie e

5. Names of ingredients purporting to have been used in the preparation of
the sample..................

6. Condition of seal on the Package.........cccovviieiiiii e,

7.Results of test or analysiS.........cccceveiiiiiieiinie e
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’[In the opinion of the undersigned the sample referred to above is of
standard/is not of standard quality as defined in the Drugs and Cosmetics Act,
1940 and the rules made thereunder for the reasons given below:]

Date.....cooovevvevieeieeinnn Government  Analyst.........ccceeevvvieiinennnnnn, ]

FORM 14A
(See rule 47)
APPLICATION FROM A PURCHASER FOR TEST OR ANALYSIS OF
A DRUG UNDER SECTION 26 OF THE DRUGS AND COSMETICS
ACT, 1940

1. Full name and address of the applicant...........cccccovvevieiiiinie i,
2. OCCUPALION.......cccvviiiirie sy s
3. Name of drug purpo,‘rting»to be.£onfained in the sample...........ccccvvvirienns

4. Name and full address of the armacy or coneern where the drug was
purchased................ Z e OGN L = ...

5. Date on which purc'hé‘sked;....f". AR ........................
6. Reasons why <the drug 'is’“\"”;'being_zsubmitted for test or
analysiS........cccoveveveeriennenn, W, o N

3[7. A fee of rupees.......cccoe.n.... vide Schedule B to the Drugs Rules, 1945,
has been credited to Government under the head of account "080-Medical-
Miscellaneous-Fees under the Drugs and Cosmetics Rules, 1945—
Central/State"— vide treasury receipt attached.]

| hereby declare that the drug being submitted for test was purchased by or
for me. | further declare that the sample of the drug being sent for test or
analysis is exactly as it was purchased and has not been tampered with in any
way to reduce its potency.
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FORM 14B 228, 238, 239
(See rule 47)
CERTIFICATE OF TEST OR ANALYSIS BY GOVERNMENT
ANALYST UNDER SECTION 26 OF THE DRUGS AND COSMETICS
ACT, 1940

1. Name of person from whom sample received..........ccccocevveiiieiieniinieennnn,
2. Date Of reCeIPL......coiiiiieee e
3. Name of drug purporting to be contained in the sample..........c..cccceeevvenenane.

4. Opinion of the Government Analyst—The sample referred to above is/is
not of standard quality as deflned |n the Drugs and Cosmetics Act, 1940, and
rules thereunder. : ,

;_fént Aﬁé{yst ...................

~(See rule(’l‘ ' 4 and 145C)
ORDER UNDER SECTICN,; ; fi(C) OF THE DRUGS AND
COSMETICS ACT, 1940 REQLJIRING A PERSON NOT TO DISPOSE
OF STOCK ANFH S, POSSESSION
Whereas, | have reason to believe‘that the stocks of drugs/Z[***] in your
possession detailed below contravene the provisions of section 18 of the Drugs
and Cosmetics Act, 1940;

Now, therefore, | hereby require you under clause (c) of sub-section (1) of
section 22 of the said Act, not to dispose of the said stock for a period
Of i days from the date of this order.

Details of stock of drugs/’[***].

Date.....coeevieeieeceec i, Inspector]
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’[FORM 16
(See rules 55 and 145B)
RECEIPT FOR STOCK OF DRUGS #8[***] FOR RECORD, REGISTER
DOCUMENT OR MATERIAL OBJECT SEIZED UNDER SECTION
22(1)(C) OR (CC) OF THE DRUGS AND COSMETICS ACT, 1940

The stock of drugs or 2[***] or records, registers, documents or material
objects, detailed below has/have this day been seized by me under the
provisions of clause (c) or clause (cc) of sub-section (1) of section 22 of the
Drugs and ’[***] Act, 1940 (23 of 1940), from the premises of
.................................. situated at...........ccoceveevieennnn,

DaAte....oei i INSPECLOr.......ccvvveviiiienne,
sNDARD Cop, .

Details of drugs, 2[***1,;::;réi”cbrds r«egjstersf‘v”f’c'li‘qguments or material objects
seized.

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

| have this day taken from the premises of .......ccccciiiiiinnnn, situated
at.............. samples of the drugs /22 [***] specified below for the purpose of
test or analysis.

Date............... INSPeCtor........ccccoveeveenne.
Details of sample taken
Date............... Inspector..........ccccvernnen
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3[FORM 17A
(See rules 56A and 145AA)

RECEIPT FOR SAMPLES OF DRUGS #[***] TAKEN WHERE FAIR
PRICE TENDERED THEREOF UNDER SUB-SECTION (1) OF
SECTION 23 OF THE DRUGS AND COSMETICS ACT, 1940 IS

REFUSED
To
Whereas I, this..................... day of......... 220].......... , have taken from the
premises of situated at.................. samples of drugs/cosmetics as specified
below:—
Details of samples....................unARD C

And whereas | had oﬁesré‘élhto pay
the samples of drugs/cosmetics tak

And whereas, you h{éve refused'ﬁtp dceeptthe fair prlce tendered thereof;

Now, therefore, | glveyouthl : sthe falr price tendered for the
samples of the drugs/cosmegtics taken

Date.....cvvvererrirererirereieneian, e A e .‘v.ﬁ.::.k,ﬂmis""'ﬁector .................... ]

FORM 18
(See rule 57)
MEMORANDUM TO GOVERNMENT ANALYST

Serial No. of Memorandum................
From
To

The Government Analyst

The portion of sample/container described below is sent herewith for test or
analysis under the provisions of clause (i) of sub-section (4) of section 23 of the
Drugs and 2[***] Act, 1940.
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The portion of sample/container has been marked by me with the following
mark. Details of portion of sample or container with name of °[drug/’[***]]
which it purports to contain—

'[FORM 18A
[See rule 163(1)]
MEMORANDUM TO GOVERNMENT ANALYST

Serial NO........ccooeve.
From

To

The Government Analyst =

1bed below is-sent herewith for test or

The portion of sampl.e/éontairié‘\
of the Driags and Cosmetics Act,

analysis under the proyi’éion of sé
1940. :

The portion of sample/gontainerifh’g{’si‘.been_ﬁma rked byrme with the following

Details of portion of sarﬁb"'le:aor,con;a@ne[~'*'.v&fiih name of ingredients from
which it is claimed to be made. o

’[FORM 19
[See rule 59(2)]

APPLICATION FOR GRANT °[***] OF A Z[LICENCE TO SELL,
STOCK, EXHIBIT OR OFFER FOR SALE, OR DISTRIBUTE] DRUGS
OTHER THAN THOSE SPECIFIED IN SCHEDULE X

1. I/We, v , hereby apply for licence to sell by wholesale/retail drugs

specified in Schedules C and C(I) excluding those specified in Schedule X* and
/or drugs other than those specified in Schedules C, C(l) and X to the Drugs and
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Cosmetics Rules, 1945* and also to operate a pharmacy on the premises
situated at............ccoeeeveveeenen.

2. ! The sale and dispensing of drugs will be made under the person
supervision of the qualified persons namely:—

......................... (Name).........c.cceeeeevvevvveenne.nn.(Qualification).
3. Categories of drugs to be sold.
4. # Particulars for special storage accommodation.

5. A fee of rupees......cccccoeevvvrinnene. has been credited to the Government
account under the head of account.............ccccevveviviiiieninnns

Date.......ccooviiiiiii, ey ARIRAIUIE. oo

*  Delete whichever is nof: appllcable L
I To be deleted if drugs will be sold of 1
# Required only if products requllr

FORM 19A
: [See rule 59(2)] _‘
APPLICATION FOR THE'GRANT"[***] OF ARESTRICTED
22| |CENCE TO SELL, $TOCK'OR EXHIBK OR OFFER FOR SALE,
OR DISTRIBUTE] DRUGS BY'RETAlLBY 24[***| DEALERS WHO DO
NOT ENGAGE THE SERVICE OF QUALIFIED PERSON

1. 1/We, e, (0] PR hereby apply for a licence to sell by
retail (i) 22[Drugs other than those specified in Schedules C, C(I) and X] on the
premises situated at......./[***]

or (ii) Drugs specified in °[Schedule C(I)] on the premises situated
Al / Drugs specified in “*[Schedule C(I)] as vendor in the

2. Sales shall be restricted to such drugs as can be sold without the supervision
of a qualified person under the Drugs and Cosmetics Rules.

3. Names or classes of drugs proposed to be sold...........cccccevvrrvrnnee.
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*4. Particulars of the storage accommodation for the storage of Schedule C(I)
drugs on the premises referred to above.

I5. The drugs for sale will be purchased from the following dealers and such
other dealers as may be endorsed on the licence by the licensing authority from
time to time.

Name of the dealers .......oovveeevieeeeeieee. Licence NO.....vveeeeeeeieeeeee

6. A fee of rupees *[***]/*twenty has been credited to Government under the
head of account..............ccoeevevnennee.

* Delete if not required.

I Applies only to an itinerant vendof:
# Rupees five for itinerant vendors and appllcants from a village or town
having a population of 5,000 of less"* ~~and rupees twenty for other restricted
licence. : :

6[F‘C‘)F&" ; "IQAA
ckoeerule62C) .
APPLICATION FOR GRANT *[***] OF A [LICENCE TO SELL,
STOCK OR EXHIBIT.OR OFEER.FOR/ SALE BY WHOLESALE, OR
DISTRIBUTE]“DRUG:S FROMA MOTOR VEHICLE

y I 1 AV\Y SO S OE GO e, hereby apply for
*[licence to sell, stock or exhibit or offer for sale by wholesale, or distribute]
drugs specified in Schedules C and C(l) and/or drugs other than those specified
in Schedule C and Schedule C(lI) from the vehicle bearing registration
NO...ooiiece e, assigned under the Motor Vehicles Act, 1939.

2. Categories of drugs to be sold/distributed..........c..cccceeovviieiiieiiinninnn,

3. A fee of rupees......c.cccovvieiiiinnnnn, has been credited to Government under
the head of account...........cccceveervennnnnn

*4. Particulars of the storage accommodation for the storage of drugs specified
in Schedules C and C(I) on the vehicle referred to above.

Date.....ccoviieiieie Signature.................. ]
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* Delete if not required.
FORM 19B
(See rule 67A)

APPLICATION FOR *[LICENCE TO SELL, STOCK OR EXHIBIT OR
OFFER FOR SALE, OR DISTRIBUTE] HOMOEOPATHIC
MEDICINES
1. I/We, e y Of hereby apply for a licence to sell
by "wholesale/retail ...........ccccccovvirirrnnnn. Homoeopathic medicine on the

premises situated at................

*2. The sale and dispensing of Homoeopathic medicines shall be made under
the person supervision of the following competent person-in-charge.

NAME......coviiiiiii

3. A fee of rupees ............... k.__:_;.‘.»';;‘.".:‘.{'.Y.k;’.'...H.has besh credlted to Government under
the head of account ..........a%0 ..., ;

Date.....ccoovvvevviieee B Slgnature ...................................

# To be deleted if Homoeopathlc medicines will be sold by wholesale.
*  Delete whichever is not apphcable SC

[FRMIQC ;
T, [SeeFle 592)] .«
APPLICATION FOR GRARA %%} OF A ! [LICENCE TO SELL,
STOCK, EXHIBIT OR OFFER FOR SALE, OR DISTRIBUTE] DRUGS
SPECIFIED IN SCHEDULE X

1 I/We, . Of i hereby apply for a licence to
sell by "*wholesale/retail drugs specified in Schedule X to the Drugs and
Cosmetics Rules, 1945. We operate a pharmacy on the premises, situated

12. The sale and dispensing of drugs will be made under the personal
supervision of the qualified persons mentioned below:

(Name) ..o, (Quialification)

(Name) .ococovveeeiecieceenn,s (Quialification)
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3. Name of drugs to be sold.
4. #Particulars of storage accommodation.

5. A fee of rupees......cccoviiiiiiiiiinnnnnn, has been credited to Government
account under the head of account..............ccceeeveiiieiiecie e,

* Delete whichever is not applicable.
I To be deleted if drugs will be sold only by wholesale.
# Required only if products requiring special storage are to be sold.]

FORM 20
[See rule 61(1)]
'[LICENCE TO SELL, STGCK OR EXMIBIT OR OFFER FOR SALE,
OR DISTRIBUTE] DRUGSBY:RETAIL OFHER THAN THOSE
SPECIFIED IN MSCHE ‘“D_,UL-ES C, C{) AND X]

1 R TR iy |s"hereby 228[Ilcensed to sell, stock or

exhibit or offer for sale or distribute] by retait olrugs other than those specified
in ’[Schedules C, C(1) and X] of the Drugs ‘and Cosmetics Rules. 1945, * and to
operate a pharmacy onZthe premises-sitUated atsi.............. subject to the
conditions specified below’ and torithe prowsmns «of the Drugs and Cosmetics
Act, 1940 and the rules thereundéi: _

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

3. Name(s) of qualified person(s)-in-charge.....................

4. Categories of drugs........cccovvvverivernnnne.
Name of the dealer...........c.ccceveevviiiinnenee. Licence NO........ccoeevvveeecie e,

* Delete if not applicable.
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Conditions of Licence

1. This licence shall be displayed in a prominent place in a part of the
premises open to the public.

2. The licensee shall comply with the provisions of the Drugs and
Cosmetics Act, 1940 and the Rules thereunder for the time being in force.

3. The licensee shall report to the licensing authority any change in the
qualified staff incharge within one month or such change.

4. No drug shall be sold unless such drug is purchased under case or credit
memo from a duly licensed dealer or a duly licensed manufacturer.

5. The licensee shall inform the licensing authority in writing in the event
of any change in the constitution ef ®e*firnveperating under the licence. Where
any change in the constitution of the ffirm takes place, the current licence shall
be deemed to be valid fora maX|mumz‘per|od pf three. months from the date on
which the change takes: place unless he' meantlme a fresh licence has been
taken from the Ilcensmg authority in’ the ‘lame of the=firm with the changed
constitution.

FORM 20A
[Seerule 61(1)]

RESTRICTED ~LICENCE“TQ SELL, STOCK OR EXHIBIT OR OFFER
FOR SALE, OR DISTRIBUTE] DRUGS BY RETAIL OTHER THAN
THOSE SPECIFIED IN 2[SCHEDULE C, C(I) AND X] FOR £2[**+]

DEALERS WHO DO NOT ENGAGE THE SERVICES OF A
QUALIFIED PERSON

L is hereby '[licensed to sell, stock or exhibit
or offer for sale, or distribute] on the premises situated at °[***]
.................................. the following drugs being drugs other than those specified
in 2[Schedules C, C(I) and X] of the Drugs and Cosmetics Rules, 1945 subject
to the conditions specified below and to the provisions of the Drugs and
Cosmetics Act, 1940 and the rules made thereunder.

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

3. The licensee can deal only in such drugs as can be sold without the
supervision of a "qualified person™ under the Drugs and Cosmetics Rules, 1945.

5 [***]
Date.....ccooovieceeeeee e Licensing Authority..........cccccovevveenen.

Conditions of Licence

1. The licence shall be displayed in a prominent place in a part of the
premises open to the public °[***]

2. The licensee shall_.cc‘)mplvy with the “provisions of the Drugs and
Cosmetics Act, 1940 and the Rulesfth'ereu,nderk for thestime being in force.

3. No drugs shall‘be sold unless suchdrug IS purchased under a case or
credit memo from duly“licensed dealer or a duly license®@manufacturer.

4. The licensee shatl informjthe I‘ic‘éh_Sing authority in writing in the event
of any change in the constitution ofithefirmi operating under the licence. Where
any change in the constitufion_of the'firmitakes_place, the current licence shall
be deemed to be valid for a maXimum peried'0f 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.

FORM 20B
[See rule 61(1)]
HLICENCE TO SELL, STOCK OR EXHIBIT OR OFFER FOR SALE,
OR DISTRIBUTE] BY WHOLESALE, DRUGS OTHER THAN THOSE
SPECIFIED IN ’[SCHEDULES C, C(I) AND X]

L e is hereby '[licensed to sell, stock or exhibit
or offer for sale, or distribute] by wholesale drugs other than those specified in
?[Schedules C, C(I) and X] on the premises situated at.................... subject to the

conditions specified below and to the provisions of the Drugs and Cosmetics
Act, 1940, and the rules thereunder.
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“[2. The licence unless sooner suspended or cancelled, shall remain valid
perpetually. However, the compliance with the conditions of licence and the
provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the Drugs
and Cosmetics Rules, 1945 shall be assessed not less than once in three years or
as needed as per risk based approach.]

Conditions of Licence

1. This licence shall be displayed in a prominent place in a part of the
premises open to the public.

2. The licensee shall comply with the provisions of the Drugs and
Cosmetics Act, 1940 and the Rules thereunder for the time being in force.

'[3. (i) No drug shall be sold unless such drug is purchased under a cash or
credit memo from a duly licensedrdealer or a’duly, licensed manufacturer.

(i) No sale of any drug shall he “'rihadek-;tor a persoyn not holding the requisite
licence to sell, stock or£xhibit for ;sg}lfeybr distribute the drug. Provided that the
condition shall not apply to the salejofany drug to—

(@) an officer or authority purkchasingon behalf of Government, or

(b) a hospital, medical educatiohal' of “research«institution or a registered
medical practitioner for the purpose of supply to his patients, or]

?I(c) a manufacturer of beverages, confectionary biscuits and other non-
medicinal products, where such drugs are required for processing these
products;]

3[* * *]

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.
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‘[FORM 20BB
(See rule 62D)
5[LICENCE TO SELL, STOCK OR EXHIBIT OR OFFER FOR SALE
BY WHOLESALE, OR DISTRIBUTE] DRUGS OTHER THAN THOSE
SPECIFIED IN SCHEDULE C AND SCHEDULE C(l) TO DRUGS AND
COSMETICS RULES, 1945, FROM A MOTOR VEHICLE

Lot . is hereby °[licensed to sell, stock or
exhibit or offer for sale by wholesale, or distribute] drugs other than those
specified in Schedule C and Schedule C(l) from the vehicle bearing registration
\\[o assigned under Motor Vehicles Act, 1939, subject to the
conditions specified below and to the provisions of the Drugs and Cosmetics
Act, 1940 and the Rules made thereunder.

°[2. The licence unless soonemsusperided; or cancelled, shall remain valid
perpetually. However, the compliance with the ‘cenditions of licence and the
provisions of the Drugs and Cosmetlcs Act1940 (23 of 1940) and the Drugs
and Cosmetics Rules, 1945 shall bej»a” essed not less than once in three years or
as needed as per risk based approach] Wy

3. Categories of drugs _

: Li_censi'ng Authority ..................................
Conditions of Licence

1. This licence shall be displayed in a prominent place on the vehicle.

2. The licensee shall comply with the provisions of the Drugs and
Cosmetics Act, 1940 and the rules made thereunder for the time being in force.

3. (i) No drug shall be sold by wholesale or distributed unless such drug is
purchased under a cash or credit memo from a duly licensed dealer or a duly
licensed manufacturer.

(i1) No sale wholesale or distribution of any drug shall be made to a person
not holding the requisite licence to sell, stock, or exhibit for sale or distribute
the drug:

Provided that the condition shall not apply to the sale of any drug to—

(@) an officer or authority purchasing on behalf of Government, or
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(b) a hospital, medical, educational or research institution or a registered

medical practitioner for the purpose of supply to his patients, or

(c) a manufacturer of beverages, confectionary biscuits and other non-

medicinal products, where such drugs are required for processing these

products;

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 inform the licensing authority in writing in the event
of any change in ownership of the vehlcle specified in this licence within seven
days of such change.] ;

[FORM 20C
(See rite 67C)
[LICENCE TO SELL STOCK/OREXHIBIT OR®OFFER FOR SALE,
OR DISTRIBUTE] HOMOEOPATHIC MEDICINES BY RETAIL

1 I ..... s hereby 231[Ilcensed to sell medicines
by retail, stock or exhibit ofoffer for sale or-distribute] by retail Homoeopathic
medicines on the premises situated_at .....,..s\%...... subject to the conditions

specified below and to the provisions of the Drugs and Cosmetics Act, 1940 and
the Rules made thereunder.

2. The licence shall be in force from .........cccccoeeveneen. (0 R P R

3. Name of the competent person-in-charge.

Date.....cccovvveenenne Licensing Authority..........cccccceunne.
Conditions of Licence

1. This licence shall be displayed in a prominent place in a part of the
premises open to the public.
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2. The licensee shall comply with the provisions applicable to
Homoeopathic medicine under the Drugs and Cosmetics Act, 1940 and the
Rules made thereunder for the time being in force.

3. The licence shall report to the Licencing Authority any change in the
competent staff within one month of such change.]

'[4. This licence authorises the sale of Homoeopathic medicines made from
one earlier potency up to a quantity of 30 ml. at a time.]

2[5. Where any change in the constitution of the firm takes place, a licensee
shall inform the licensing authority in writing about the same and the current
licence shall be valid only for a 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 authorlty |n the ,hame of the firm with the changed
constitution.] .

[FORM ﬁzoo

“|[LICENCE TO SELL STOCK;OR“EXHIBIT OROFFER FOR SALE,
OR DISTRIBUTE] HOMOEOPATHIC MED.ICINES BY WHOLESALE

1 Jis hereby [hcensed to sell, stock or exhibit
or offer for sale, or dlstrlbute] by Wholesale Homoeopathlc medicines on the
premises situated at.................... stibject to,the'conditions specified below and to
the provisions of the Drugs and Cosmetics Act, 1940, and the rules made
thereunder.

2.The licence shall be in force from....ooiiiiiiiiiiiiennn. to

Licensing Authority....................
Conditions of Licence

1. This licence shall be displayed in a prominent place on the premises.
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2. The licensee shall comply with the provisions as applicable to
Homoeopathic medicines under the Drugs and Cosmetics Act, 1940 and the
rules made thereunder for the time being in force.

3. No sale of any drug shall be made to a person not holding the requisite
licence to sell, stock or exhibit for sale or distribute the drug. Provided that this
condition shall not apply to the sale of any drug to (a) an authority purchasing
on behalf of Government, or

(b) a hospital, medical, educational or research institution or a Homoeopathic
medical practitioner for the purpose of supply to his patients.]

°]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 and the
current licence shall be valid only for,a,period of three months from the date on
which the change takes place.Liless, in the meantime, a fresh licence has been
taken from the licensing authority mthe flame ofithe firm with the changed
constitution.] | SRS |

'[RORM 20E
coso(Seg fule BTEEDsCcC
CERTIFICATE OF RENEWAL OF ZLICENCE FO SELL, STOCK OR
EXHIBIT ORIQFFER EQRSALE, OR BISTRIBUTE]
HOMOEOPATHIGMEDICINES

1. Number of licence and date of issyuke» .......................................

Certified that licence No................... in Form 20C/ 20D granted on
the..e, t0.iiieeie, for sale of Homoeopathic medicines at the
premises situated at...................... has Dbeen renewed for a period
from...cooeviiiien, (0 SRS

2. Name of competent person-in-charge.

Date.. ..o Licensing Authority............... ]
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’[FORM 20F
[See rule 61(3)]
LICENCE TO SELL, STOCK OR EXHIBIT FOR SALE OR
DISTRIBUTE BY RETAIL DRUGS SPECIFIED IN SCHEDULE X

L Is hereby licensed to sell, stock or exhibit
for sale or distribute by retail drugs specified in Schedule X to the Drugs and
Cosmetics Rules, 1945 on the premises situated at...........c.cceveevivriennnnen.

2. Names of drugs.

“I3. The licence unless sooner suspended or cancelled shall remain valid
perpetually. However, the compliance with the conditions of licence and the
provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the Drugs
and Cosmetics Rules, 1945 shall beassessed not less than once in three years or
as needed as per risk based app‘rdach.];. - '

4. Name(s) of qualified person-insch

5. The licence is szject to théibond:i’;ﬁéns stated below and the provisions
of the Drugs and Cosmetics Aet; 2940 anjd thecRules) made thereunder.

Date....oeveverererrnan, Licence Noib........... ...............................
| | Licens‘i’hg authority.........ccceeevenene,
Conditions of Licence

1. This licence shall be displayed in a prominent place in a part of the
premises open to the public.

2. The licensee shall report to the licensing authority any change in the
qualified staff-in-charge within one month of such change.

3. No drug shall be stocked or sold unless such drug has been purchased
under cash/credit memo from a duly licensed dealer or a duly licensed
manufacturer.

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
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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.]

'[FORM 20G
[See rule 61(3)]

ILICENCE TO SELL, STOCK OR EXHIBIT OR OFFER FOR SALE,
OR DISTRIBUTE] BY WHOLESALE DRUGS SPECIFIED IN
SCHEDULE X
Lo , is hereby Z[licensed to sell, stock or
exhibit or offer for sale, or distribute] by wholesale drugs specified in Schedule
X to the Drugs and Cosmetics®RuleS0n,945, on the premises situated

’[3. The licence unless sooner s‘uyspended or cancelled shall remain valid
perpetually. However, the' compllance with, thé=¢drditions of licence and the
provisions of the DrugsZand Cosmegtics: Act 1940 (2350f 1940) and the Drugs
and Cosmetics Rules, 1945:shall be* assessed not Iess than once in three years or
as needed as per risk based approach 1"

4. This licence is subject to the condltlons stated below and the provisions of
the Drugs and Cosmetics Act, 1940 and the Rules made thereunder.

Date....ccveveveeeeee LICENCE NO...eeeeeeeeee et
Licensing Authority...........ccccevvrnnee.
Conditions of Licence

1. This licence shall be displayed in a prominent place in a part of the
premises open to the public.

2. The licensee shall comply with the provisions of the Drugs and
Cosmetics Act, 1940 and the Rules made thereunder.
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3. No drug shall be stocked or sold unless such drug has been purchased
under a cash or credit memo from a duly licensed dealer or a duly licensed
manufacturer.

4. The licensee shall forward to the licensing authority copies of the
invoices of sales made to the retail dealers.

5. No sale of any drug by wholesale shall be made to a person not
possessing the requisite licence to sell, stock or exhibit for sale or distribute the
drugs specified in Schedule X:

Provided that the condition shall not apply to the sale of any drug to—
(a) an officer or authority purchasing on behalf of Government;

(b) a hospital, medical, edugational 6Presearch institution, nursing home,
Registered Medical Practitioperafor the’ purpose of supply to its/his
patients, or manufacturef tholding @ licencéyin Form 25E or 28B to
manufacture the*drugs conta;i,ﬁrflji"rjfg]dﬁrljgs included in Schedule X.]

“[The licensee shallsinform the licensing authority irwriting in the event of
any change in the constitution of the fivm.operating under the licence, where
any change in the constitution of the firiy takes place.SThe current licence shall
be deemed to be valid for &maximum period of theée months from the date on
which the change takes placé’unless in the meartime a fresh licence has been
taken from the licensing authority in"the ‘name of the firm with the changed
constitution.]

FORM 21
[See rule 61(2)]
ALICENCE TO SELL, STOCK OR EXHIBIT OR OFFER FOR SALE,
OR DISTRIBUTE] BY RETAIL DRUGS SPECIFIED IN SCHEDULES C
AND C(1) 2[EXCLUDING THOSE SPECIFIED IN SCHEDULE X]

ML, is hereby “[licensed to sell, stock or exhibit or offer
for sale or distribute] by retail the following categories of drugs specified in
Schedules C and C(I) *[excluding those specified in Schedule X] to the Drugs
and Cosmetics Rules, 1945* and to operate a pharmacy on the premises situated
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at............ subject to the conditions specified below and to the provisions of the
Drugs and Cosmetics Act, 1940 and the Rules thereunder.]

“[2. The licence unless sooner suspended or cancelled, shall remain valid
perpetually. However, the compliance with the conditions of licence and the
provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the Drugs
and Cosmetics Rules, 1945 shall be assessed not less than once in three years or
as needed as per risk based approach.”;

3. Name(s) of qualified persons in charge.........c..ccccceeeveeennen.

%[4. Categories of drugs.........cocoovevererennn, ]

* Delete if not applicabfe |
Condiltifﬁdh’.s, ;o;f_f- Licence

1. This licence shall besdisplayed in \a prominent place in a part of the
premises open to the public. NG

2. The licensee shall Teport to the Iiéénsing; authority any change in the
qualified staff in charge within one,month of the'such change.

4. If the licensee wants '[to sell, stock or exhibit or offer for sale, or
distribute] during the currency of the licence, additional categories of drugs
listed in Schedules C and C(l) ?[excluding those specified in Schedule X] but
not included in this licence, he should apply to the licensing authority for the
necessary permission. This licence will be deemed to extend to the categories of
drugs in respect of which such permission is given. This permission shall be
endorsed on the licence by the licensing authority.

°[5. No drug shall be sold unless such drug is purchased under a cash or
credit memo from a duly licensed dealer or a duly licensed manufacturer.]

6. 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
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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.

FORM 21A
[See rule 61(2)]

RESTRICTED ‘[LICENCE TO SELL, STOCK OR EXHIBIT OR OFFER
FOR SALE, OR DISTRIBUTE] BY RETAIL DRUGS SPECIFIED IN
2[ISCHEDULE C(1)] 23[EXCLUDING THOSE SPECIFIED IN
SCHEDULE X] FOR £f[***] DEALERS WHO DO NOT ENGAGE THE
SERVICES OF A QUALIFIED PERSON

L SnRARGSC hereby '[licensed to sell, stock or
exhibit or offer for sale, o dlstrlbute] by retail con the premises situated at
B sk POV J'the followmg drugs being drugs specified in

21schedule C(1)] [excludmg thoge; Speci 'ed in Schedule X] to the Drugs and
Cosmetics Rules, 1945; subject tojthezeonditions specnfled below and to the
provisions of the Drugs and Cosmetlcs Act 1940 .and Rules thereunder.

°[2. The licence unless sooner suspended or cancélled, shall remain valid
perpetually. However, the” compliance Wlth the condltlons of licence and the
provisions of the Drugs and @osmetics Act, 1940 (23 of 1940) and the Drugs
and Cosmetics Rules, 1945 shall be a$5€$s€d not less than once in three years or
as needed as per risk based approach.]

3. Particulars of ?[Schedule C(1)] *[excluding those specified in Schedule X]
drugs to be sold...........cccceuvennene.

Date......cccooveeiieie e Licensing Authority ...............
Conditions of Licence

1. This licence shall be displayed in a prominent and conspicuous place in a
part of the premises open to the public 222[***].
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3. The licensee shall deal only in such drugs as can be sold without the
supervision of a "qualified person" as defined in the Explanation to sub-rule
(15) of Rule 65 of the Drugs and Cosmetics Rules, 1945.

4. No drug shall be sold unless such drug is purchased under cash or credit
memao from a duly licensed dealer or a duly licensed manufacturer.

'[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.]

FORM 21B
[Seefile 61(2)]
’[LICENCE TO SELL, STOCK OR: EXHIBIT OR OFFER FOR SALE,
OR DISTRIBUTE] BY WHOEESAL E DRUGS SPECIFIED IN
SCHEDULES C AND C()) 239[EXCLUDING THOSE SPECIFIED IN

SCHE“D‘U_LE_ xX1=
L = |s hereby ’Tlicensed to sell, stock
or exhibit or offer for sale ordistribute] by Wholesale on the premises situated
| IR the following“categoriés of drugs specified in Schedules C

and C(I) *[excluding those specified in Schedule X] to the Drugs and Cosmetics
Rules, 1945.

Categories of drugs

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

°[2A. The sale shall be made under the personal supervision of a competent
person. (Name of the competent persons.)]
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3. This licence is subject to the conditions stated below and to the provisions
of Drugs and Cosmetics Act, 1940, and the Rules thereunder.

DAt ..o Licence NO......veeeeeeeenn.
Licensing Authority..........cccccoviiicieeinnenn,
Conditions of Licence

1. This licence shall be displayed in a prominent place in a part of the
premises open to the public.

3. If the licensee wants to sell, stock and exhibit for sale or distribute during
the currency of the licence additional categories of drugs listed in Schedule C(l)
20rexcluding those specified in Schedule X] but not included in this licence, he
should apply to the licensing authority“for the necessary permission. This
licence will be deemed to exténd to the eategoriescof drugs in respect of which
such permission is given<This permlssmn shall be éndorsed on the licence by
the licensing authorlty AN

'[4. (i) No drug shall be sold unless such drug is puréhased under a cash or
credit memo from a duly licensed dealer or:a:duly licensed manufacturer.

(if) No sale of any drug shall be made'fb'r’p‘urposes of resale to a person not
holding the requisite licence de, sell, 'stock or exhlblt for sale or distribute the
drug:]

Provided that this condition shall not apply to the sale of any drug to—
(@) an officer or authority purchasing on behalf of Government,

(b) a hospital, medical, educational or research institution or a
registered medical practitioner for the purpose of supply to his patients,
or

’[(c) a manufacturer of hydrogenated vegetable oils, beverages,
confectionery and other non-medicinal products, where such drugs are
required for processing these products.]
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3[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 Lisensing Authority in the name of the firm with the changed
constitution.]

‘[FORM 21BB
(See rule 62D)
LICENCE TO SELL BY WHOLESALE OR TO DISTRIBUTE DRUGS
SPECIFIED IN SCHEDULE C AND SCHEDULE C(l) TO THE DRUGS
AND COSMETICS RULES, 1945 FROM A MOTOR VEHICLE

Lyeerrerenenesne e 39018 heFEDY Jicensed to sell by wholesale, or
to distribute drugs specifieddn Schedule C and Schedule C(I) from the vehicle
bearing registration No. 4........&5 ssngned under “Motor Vehicles Act, 1939

subject to the conditions speuﬁedb Tow: ‘to the provisions of the Drugs and
Cosmetics Act, 1940 and the rules made thereunder.

5[2. The licence unless S00mer stspended or cancelled, shall remain valid
perpetually. However, the compliance with/the conditions of licence and the
provisions of the Drugs ang, Cosmetics Act;. 1940 (23 of 1940) and the Drugs
and Cosmetics Rules, 1945 shat) be assessed nat fess than once in three years or
as needed as per risk based approach =

3. Categories of drugs .........ccceevvevveiveennnnnn,
Date. .o Licence NO.......ccovveviviiineninns
Licensing Authority.................
Conditions of Licence
1. This licence shall be displayed in a prominent place on the vehicle.

2. No drugs to which this licence applies shall be sold by wholesale or
distributed unless the precautions as are published by the licensing authority
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from time to time in the Official Gazette have been observed throughout the
period during which it has been in the possession of the licensee.

3. If the licensee wants to sell by wholesale or distribute during the
currency of the licence additional categories of drugs listed in Schedule C and
Schedule C(I) not included in this licence, he shall apply to the licensing
authority for necessary permission. This licence shall be deemed to extend to
the categories of drugs in respect of which such permission is given. This shall
be endorsed on the licence by the licensing authority.

4. (i) No drug shall be sold by wholesale or distributed unless such drug is
purchased under a cash or credit memo from a duly licensed manufacturer.

(i) No sale by wholesale or distribution cf any drug shall be made for the
purpose of resale to a person, aot-holding the’requisite licence to sell, stock or
exhibit for sale or distribute:the drugs:

Provided that this condition shall notf%cipp’ly t0 the sale of any drug to—

(a) an officer or authority, pu'\rchasing on behalf of the Government,
or ' *

(b) a hospital,, medical;“educational or research institution or a
registered medical opractitioner' for _the' purpose of supply to his
patients, or ' OVEX™

(c) a manufacturer of hydrogenated vegetable oils, beverages,
confectionery and other non-medicinal products, where such drugs are
required for processing their products.

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.
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6. The licensee shall inform the licensing authority in writing in the event
of any change in the ownership of the vehicle specified in this licence within
seven days of such change.]

FORM 21C H***]
FORM 21CC 2[***]
FORM 22 M***]
FORM 23 #2[*x**]

FORM 24
(See rule 69)
APPLICATION FOR THE GRANT 2[***] OF A 24[LICENCE TO
MANUFACTURE FOR SALE'OR'FFORDISTRIBUTION OF] DRUGS
OTHER THAN THOSE{_\_S‘:F?’EC],EI,ED N *[SCHEDULES C, C(I) AND X]

245

[grant]

2. Name of drugs categorlzed accordmg t@ Schedule M
3. Names, qualifications” and experience- of technlcal staff employed for
manufacture and testing. g

4. A fee of rupees.......ccccevvvvevivicnnenn, has been credited to Government under
the head of account...........ccceevvennee.

Date.....ccoeiiieiie e Signature.........ccccevvennen,
Note.—The application should be accompanied by a plant of the premises.
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FORM 24A
(See rule 69A)
APPLICATION FOR GRANT ?[***] OF A LOAN *[LICENCE TO
MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF] DRUGS
OTHER THAN THOSE SPECIFIED IN “[SCHEDULES C, C(I) AND X]

Lo HWE e o) T hereby apply for the *[grant]

............... the undermentioned drugs, other than those specified in “[Schedules C,
C(x) 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 the
manufacturing premises.

3. 1/We enclose

(a) A true copyzof a letterifrom me/us to the=manufacturing concern
whose manufacturing capacity Islintended to-be-utilised by me/us.

(b) A true copy of a letter: from the manufacturmg concern that they
agree to lend the services of thelr expert staff, egtlipment and premises for
the manufacture of eadh item:regired-by me/is and that they will analyse
every batch of finished product and_main,taih:the register of raw materials,
finished products and reports of anal"ys’i's separately in this behalf.

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

(4) A fee of rupees........cccecvevvennnnnn has been credited to Government under the
head of account............

Date.....coooviieieerieeeree i, Signature...........c........
* Enter here the name of the proprietor, partners or Managing Director as the
case may be.

I Enter here the name of the applicant firm and the address or the principal place
of business
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# Enter here the name and address of the manufacturing concern where the
manufacture will be actually carried out and also the licence number under
which the latter operates.

'[FORM 24B
(See rule 69)

APPLICATION FOR GRANT 24[***] OF A LICENCE TO REPACK
FOR SALE OR DISTRIBUTION OF DRUGS, BEING DRUGS OTHER
THAN THOSE SPECIFIED IN SCHEDULES C AND C(l) *[EXCLUDING
THOSE SPECIFIED IN SCHEDULE X]

247

1. I/We, e, y Of e, hereby apply for <“[grant] of a
licence to repack the following drugs at the premlses situated at............ceeunee.

Note.—The application shall beaoeompamedbya plan of the premises.

*[FORM 24C
(See rule 85B)

APPLICATION FOR GRANT #8[OR RENEWAL] OF A #[LICENCE
TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF]
HOMOEOPATHIC MEDICINES OR A LICENCE TO MANUFACTURE
POTENTISED PREPARATIONS FROM BACK POTENCIES BY
LICENSEES HOLDING LICENCE IN FORM 20C

[ 1/WE, oo, y O holder of licence No............ in
Form 20C hereby apply for 2%[grant or renewal] of licence to manufacture the
undermentioned Homoeopathic Mother Tincture/Potentised and other
preparations on the premises situated at............cccccceeveernen.
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Names of the Homoeopathic preparations................cccccueenee.
(Each item to be separately specified).

2. Names, qualifications and experience of technical staff employed for
manufacture and testing of Homoeopathic medicines.

3. A fee of rupees......cccooocvviveiieiinnnnnnnn, has been credited to Government
under head OF ACCOUNT.........coviiiiiiiie e

Note.—(1) Delete whichever portion is not applicable.
(2) The application should be accompanled by a plan of the premises.

[FORM 24D
(See_ ule 153)
APPLICATION FOR THE GRANT OF A EICENCE TO
MANUFACTURE FORSALE OFAY,URVEDIC, SIDDHA OR UNANI
:  DRUGS ) ,

L. WW e i Breenenne LseEaii .5 hereby apply for the
grant of a licence to manufacture Ayurvedlc Slddha or Unani drugs on the
premises situated at..................... SALTH. G OVER

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

3. Names, qualifications and experience of technical staff employed for
manufacture  and  testing of  Ayurvedic, Siddha or  Unani

4. A fee of rupees ......cccooevcviiiiinnnns has been credited to the Government
under the head of account ........cccocviiiiiiinnnne and the relevant Treasury
Challan/online transaction slip is enclosed herewith.

Date.....oooiiieie e SIgNALUIe.....ccvevveceee e,
(Applicant)
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Note.—The application should be accompanied by a Plan of the premises.]

’[FORM 24E
(See rule 153A)

APPLICATION FOR THE GRANT OF A LOAN LICENCE TO
MANUFACTURE FOR SALE OF AYURVEDIC, SIDDHA OR UNANI
DRUGS
1 I/We™ e, y OF hereby apply for the grant of a loan
licence to manufacture Ayurvedic, Siddha or Unani drugs on the premises

situated at............o.o....... ClO" e,

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

3. The names, qualifications andsexperience of technical staff actually
connected with the manufagture and._testing of<Ayurvedic, Siddha or Unani
drugs in the manufacturing®premises: i 72 '

4. 1/We* enclose.

(@ A true copy ofres tetter 5from,me/us: tocthe manufacturing concern
whose manufactufing capaCity;isiintended to be.utilized by me/us.

(b) A true copy Of.a letter-from:the man@facturing concern that they
agree to lend the services-of their Com'p‘etént technical staff, equipment
and premises for the manufacture of each item required by me/us and
that they shall maintain the registers of raw materials and finished
products separately in this behalf.

(c) Specimen of labels, cartons of the drugs proposed to be

manufactured.
B, A fee Of RS, has been credited to
Government under the head of account ...........coovvvveeeeeeeeeeeennnnn, and the relevant

Treasury Challan/online transaction slip is enclosed herewith.

Date......ccovivveiieniieinn, SIgnature.......cccoeveveeieeienin,
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* Enter here the name of the proprietor, partners or Managing Director as the
case may be. ! Enter here the name of the applicant firm and the address or the
principal place of

business.

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

'[FORM 24E-1
(See rule 153B)
APPLICATION FOR THE CERTIFICATE OF GOOD
MANUFACTURING PRACTICES FOR AYURVEDIC, SIDDHA OR
UNANI DRUGS MANUFACTURING UNITS

LI/WE...oooeieece of......... SRRARD COn.,.....hereby apply for the grant
of a Certificate of Good Manufactunng Practlces for Ayurvedic, Siddha or
Unani drugs manufacturlng\. A2 the’:l:iv premises situated

2. A fee of rupees ...c.......... sl ,.has been credlted to the Government
under the head of account and the relevant Treasury
Challan/online transactlon S|Ip IS enclosed‘fherewnh

Date.......cccoeviiiiiiiiii, Qo g g,natu T
(Applicant)
Note.—The application should be accompanied by a Plan of the premises.]

’[FORM 24F
(See rule 69)

APPLICATION FOR THE GRANT °]***] OF A “[LICENCE TO
MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF] DRUGS
SPECIFIED IN SCHEDULE X AND NOT SPECIFIED IN SCHEDULES
C AND C(I)

1. 1/We, e, y OF hereby apply for the
°[grant] of licence to manufacture on premises situated at
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................................... 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......ccccooceviviieennnnnn, has been credited to Government
account under the head of account..................c.......

Date.....coeviieie e, Signature.........ccceveveevvennenne
Designation..........c..cccevveennen. ]
FORMC2H
2 (Seerule 70)

*LICENCE TO MANUEACTURE(FOR/SALE OR FOR DISTRIBUTION

OF] DRUGS OTHERSTHAN THOSE SPECIFIECXIN *[SCHEDULES C,
CUyANDX] '

Number of licence and date of |ssue

| SR is hereby,‘lkicenséd“tidméh"ijfactur_e' the following categories of

drugs being drugs other than those "specified:inVG[SCheduIes C, C(l) and X] to the

Drugs Rules, 1945, on the prémisesscsittated at..........coovvvvnne.. under the

direction and supervision of the following '[Competent Technical Staff]:—

(a) [Competent Technical Staff] (NAMES).........overeeeereeeereeeeeeeeeeeseeene.
(b) Names of Drugs (each item to be separately specified)...........cccccovernennne.

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

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.....cooovvviiiiiiieee Signature........cccoccevveevie e,
Designation...........cccccceevveennenn
3[*Licencing Authority/ "Central Licence Approving.]
* Delete whichever is not applicable.
Conditionstof bicence

1. This licence ‘[***}shall b€ “képt on’the approved premises and shall be
produced at the request of an“ Inspector appomted under the Drugs and
Cosmetics Act, 1940. 25O

2. Any change in the 5[Competent:jTekchnical Staff] named in the licence
shall be forthwith reported to the Iicenéing au‘thority.

3. If the licensee wants-to manufacture for sale additional items of drugs
not included above, he should apply to the Ilcensmg 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.
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FORM 25A
(See rule 70A)
LOAN M"LICENCE TO MANUFACTURE FOR SALE OR FOR
DISTRIBUTION OF] DRUGS OTHER THAN THOSE SPECIFIED IN
SISCHEDULES C, C(I) AND X]

1. Number of licence and date of ISSUE.......cccoveveeeeeeieeeeeeeeeen,

2. (0] FURRURURR IS hereby granted a loan licence to
manufacture the following drugs being drugs other than those specified in
?[Schedules C, C(I) and X] to the Drugs and Cosmetics Rules, 1945, on the
premises situated at ...................... Clo i, under the direction and
supervision of the following 22[Competent Technical Staff]:—

(@) °[Competent Technical Staffl-(NAMES)................oovvvvvrrrrrrrrrrrrrnrnnnnn

(b) Names of drugs D, '

3. The licence authiorises thesale ;yffi‘/vay of wholesale dealing by the
licensee and storage fofisale by the'ficensee;of the drugananufactured under the
licence subject to the conditions.applicabjle to ticences for sale.

“I4. The licence, unless sooner_.,suspend_ed or cancélled, shall remain valid
perpetually. However, the“compliangewith:the conditions of licence and the
provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the Drugs
and Cosmetics Rules, 1945 shall be assessed not less than once in three years or
as needed as per risk based approach.]

5. The 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
Drugs and Cosmetics Act, 1940.

Date....cooviiiereeee e Signature........ccocvevviveenens
Designation..........cc.cccu..e.

Conditions of Licence
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1. This licence and 23[***] shall be kept on the approved premises and

shall be produced on 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 to
manufacture for sale additional drugs he should apply to the licensing authority
for the necessary endorsement to the licence as provided in Rule 69A. 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 changes 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 Ilcensmgfa”'horlty in the name of the firm with the
changed constitution.] - ‘

[EORMI25BD
: (See rule 70) :
LICENCE TO REPACK FOR'SAEE-OR DISTRIBUTION OF DRUGS
BEING DRUGS OTHER THAN THOSESPEGIFIED IN SCHEDULES C
AND C(l) ’[EXCLUDING FTH@SESRECIFIED IN SCHEDULE X]

Number of licence and date of issue...................

Lo, 0] PSRRI is hereby granted a licence to repack the
following drugs for sale or distribution on the premises situated
) TR under the supervision of the following competent staff :

(@) Name of drugs to be repacked.
(b) Names of competent staff.

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

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 licence 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.....ccoeieecee e Signature..........cccceveeeveeineennnn,

Conditions of Licence

1. This licence #*[***] shalkbe kept‘onvthe licensed premises and shall be

produced at the request @f’an Inspector appointed under the Drugs and
Cosmetics Act, 1940. ~ A2

2. Any change ifi the comhe’féht;staff named in the licence shall be
forthwith reported to the licensing authority.

3. If the licensee wants to repa_c'k for sale or distfibution additional items
he should apply to the licénsing authorityfor the necessary endorsement to this
licence. The licence shall 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 tire name of the firm with the changed
constitution.]
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'[FORM 25C

(See rule 85D)
[ LICENCE TO MANUFACTURE FOR SALE OR FOR
DISTRIBUTION OF] HOMOEOPATHIC MEDICINES

Number of licence and date of ISSUE...........oovvveviiiiiiieeen

1.3[I, ................... L Of *who holds a licence in Form 20C is
hereby licensed to manufacture the under mentioned Homoeopathic Mother
Tincture/potentised and other preparations on the premises situated
Al under the direction and supervision of following technical

Names of the Homoeopathic preparations.

(Each item to be separately: sp‘eéified)

Names of the Technical Staff % .................... ]

2. The licence shaft be in force oMy, ... &

3. The licence is subjéct td'théfgonditi‘ons Stated below and to such other
conditions as may be sp'epified inithe rules for the time ‘being in force under the
Drugs and Cosmetics Act, 2940. __ :

Date......coooiiieiiiie e SALTH, GOVE Sighature ....................................
Designation..........cccccceeveeiivrennn.

* Delete the words 'who holds a licence in Form 20C' in the case this is not
applicable.

Conditions of Licence

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

2. Any change in the technical staff named in the licence shall be forthwith
reported to the licensing authority.
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“3. 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.]]

'[FORM 25D
(See rule 154)
LICENCE TO MANUFACTURE FOR SALE OF AYURVEDIC,
SIDDHA OR UNANI DRUGS

NO. Of LICence and date OF ISSUE. ......eeveeeeee et e e e tee e e e e e eneeene

i NSRS - | |s/ere hereby ‘ticenced to manufacture the
following Ayurvedic, Srddha o Unanr drugs on the premises situated

direction and superV|S|on of the followmg competent technlcal staff:—
(@) Competent Technical staff (Names), )

(b) Names of drugs categorized as 'perS"‘eheduIe T, (€ach item to be separately
specified) with specific Prodtict Code/QR Code for gach approved drug.

2. The licence shall be in force from...'..' .........................................

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

Date ..o Signature...........c.......
Designation............
Conditions of Licence

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

3. The licencee 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.

4. The licence unless sooner suspended or cancelled shall remain valid
perpetually. However, the compliance with the conditions of licence and the
provisions of the Drugs and CosmeticsoAct, 1940 (23 of 1940) and the Drugs
Rules, 1945 shall be assessed not Iess than once in f|ve years or as needed as per
risk based approach. :

5. The licence is issted only afte fulflllment of the requirements of Good
Manufacturing Practic&s (GMP) of Ayurveda Slddha or Unani drugs as laid
down in Schedule T of the Drigs Rules 1945 )

[FORM 25E ;
. (Seeule T54A) &
LOAN LICENCE TO MANYFACTWRE'FOR SALE AYURVEDIC,
SIDDHA OR UNANI DRUGS

1. Number of LicenCe.........ouuueveeueveuennnnnn. date Of ISSUB.....eveeeeeeeee e

hereby granted a loan licence to manufacture for sale Ayurvedic, Siddha, or
Unani drugs, on the premises situated at ..........ccccomimniniininnieninneennns
(O o SRR under the direction and supervision of the
following expert technical staff:

(@) Expert Technical staff (Names)........c..cccceevvevveeiieennnnnn,
(b) Names of drugs categorized as per Schedule T (each item to be separately

specified) with specific Product Code/QR Code for each approved drug.
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3. The licence shall be in force from.........cccooveev

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

Conditions of Licence

1. Any change in the technical staff named in the licence shall be forthwith
reported to the Licensing Authority.

2. This licence shall be deemed to extend to such additional items as the
licencee may intimate to the Licensing Authority from time to time, and as may
be endorsed by the Licensing.A’uthority.

3. The licencee shalt inform the Llcensmg Authorgty in writing in the event
of any change in the copstitution of ke fitm/operating under the licence. Where
any change in the constitution of thefirm takes place, the current licence shall
be deemed to be valid for a maximum periad of three months from the date on
which the change takes place unless; in the meantimega fresh licence has been
taken from the Licensing Authorlty in_the name of the firm with the changed
constitution.

4. The licence unless sooner suspended or cancelled shall remain valid
perpetually. However, the compliance with the conditions of licence and the
provisions of the Drugs and Cosmetics Act 1940 (23 of 1940) and the Drugs
Rules, 1945 shall be assessed not less than once in five years or as needed as per
risk based approach.]
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'[FORM 25F
(See rule 70)
2[LICENCE TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION
OF] DRUGS SPECIFIED IN SCHEDULE X AND NOT SPECIFIED IN

SCHEDULES C AND C(l)
Lo, Of e, Is hereby licensed to manufacture at
the premises situated at..........ccccceecvvvnenee the following drugs specified in

Schedule X to the Drugs Rules, 1945.
2. Name of drugs.
3. Names of approved 22[Competent Technical Staff].

4. The licence authorises the sale by way of wholesale dealing and storage
for sale by the licensee of the drugs manufactdied under the licence subject to
the conditions applicable te* I|cence for sale !

5. The licence shallf ‘be in force’.t‘?

6. The licence is’ subject- to the Condltlons stated below and to other
conditions as may be specified in the Rules for the t|me belng in force under the
Drugs and Cosmetics Act; 1940 i »

Date of iSSUE.........ccvnenn.... N | W€ " Signature................
Licence No................. Designation..................
![Licensing Authority.............. ]

*Central Licence Approving Authority]
* Delete whichever is not applicable.

Conditions of Licence

1. This licence 22[***] 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.
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2. If 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 to this licence.
This licence shall be deemed to extend to only those 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.

“I5. The licence, unless® sooner suspended or capcelled, shall remain valid
perpetually. However, the comphance WA the conditions of licence and the
provisions of the Drugs-and Cosmetlcs Act 1940 (2370f 1940) and the Drugs
and Cosmetics Rules, 1945 shall be assessed not Iess than once in three years or
as needed as per risk based‘approdch; ]

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

FORM 26 £2[x#%]
FORM 26A 2[***]

FORM 26B 222[***]

FORM 26C
(See rule 85G)
CERTIFICATE OF RENEWAL OF LICENCE TO MANUFACTURE
FOR SALE OF HOMOEOPATHIC MEDICINES

1. Certified that licence N[0 T granted on
the..oeee (o NP for the manufacture for sale of the
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Homoeopathic mother tinctures/potentised preparations at the premises situated
2| TR has been renewed for a period from the .................... t0..eeneen.

2. Names of technical Staff.........cccoooeeeeeee e

'3. Names of the drugs (each item to be separately
specified).......cccoeveiiieiieiecee

DAt Signature ...
Designation..........c.ccceevveeiveennnnnn

’[FORM 26D
(See rule 155)
CERTIFICATE OF RENEWAL OF LICENCE TO MANUFACTURE
FOR SALE OF AYUR}/ED’I@/SIDDHA OR UNANI DRUGS

1 Certified  thatd  LiGBRGe /Db ... Tsvvvvvvvovvneeen granted  on
11T SN (o T S £ YO for the
manufacture of Ayurder\'/ic/Siddha:”" “Unan ' Drugs at the premises situated at
................................ has been :rgn_eyvegq;fr(jm to

’[FORM 26E
(See rule 155A)
CERTIFICATE OF RENEWAL OF LOAN LICENCE TO
MANUFACTURE FOR SALE OF AYURVEDIC/SIDDHA OR UNANI

DRUGS
1. Certified that loan licence NO.....cccoooriiriinnen. granted on the
............................. to .............for the manufacture of Ayurvedic/Siddha/Unani
drugs at the premises situated at..................... OF o I has been

renewed from.........cooee..... [ (0 TUUUUPURRRT
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2. Names of technical staff............cccccceeviiiiii i
Date.. e SIgnature  ....ccccceeveeviieseeeee
Designation...........cccccveeeeevnennnnn, ]

'[FORM 26E-I
(See rule 157B)
CERTIFICATE OF GOOD MANUFACTURING PRACTICES (GMP)
TO MANUFACTURER OF AYURVEDA, SIDDHA OR UNANI DRUGS

Certified that manufacturing unit licensee, namely............cccecvvvcvviunenne.
situated at...........c.co.... State.....cccovvverieiiien Licence NO......cccoovvvvviieniiesiennn,
comply with the requirements of Good Manufacturing Practices of Ayurveda-
Siddha-Unani drugs as laid down in Schedule T of the Drugs and Cosmetics
Rules, 1945. (RNDEEE 0N

Y Beriod ofﬁ"ﬁs_ve years and the Good
or the various dosage forms or

This certificate is Valid foFz
Manufacturing Practices (GMP)
Rasaushadhis, as follows:]

DALE...eeeeeeeeeeeeeeereeeeeeeemoees ool -\ ‘Vjs‘rrigr]ature .........................
PIACE..ovrreererees e i eeree i klpgééignation ......................

Licensi'h“g ’Authorivty:fe.r'x‘Afgiurvedaj Siddha/'Unani Drugs.]

*[FORM 26E2-I
(See rule 158C)
State Drug Controller or Licensing Authority for Ayurveda, Siddha and
Unani Medicines Name of the State or Union territory........
Free Sale Certificate

It is certified that Mf/s........ (Name of the company)........ situated
at.......... (Address) .......cceevenenne is holding valid Ayurvedic/Siddha/Unani Drug
Manufacturing Licence Number.............. and certificate of Good Manufacturing
Practices for the State or Union territory of ......
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It is also certified that the manufacturing plant situated
at........... (Address)........ in which the Ayurvedic or Unani or Sidhha products are
manufactured, conforms to the requirement of Good Manufacturing Practices
and is subjected to inspection as per rules.

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

Date w.............. © " (Seal of issuing Officer) ...............
S RNOIAE (Signature and Name)
ﬁtev Drug Contreéller/Licensing Authority

1[FORM26E2-II E
B (Seefiule TH8C) < ©
State Drug Controller or Liycensing Authority for Ayurveda, Siddha and
Unani Medicines Name of the State or Union territory........
Free Sale Certificate

It is certified that M/s........ (Name of the company)........ situated
at.......... (Address) .....ccceevverveenne is holding valid Ayurvedic/Siddha/Unani Drug
Manufacturing Loan Licence Number ................... and the valid certificate of
Good Manufacturing Practices for the State or Union territory of......

It is also certified that the manufacturing plant situated
at........... (Address)........ in which the Ayurvedic or Unani or Sidhha products are
manufactured, conforms to the requirement of Good Manufacturing Practices
and is subjected to inspection as per rules.
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The firm has been permitted under Loan Licence Number........... to
manufacture and market the following products (attach list of products, if
multiple) freely for sale in India under the provisions of the Drugs and
Cosmetics Act, 1940 (23 of 1940) and the rules thereunder.

Date:....c.ccovevveiiieinnns (Seal of issuing Officer):...ccoeviviinnnnnnnn,
(Signature and Name)
State Drug Controller/Licensing Authority
AAAreSS......coovveiiieeieccee e
: Nahﬁe 'of State, or Union territory.................. ]

[FORM 26 E3

State Drug Controller or Llcensmg Authorlty for Ayurveda, Siddha and
Unani Medicinesd\aueof the State orsdoion territory........
2 Non- Conwctlon Certlflcate

It is certified that M/s....".‘;.‘..r.,,,.... (Name of :the company) ........ situated at ..........

(Registered Address) ................ “auris holding valid Ayurvedic/Siddha/Unani
Drug Manufacturing Licence Number............... in Form 25D/25E and valid

certificate of Good Manufacturing Practices/valid Good Manufacturing
Practices certificate of principal or original manufacturer for the State or Union
territory of............

As per the records of the State Drug Controller or Licensing Authority, as it
may be, and affidavit (Annexure 1) given by the company, the firm has not been
convicted under the Drugs and Cosmetics Act, 1940 (23 of 1940) and the rules
thereunder in the State or Union territory of........ , during the last three years of
the issuing of this certificate.

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

Date @i, (Seal of issuing Officer) .....cccccoviviivnnnnnn.
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(Signature and Name)
State Drug Controller/Licensing Authority for
Ayurveda, Siddha and Unani Medicines.

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

Ly e SIO i, 10 [ R working as ........cccocveennen.
Of i, (Name and address of the company) .............. from
.................. to .................. do hereby solemnly affirm and declare as under:

1. That I, in the capaC|ty of Authorized Slgnatory of v (name and
address ~

of the company) .......... ,.am duly compe :h?t«i‘tjé'deposevand verify the present

affidavit.
2. That I apply for Non: conV|ct|0n Certlflcate on behalf (0] 111V, VS

3. That I declare that I am aware: of the detalls of my organization and day to
day activities from ............. t0 .. HE4,4, \

4. That | hereby undertake that the Non-Conviction Certificate, if issued, will
be utilized for the bona fide purpose only.

5. | declare that the aforesaid firm is not convicted under the Drugs and
Cosmetics Act, 1940 and rules thereunder during the last three years.

6. That it is my true statement.
Signature of Deponent
Verification
Verified at ............. (Place and State) .............. today on this ................ day of

..... (month)....(Year) ..... that the contents of the above affidavit are true to my
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Knowledge and belief and no part of it is false and nothing has been concealed
there from.

Signature of Deponent

Witness with Address

'[FORM 26 E4
(See rule 170)
APPLICATION FORM FOR ADVERTISEMENT OF AYURVEDIC,
SIDDHA AND UNANI DRUGS

(Note: Application may be made onIy for one advertlsement)

i (name of the apph nt Wlth deS|gnat|on) am the authorised
signatory  of.............. (name and full address of the
manufacturing company) License number .................... valid up-to ...............
hereby apply for conS|derat|on of followmg contents of the intended
advertisement: Z :

Contents of the T Medium of

Name of the advertisement S G advertisement

Ayurvedic/ |including Reference of Language of (print/

Siddha/ picture/audio/ indication(s) advertisement electronic/

Unani drug video (s) (Enclose internet’ audio-
copy) visual)

2.  The prescribed fee of rupees one thousand has been deposited to the
Government under the head of account............cccevnnne. and the relevant
Treasury Challan is enclosed herewith.

3. Copies of the following documents are attached—

) Valid license
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i)  References of indications/claims
1) Proof of safety

Iv)  Proof of efficacy

v)  Quality standards

vi)  Any other (please specify)

Date.....cooveveeiie e, Signature
(Applicant)
Address and contact details]
'[FORM 26 E5
[See rule 170]
STATE LICENSING AUTHORITY FOR/AYURVEDIC, SIDDHA OR
: UNANI DRUGS
Name of the State or Unign terrltory L&

[Note: Out of (a), (b) and (c) paras; vonly one shall be ticked and filled]

It is recorded that M/s... i < {Name: of the’ manufacturer / company)
situated at .................... 7. (Address), is/ holdmg Ayurvedlc / Siddha / Unani

drug manUfaCtu”ng Llcense Numbel' ........ I D Va“d upto ................... and it
Is conveyed that— o) ' :

(a) Following contents of the intended advertisement for the.......... (name of the
drug) are noted in the register vide Unique Identification Number
................................ (Name of the State/ number/ year):—

The advertisement contents as above are valid till the validity of the current
license. Invalid advertisement or any distortion in the contents of advertisement
shall be liable for legal action as per rules.

(b) Following clarification with relevant supporting information is needed
within thirty days of issue of this communication, failing which application
shall be declined and application fee forfeited.—

(c) Application dated ....... Is hereby declined due to following reason(s)—
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Note: The permission shall not be reflected or shown in the advertisement in
any form.

Date............ Seal of issuing Officer ~ (Signature and Name)
State Licensing Authority/Drug Controller
Name of State or Union territory................. ]

FORM 26F #2[***]

'[FORM 26G
(See rule 122F)

CERTIFICATE OF RENEWAL OF LICENCE TO OPERATE A
’IBLOOD CENTRE] FOR PROCESSING OF WHOLE HUMAN BLOOD
AND/OR* FOR PREPARATION FOR SALE OR DISTRIBUTION OF
ITS COMPONENTS
1. Certified that licence No..‘;:;s'? .......
the operation of a [Blood Centre] fG' ]
for preparation of its components
hereby renewed with effect from

2. Name(s) of items:

i T
2.
3. Name(s) of Competent Techmcal staff .............................
Lo,
2,
Date.....coooovvveviecieeie, SIgNature ......ccoeeeveevieccecce e,

Name and Designation....................
Licensing Authority/
Central Licence Approving Authority...........ccccceene.e. ]

* Delete, whichever is not applicable

FORM 26H “[***]

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Gowvt. of India Page 269 of 874



*[FORM 26-I
(See rule 122-1)
CERTIFICATE OF RENEWAL OF LICENCE FOR MANUFACTURE
OF BLOOD PRODUCTS

Certified that licence No..........c.cc....... granted on ................. to M/s....ccccvennn,
for manufacture of blood products at the premises situated at ................ is hereby
renewed with effect from................ 10,

2. Name(s) of item(s):

(b) responsible for testing

Name and Designation................
e N Licensing Authority/
Central Licence Approving Authority]

'[FORM 26J
[See rules 122G, 122H, 122-1, 122P]
CERTIFICATE OF RENEWAL OF LICENCE FOR COLLECTION,
PROCESSING, TESTING, STORAGE, BANKING AND RELEASE OF
UMBILICAL CORD BLOOD STEM CELLS

Certified that licence number............... granted (o] { FOAPRR to
M/S.eooiiiiiiieeien, for collection, processing, testing, storage, banking and
release of umbilical cord blood stem cells at the premises situated at............. IS
hereby renewed with effect from ................... (o JERPR

1. Name(s) of competent Technical Staff:
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2.
S
Signature.........cccceeevevieenn
Designation..............c.........
Licensing Authority
Date..

Central Licence Approving Authority]

FORM 26J

2 [***]

S FORM_Z?_
APPLICATION. FOR GRA POF AZE[LICENCE TO
MANUFACTURE FOR SALE DISTRIBUTION OF] DRUGS
SPECIFIED IN SGHEDULES!C ANDYC(1) 264[Excl_UDlNG THOSE
SPECIFIED #N¢ [PART XB AND] SEGHEDULE X]

1. UWe, e, hereby apply: for the 265[grant] of a licence to
manufacture on the premlses situated= at=<l.......&. sthe undermentioned drugs,
belng drugs specified in Schedlifes G and, C(I) [excludlng those specified in
*[Part XB and] Schedule X] to the Drugs Rules, 1945,

Name of drugs.......ccccceeevveeveeviesnnene, (each item to be separately specified).

2. The names, qualifications and experience of the expert staff responsible
for the manufacture and testing of the above-mentioned drugs:

(@) Name(s) of staff responsible for test..........cccccvvevieeiieiiiciieennen,
(b) Name(s) of staff responsible for manufacture..............c...........

3. The premises and plan are ready for inspection/will be ready for inspection
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4. A fee of rupees ... and an inspection fee of rupees
....................... has been credited to Government under the head of

Designation...........c.c.cceevee.

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

FORM 27A
(See rule 75 A)

APPLICATION FOR GRANT “[***] OF A LOAN *[LICENCE TO
MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF] DRUGS
SPECIFIED IN SCHEDULES C AND C(l) ([EXCLUDING THOSE
SPECIFIED IN Z[PART XB AND] SCHEDULE X]

CIO" e, the undermentloned" drugs, bemg drugs specified in
Schedules C and C(l) 3[excluding: those speC|f|ed in [Part XB and] Schedule X]
to the Drugs Rules, 1945 il 3

Name of drugs (each substa\hcev to b"ek s'éparet‘t_ély s‘peci‘f‘ied).

2. The names, qualificationé and éx'p‘ér‘ience of the expert staff actually
connected with the manufacture and testing the specified products in the
manufacturing premises.

(@) Name(s) of expert staff responsible for manufacture ....................
(b) Name(s) of expert staff responsible for testing...........ccccccevveevvennnnn,
3. 1/We enclose

(@) A true copy of a letter from me/us to the manufacturing concern whose
manufacturing capacity is intended to be utilised 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
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manufacture of each item required by me/us and that they will analyse ever}'
batch of finished products and maintain the registers of raw materials, finished
products and reports of analysis separately on this behalf.

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

4. A fee of rupees........cccoouvennenne. has been credited to Government under the
head of account........................

*  Enter here name of the proprietor, partners or Managing Director as the case
may be.

I Enter here 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 actually carrled out and alse: the licence number under
which the letter operates NS K22

[FORM 278

APPLICATION FOR GRANT TR OF A ZE[LICENCE TO
MANUFACTURE FOR SALEQR EOR'DISTRIBUTION OF] DRUGS
SPECIFIER IN SGHEDYLES C; €(l) AND X

1. 1We, e, L Of...-TH, GOVET hereby apply for the 22[**]
of a licence to manufacture on the premises situated at ............ccco..... the
undermentioned drugs, specified in Schedules C, C(l) and X to the Drugs Rules,
1945.

2. Names of drags.

3. The names, qualifications and experience of the expert staff responsible for
the manufacture and testing of the abovementioned drugs.

(a) Name(s) of staff responsible for test.

(b) Name(s) of staff responsible for manufacture.

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Gowvt. of India Page 273 of 874



4. The premises and plant* are ready for inspection/will be ready for
Inspection

(0] TR
5. A fee of rupees......ccoou.n. and an inspection fee of
FUPEES....cciveeeieeecireeeinan has been credited to the Government under the head of
account........ccoevvervveneennn,s

Date....coiieie e Signature........cccccveveeiieennenn,

The application shall be accompanied by a plan of the premises.]
* Delete whichever is not applicable.

[RORMC27C
(See rule 122F)
APPLICATION FOR GRANT/R NEWAL* OF LICENCE FOR THE
OPERATION OF A27°[B|_oo“‘ RE] FOR.PROCESSING OF
WHOLE BLGOD AND/ORFPREPARATION OF BLOOD

N COMPONENTS 2
1 I/We, ., : of‘iM/s.._ ..... ,'.' ' hereby apply for the grant of
licence/ renewal of Ilcence number /4 to operate a
24[BJood Centre], for processing of Whole blood and Jor* for preparation of its

components on the premises SItuated at...._.{.’...ﬁ.,:._.,:.,.,.e.".‘i.'
2. Name(s) of the item(s) : -

1.

2.

3. The name(s), qualification and experience of competent Technical Staff
are as under:

(@) Name(s) of Medical Officer.
(b) Name(s) of Technical Supervisor.

(c) Name(s) of Registered Nurse.
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(d) Name(s) of ’[Blood Centre] Technician.

4. The premises and plant are ready for inspection/will be ready for inspection

o] ( RN
5. A licence fee of rupees................ and an inspection fee of
FUPEES......ccvnne. has been credited to the Government under the Head of
Account..........c....... (receipt enclosed).

Signature........ccccceeevevieenn
Dated......cccoovvvveiienienne, Name and Designation......................

* Delete whichever is not applicable.

Note 1. The application shall e ac‘compa‘nied by,a plan of the premises, list of
machinery and equipment-for collectiph; processting, storage and testing of
whole blood and its components fmemdrahdUm of association/constitution of
the firm, copies of eertificate ' relatmg 10 educatianal qualifications and
experience of the competent technlcal staff and documents relating to ownership
or tenancy of the premlses bt At

Note 2. A copy of the appllcatlon together with the reIevant enclosures shall
also be sent to the Central Licence-Approving Authorlty and to the concerned
Zonal/ Sub-Zonal Officers of thé’@Gentral. Bregs Standard Control Organisation.]

’[FORM 27D
(See rule 75)

APPLICATION FOR GRANT °[***] OF A LICENCE TO
MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF “[LARGE
VOLUME PARENTERALS/ SERA AND VACCINE/RECOMBINANT
DNA (R-DNA) DERIVED DRUGS] EXCLUDING THOSE SPECIFIED

IN SCHEDULE X
i VA 1Y Of e, hereby apply for the °[grant] of a
licence to manufacture for sale or distribution on the premises situated at
........................... , the undermentioned “[Large Volume Parenterals/Sera and
Vaccine/Recombinant DNA (r-DNA) derived drugs], specified in Schedules C
and C(I) to the Drugs Rules, 1945.
2. Name(s) of drug(s).......cccevennene (each item to be separately specified).
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3. The name(s), qualifications and experience of the competent technical staff
responsible for the manufacture of the above mentioned drugs.

(@) Name(s) of staff responsible for testing...............c........

(b) Name(s) of staff responsible for manufacture..........c...cccccoe.n.
4. The premises and plant are ready for inspection/will be ready for inspection

5. A fee 0Or TUPEES.....cccooiiiiiiiiieiieeiienienn, and an inspection fee of
FUPEES......ccvverennenn has been credited to the Government under the Head of
Account...........c.......

Signature........coeeeeenee.

Date.. ..o Designation...................

Notes 1. The application is to be accompanied by a plan of the premises; list of
equipments and machinery to be employed for manufacture and testing;
memorandum of association/constitation’ofcthe firm; copies of qualification and
experience of competent technlcal staff and documents relating to ownership or
tenancy of the premises. < " '

Notes 2. A copy of the appllcatlon*rtoge with relevant enclosure shall also be
sent each to Central Ldcence Approvmg Authority and: concerned Zonal/Sub-
Zonal Officers of Central Drugs Standard Control Orgamsatlon ]

0 '[FORM 27DAS
(SEarute75R)

APPLICATION FOR GRANT &[***1 OF ALOAN LICENCETO
MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF LARGE
VOLUME PARENTERALS/SERA AND VACCINE/ RECOMBINANT
DNA (R-DNA) DERIVED DRUGS EXCLUDING THOSE SPECIFIED

UNDER SCHEDULE X
1. IIWE™ ..o, Of B hereby
apply for the *[grant] of a loan licence to manufacture on the premises situated
at C/0 @..oooviieiiiiiiien e, the under-mentioned drugs being Large

Volume Parenterals/Sera and Vaccine/ Recombinant DNA (r-DNA) derived
drugs specified in Schedules C, C(l), excluding those specified in Schedule X to
the Drugs Rules, 1945,
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2. Name(s) of drugs.....ccccccceviiiiieiieiiie e (each item to be
separately specified).

3. The name(s), qualifications and experience of the competent technical staff
responsible for the manufacture of the above-mentioned drugs.

(@) Name(s) of competent technical staff responsible for
testing..coovvevee e

(b) Name(s) of competent technical staff responsible for
manufacture...............c.o......

4. I/we enclose:

(@) A true copy of a letter from letter from me/us to manufacturing concern
whose manufacturing capacity is; intended‘tobe utilized by me/us.

(b) A true copy of a lettér from t'he‘: tanufacturingaconcern that they agree to
lend the services of theirrcompetent ,tf:e,Chnical staff, eqaipment and premises for
the manufacture of eaéh item reqUi’fed{by,, me/us and ‘they will analyse every
batch of finished product and maintain the registers of«raw materials, finished
products and reports of analysis separately on this behalf.

(c) Specimens of labels, cartons of the dru‘gspropo_sed to be manufactured.

5. A fee of rupees.................. e T auerhas been credited to Government
under the head of account............ccccceeveeinnennen, ]
Date. .o Signature........ccccccvveeeveennn.

* Entre here name of the proprietor, partners or Managing Director, as may
be.

# Enter here name of the applicant firm and the address of the principal place of
business.
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@ Enter here the name and address of the manufacturing concern where the
manufacture will be actually carried out and also the licence number under
which the latter operates".

'[FORM 27E
(See rule 122F)
APPLICATION FOR GRANT/RENEWAL OF LICENCE TO
MANUFACTURE BLOOD PRODUCTS FOR SALE OR DISTRIBUTION

1. I/\We,............ of M/s....ccooonn. hereby apply for the grant of
licence/renewal of licence number.................... dated......ovvveeeeeiiiiniinnnn to

2. Name(s) of item(s):

1.

2.

3.  The name(s), 'qualificatii“'jh ani r~~exyperience of Competent Technical
Staff as under:  © 1Y ‘

(a) responsible for manufacturlng '.(b) respon’éible for testing
2 - 2

4. The premises and plant are ready for inspection/will be ready for inspection

0] TOU
5. A licence fee of rupees .......ccoevrurnne. and an inspection fee of rupees
.............. has been credited to the Government under the Head of Account
..................... (receipt enclosed).

Dated.....cceeiiiie i SIgNAtUre.......cccoveeveeeie e

* Delete whichever is not applicable.
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Note 1. The application shall be accompanied by a plant of the premises, list of
machinery and equipment for manufacture of blood products, memorandum of
association/constitution of the firm, copies of certificate relating to educational
qualifications and experience of the competent technical staff and documents
relating to ownership or tenancy of the said premises.

Note 2. A copy of the application together with the relevant enclosures shall
also be sent to the Central Licence Approving Authority and to the concerned
Zonal/ Sub-Zonal Officers of the Central Drugs Standard Control Organisation.]

'[FORM 27F
(See rule 122F)
APPLICATION FOR GRANT/RENEWAL* OF LICENCE FOR
COLLECTION, PROCESSING, TESTING, STORAGE, BANKING AND
RELEASE OF UMBILICALCORD BLOOD STEM CELLS

WE....ovovecveeeeereeee of M/s Yeta..... hereby apply for the grant of
licence/renewal* of fience UM ?.~.‘-,‘.‘L.; ........... ~.dated.................... for
collection, processmg,,testlng, storage banklng and release of umbilical cord
blood stem cells on the: premlses S|tuated at.........‘...,‘ ..................

2. Name(s), quallflcatlon and experlence of competent Technical Staff are as
under: L

1. Medical Director”

2. Laboratory In-charge
3. Technical Supervisor
4. Cord Blood Bank Technician(s)
3. The premises and plant are ready for inspection/will be ready for inspection

(0] TOURUR
4. A licence fee of rupees.......c..... and an inspection fee of
FUPEES.....eevvrerrene has been credited to the Government under the Head of
Account.........cceennee. (receipt enclosed)

SIgnature.......ccoceeveeenieeee,
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"Delete whichever is not applicable.

Note.—1. The application shall be accompanied by a plan of the premises, list
of machinery and equipment for collection, processing, testing, storage, banking
and release of umbilical cord blood stem cells, memorandum of association/
constitution of the Firm, copies of certificate relating to educational
qualification and experience of the competent technical staff and documents
relating to ownership or tenancy of the premises.

2. A copy of the application together with the relevant enclosure shall also be
sent to the Central Licence Approving Authority and to the Zonal/Sub-Zonal
Officers concerned of the Central Drugs Standard Control Organization.]

PFORM 28
(Segtlife 76)
’[LICENCE TO MANUFACTUREFORSALE OR,FOR DISTRIBUTION
OF] DRUGS SPECIRIED IN SGHEDULES C AND C(I) *[EXCLUDING
THGSE SPECIRIEBR IN'SCHEDULE X]

Number of licence and date of |ssue

Lo, 7is hereby:icensed to.manufacture at the premises
situated at the ..........cccccevenee, o Hethe following*dr‘ugs, being drugs specified in
Schedules C and C(I) *[excluding those specified in Schedule X] to the Drugs
and Cosmetics Rules, 1945.

NamMES OF ArUQS.......coviiieiiee e
2. Names of approved “[Competent Technical Staff]..............ccccocceee

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
condition application to licence for sale.

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

5. 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 of ISSUE.......ccevveiiieiieiiee e Signature.........ccceveeveeieenne.
Designation...........c.c.cceevee.
?I*Licensing Authority/Central Licence Approving Authority]
* Delete whichever is not applicable.

Conditionstof bicence

1. This licence 2*[**%Pshall i kept omthe apptoved premises and shall be

produced at the request of an“ Inspector appomted under the Drugs and
Cosmetics Act, 1940. AR

2. If the licensee wishes)to und,ertake duringsthe currency of the licence the
manufacture of any drug specifigd ' Schedules C and C(1) “[excluding those
specified in Schedule XJot included-abeve, he shotild apply to the licensing
authority for the necessary’ endorsérmient asiprovided in rule 753. This licence
will be deemed to extend to the itéms so-endorsed.

3. Any change in the 2“[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.
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FORM 28A
(See rule 76A)
LOAN #2[LICENCE TO MANUFACTURE FOR SALE OR FOR
DISTRIBUTION OF] DRUGS SPECIFIED IN SCHEDULE C AND C(I)
2[EXCLUDING THOSE SPECIFIED IN SCHEDULE X]

2. Of i Is hereby granted a loan licence to
manufacture on the premises situated at ............... ClO i, the
following drugs being drugs specified in Schedules C and C(I) 2~ [excluding
those specified in Schedule X] to the Drugs Rules, 1945.

Names of drugs ........cccceeeneen. . \NDARD.COppge:-

3. Names of approved 278[Competent ~Techn|cal Staﬁ] .................................

[3A The licence, unless sooneA 'susp ‘ded or cancglled, shall remain valid
perpetually. However,ithe compllance With the conditions of licence and the
provisions of the Drugs anch€osmetics Act 1940 (23 of 1940) and the Drugs
and Cosmetics Rules, 1945 shall e asseSSed not less than once in three years or
as needed as per risk based approach] !

4. The licence authorlses the sale by way of wholesale dealing by the
licensee 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 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 OF ISSUE.....ccuveierieiieeee e Signature.........ccccevevevieennn,
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Conditions of Licence

1. This licence 22[***] 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. If the licensee wishes to undertake during the currency of the licence to
manufacture any drug specified in Schedules C and/or C (1) “[excluding those
specified in Schedule X] not included above, he should apply to the licensing
authority for the necessary endorsement as provided in rule 75A. This licence
will be deemed to extend to the items so endorsed.

3. Any change in the “[Competent Technical Staff] shall be forthwith
reported to the licensing authority.

4. The licensee shall informthe licensifigrauthority in writing in the event
of any change in the constjtution of-the;firm-operating under the licence. Where
any change in the constitution of th‘e;zfilﬁm takes placey the current licence shall
be deemed to be valid for a maxirpumperiod of three thonths from the date on
which the change takesiplace unless, [intthe’meantime, @ fresh licence has been
taken from the licensing autiyarity Lin thje, namesofcthe firm with the changed
constitution. A

~ '[FORM28B
“HfSee rule 76)I¢
2[LICENCE TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION
OF] DRUGS SPECIFIED IN SCHEDULES C, C(l) AND X

NO. Of lICENCE.....veeveeceee e,
R is hereby licensed to manufacture at the
premises situated at...........cccccvervennenn, the following drugs specified in Schedules

C, C(I) and X to the Drugs Rules, 1945.
Name of drugs........cccceevervenene

2. Names of approved expert staff.
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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 licence for sale.

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

5. 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......ooviiii e s Signature...........cocoveennne,
| Designation...............c.o.......
RS “[*Licensing Authority/
A ,,*C,entral Licence Approving Authority]

* Delete whichever is not applicéble.k >
Conditions of Licence

1. The licence *[***]7shall bejykept' at_the appeoved premises and shall be
produced at the request of“the. Inspector appointed under the Drugs and
Cosmetics Act, 1940. | o

2. If 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 as provided in
rule 75(4). This licence will be deemed to be applicable to the items so
endorsed.

3. Any change in the expert 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
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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 lo the licensing authority copies of invoices of
sales made to dealers.

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

'[FORM 28C
(See rule 122G)
LICENCE TO OPERATE A #BLOOD CENTRE] FOR COLLECTION,
STORAGE AND PROCESSING OF WHOLE HUMAN BLOOD
AND/OR* ITS COI\/IPONENTS ,,FOR‘SALE OR DISTRIBUTION

. Z%......at the premises situated

2. is hereby Ilcense to""fcollect store process and distribute
whole blood and/or its components : )SC

3. Name(s) of the |term(s) ;
1.
2.
4. Name(s) of Competent Technical Staff :
1.
2.

5.  The licence authorises licensee to collect, store, distribute, and
processing of whole blood and/or blood components subject to the conditions
applicable to this licence.

6. The licence shall be in force from........... 0 e,
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7. The licence shall be subject to the conditions stated below and to such
other conditions as may be specified from time to time in the Rules made under
the Drugs and Cosmetics Act, 1940.

Name and Designation.......................
*Licensing Authority/
*Central Licence Approving Authority

* Delete, whichever is not applicable.
Conditions of Licence

1. The licensee shall neither collect blood from any professional donor or
paid donor nor shall he prepare plood-compenents from the blood collected
from such a donor.

2. The licence and ahy certifipatféj,o'f,mr,en'ewal in farce shall be displayed on
the approved premiseszand the origimal:shall be produeed at the request of an
Inspector appointed under the Drugs and/Cosmetics Actz1940.

3. Any change in#%he technlcal staff shaII be forthwith reported to the
licensing authority and/or‘Central Licence Approvmg Authority.

4. The licensee shall inform-the Iicensi_ng'au‘thority and/or Central Licence
Approving Authority in writing in the event of any change in tbe 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
maximum period of three months from the date on which the change has taken
place unless, in the meantime, a fresh licence has been taken from the licensing
authority and /or Central Licence Approving Authority in the name of the firm
with the changed constitution.]
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'[FORM 28D
(See rule 76)

LICENCE TO MANUFACTURE FOR SALE OR FOR DISTRIBUTION
OF [LARGE VOLUME PARENTERALS/SERA AND
VACCINE/RECOMBINANT DNA (R-DNA) DERIVED DRUGS]
SPECIFIED IN SCHEDULE C AND C(I) EXCLUDING THOSE
SPECIFIED IN SCHEDULE X

Number of licence..........cccccoueneen. and Date of ISSUE..........ccccvvevivveernnnnnn
Lo, Is hereby licensed to manufacture at the premises situated
at..ooeene, the following #![Large Volume Parenterals/Sera and

Vaccine/Recombinant DNA (r-DNA) derived drugs] specified in Schedule C
and C(l) excluding those specified in Schedule X to the Drugs and Cosmetics
Rules, 1945. NDARE (

2. Name(s)  of S drug(s) (each item_ to be separately
specified)..............ccoooees,Fovnnenn 1

3. Name(s) of competenttechﬁlcal staff".; .......... S SR
(a) responsible for manu.facturlng (b) reépon3|ble for testing

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

6. The licence shall be subject to the conditions stated below and to such
other conditions as shall be specified in the Rules for the time being in force
under the Drugs and Cosmetics Act, 1940.
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SIgnatUre.......cccooveveeeie e
Designation..........cccocceevieiieenieseenne

Licensing Authority/Central Licence Approving Authority

Conditions of Licence

1. The licence Z[***] 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. If the licensee wishes to undertake during the currency of the licence to
manufacture any drug specified, i /Sehedule C and/or C(l) excluding those
specified in Schedule X not;included.above, he’should apply to the licensing
authority and/or CentralLicence; Approving Althority for the necessary
endorsement as providegrin the Rules ThIS hcence shal be deemed to extend to
the items so endorsed. : it

3. Any change in the competent: techinical“Staff’ named in the licence shall
be forthwith reported %0 the Ilcensmg authorlty and/or Central Licence
Approving Authority. ‘

4. The Licensee shall infornrithelicensing aUthority and/or Central Licence
Approving 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 applied for alongwith
prescribed fee and necessary documents to the licensing authority and/or
Central Licence Approving Authority in the name of the firm with the changed
constitution.]
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'[FORM 28DA
(See rules 76A, 78A, 83AA)

LOAN LICENCE TO MANUFACTURE FOR SALE OR FOR
DISTRIBUTION OF LARGE VOLUME PARENTERALS/SERA AND
VACCINE/RECOMBINANT DNA (R-DNA) DERIVED DRUGS
EXCLUDING THOSE SPECIFIED UNDER SCHEDULE X

Number of  licence........cccoiiiiiiii e, and date of
ISSUB....eevvreeeireeviee e,

Lo, Of i, Is hereby granted a loan licence
to
manufacture on the premises situated at..................... (o7 o TR the
following RC

drugs being Large Volume Pékrentyej;ral(s‘[ts‘ciiar and VaCcine/Recombinant DNA (r-
DNA,) derived drugs spegified in‘Sghedules’€; 'C(1), exgluding those specified in
Schedule X to the Drugs and Cosméti |

1. Names of drugé ...... .................

2. Name (s) of com‘bgtent te(:“hljl,ﬂi‘(fal\ staff ..............

’[3. The licence unless sboner suspended @ cancelled shall remain valid
perpetually. However, the compliance with the conditions of licence and the
provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the Drugs
and Cosmetics Rules, 1945 shall be assessed not less than once in three years or
as needed as per risk based approach.]

4. The licence authorizes the sale by way of wholesale dealing by the
licensee 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 is subject to the conditions stated below and to such other
conditions as may be specified in the rules for time being in force under the
Drugs and Cosmetics Act, 1940.

SIgNAtUre.....cccevieiiceeee e,

Designation.........cccccevvereeieeneeenn
Licensing/ Authority..................
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Central Licence Approving Authority
Conditions of licence

1. This licence [***] 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 shall be forthwith reported
to the Licensing Authority and Central Licence Approving authority.

3. If the licensee wants, during the currency of the licence, to manufacture
for sale additional items of drugs not included above, he should apply to the
Licensing Authority and/or Central Licence Approving Authority for the
necessary endorsement as provided in the rules. This licence will be deemed to
extend to the items so endorsedz <™

4. The licensee shall inform the LiCensing Authorjty and/or Central Licence
Approving Authority inawriting iny the event of any change in the constitution of
the firm operating under the licence  AWhere any change in the constitution of
the firm takes place, the cuerent licence, shall be deemed to be valid for a
maximum period of three months fromythe date on which the change takes place
unless, in the meantiméZa freshilicence has been $aken from the licensing
Authority and/or Central Licence Appraving Authorlty in the name of the firm
with the changed constitution.] :

'[FORM 28E
(See rule 122G)
LICENCE TO MANUFACTURE AND STORE BLOOD PRODUCTS
FOR SALE OR DISTRIBUTION

1. Number of licence.....ccccocoivinnnn.... date of iSSUE......ccvvvuennnnnn. at the
premises situated at.............

2. Mis.......... is hereby licensed to manufacture, store, sell or distribute
the following blood products:—

3. Name(s) of the item(s):

1.
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4,
5.
4. Name(s) of Competent Technical Staff:

(a) responsible for manufacturing (b) responsible for testing

1. 1.
2. 2.

3. NDAR 3

5.  The licence authotises Athef licensee to manufacture, store, sell or
distribute the blood products subject to the condltlons applicable to this licence.

6. The licence shall be in force from ..... ........... 10 ..Q i,

7. The licence shall be subject to the conditions stated below and to such
other conditions as may Be specified from: time to tlme in the Rules made under
the Drugs and Cosmetics Act, 1940

Sighat'ure ....................................................
Name and Designation.............c.ccoc.......

*icensing Authority/ Central Licence Approving Authority
Conditions of Licence

1. The licensee shall not manufacture blood products from the blood drawn
from any professional donor or paid donor.

2. This licence and any certificate of renewal in force shall be displayed on
the approved premises and shall be produced at the request of an Inspector
appointed under the Drugs and Cosmetics Act, 1940.
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3. Any change in the technical staff shall be forthwith reported to the
licensing authority and/or Central Licence Approving Authority.

4. The licensee shall inform the licensing authority and/or Central Licence
Approving Authority in writing any change in the constitution of the firm
operating under the licence. In the event of any change in the constitution of the
firm, the licence shall be deemed to be valid for a period of three months from
the date on which the change takes place unless, a fresh licence has been taken
from the licensing authority and/or Central Licence Approving Authority in the
name of the firm with changed constitution.]

'[FORM 28F
(See rules 122F to 122-1, 122.K, 122P)
LICENCE TO COLLECT, PROCESS, TEST, STORE, BANKING AND
RELEASE OF UMBILICALCORD,BLOOD STEM CELLS
1. Number of licenge........sobiisfiadate OFfQISSUe......vvvvvvvvvvvrrrrrn. at
the premises situated at.z............. 4

2. M/Seonnan.. Lis hereby | ligénsed to collec® process, test, store,
banking and release of umbilical ‘egrd-blood stem-cells.

3. Name(s) of combéte}nt Tecw‘h.ni(‘:al\Svt'aff:‘
2.
3.
4.
S,

4. The licence authorises licensee to collect, process, test, store, banking
and release of umbilical cord blood stem cells subject to the conditions
applicable to this licence.

5. The licence shall be in force from...................... 10,
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6. The licence shall be subject to the conditions stated below and to such
other conditions as may be specified from time-to-time in the Rules made tinder
the Drugs and Cosmetics Act, 1940.

SIgNAtUre......ccvveieee e,
Name & Designation..............c........
Licensing Authority..........cccocvveneen.

Central Licence Approving Authority

Conditions of Licence

1. Umbilical cord blood specific for an individual will be collected after
signing an agreement with the parent(s), whose child's Umbilical cord blood is
to be collected, and the cord blood bank.

2. Umbilical cord blogd shall-bg collected frém hospitals, nursing homes,
birthing centers and from any other:place/where a copsenting mother delivers,
under the supervision of the (qualifiedsRegistered Medical Practitioner
responsible for the delivery. AN '

3. The licence and any certificate’of tenewal in force shall be displayed on
the approved premises and the original-shall’ be prodticed at the request of an
inspector appointed under the Drugs-afd Cosmetics Act, 1940.

4. Any change in the technical staff'shall be forthwith reported to the
Licensing Authority and/or Central Licence Approving Authority.

5. The licensee shall inform the Licensing Authority and/or Central
Licence Approving 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 maximum period of three months from the date on which the change
has taken place unless, in the meantime, a fresh licence has been taken from the
Licensing Authority and/or Central Licence Approving Authority in the name of
the firm with the changed constitution.]
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FORM 29
(See rule 89)
LICENCE TO MANUFACTURE DRUGS FOR PURPOSES OF
EXAMINATION, TEST OR ANALYSIS

i e Of i, Is hereby licensed to
manufacture the drugs specified below for purposes of examination, test or
analysis at.........cccceeeeee.

2. This licence is subject to the conditions prescribed in Part VIII of the
Drugs and Cosmetics Rules, 1945,

3. This licence shall be in force for '[three years] from the date specified
below.

Name of drugs

\NUFACTURE DRUGS FOR

APPLICATION FOR LICEN% b
| "’TEST SR ANALYSIS

PURPOSES OF EXAM

4 E(.,.__by 0ccupat|on ................... hereby
apply for a licence to manufacture the drugs specified below for purposes of
examination, test or analysis at ............... and | undertake to comply with the

conditions applicable to the licence.

Names of drugs

FORM 31

1 [***]

FORM 31A

2 [***]
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FORM 32
3 [***]
FORM 32A
4 [***]
FORM 33
5 [***]
FORM 33A
6 [-k**]

RD Co
&?K p\% I é‘ﬁ?&)f}i

< ~

Meary GOVER™
(A) The cover of the Inspectlon Book shall contain the following

particulars, namely:—

1. The name and address of the licensee...........ccccccvvevinnn...
2. Licence number and the date up to which the licence is valid .....................

(B) (i) The pages of the Inspection Book shall be serially numbered and duly
stamped by the licensing authority. The pages, other than the first and the last
pages, shall have the following particulars:—

Name and designation of the Inspector who inspects the premises of the
licensee.......cccoovevviienn,

Date of Inspection...........c.ccceeeneen.
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Observations of the Inspector....................
Signature of the Inspector

(if) The first and last pages of the Inspection Book shall be endorsed by the
licensing authority with the following words, namely:—

‘Inspection Book maintained by Mr/s................. situated at............... for licence
NUMDET ......vevveeee.. in Form............... under Drugs Rules, 1945.

Seal and Signature of the Licensing Authority

Notes.—(i) Printed copy of the inspection Book may be obtained by the
licensee from the licensing authority on payment.

(i)  The Inspection Book shall bg,maintained at the premises of the licensee.

(ili)  The observation® made by thefDrufgs lnspecter shall be in triplicate. The
original copy shall be retained in‘thesin fbéétiOn Book-to be maintained in the
premises of the licensee. The du"p,’;cat ,opy shall be sent to the licensing
authority. The trlpllcate copy shaII be taken as record by the Inspector.]

[FORM %
5. (Seeirtile150 B)

APPLICATION FOR GRANT Z4#%%]:OF APRROVAL FOR CARRYING
OUT TESTS ON DRUGS/28#11] QR-RAW MATERIALS USED IN
THE MANUFACTURE THEREOF ON BEHALF OF LICENSEES FOR
MANUFACTURE FOR SALE OF DRUGS/®I***] Z5[OR FOR AN
INDIVIDUAL OR ORGANISATION OR PROCUREMENT AGENCY]

(1) IWE, e, y O hereby
apply for the grant Z[***] of approval for carrying out tests of identity, purity,
quality and strength on the following categories of drugs/22[***] or raw
materials used in the manufacture thereof on behalf of licensees from
manufacture for sale of drugs/°’[***] “[or for an individual or organisation or
procurement agencyy].

(2) *Categories of drugs, °[***]:—
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(@) Drugs other than those specified in Schedules C and C(I) and also
excluding Homoeopathic Drugs:—

1.

2.

3.

4.

Crude vegetable drugs.
Mechanical contraceptives.
Surgical dressings.

Drugs requiring the use of ultraviolet/Infra Red Spectro-

photometer or Chromatography.

5.

6.

Disinfectants.

Other drugs.

(b) Drugs specified in Scheduléé C and‘C()):

1.

Sera, \accines:, Anti,gens, > Toxing, Antitoxins, Toxoids,

Bacteriophages and similarfmmitmological Rroducts.

2.

3.

7.

8.

Antibiotics,

Vitamins;

Parenteral pkreparati'ons.

Sterilised surgical ’Iigaturé/suture.

Drugs requiring the use of animals for their test.
Drugs requiring microbiological tests.

Drugs requiring the use of Ultraviolet/Infra Red Spectro-

photometer or Chromatography.

9.

Homoeopathic drugs.

(c) Homoeopathic drugs.

(d) "]
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(3) Names, qualifications and experience of expert staff employed for testing
and the person-in-charge of testing.

(4) List of testing equipment provided.

(5 1/We enclose a plan of the testing premises showing the location and area
of the different sections thereof.

(6) An inspection fee of rupees.......cccccvevinnnnnn. has been credited to
Government under the head of account........................

* Delete whichever is not applicable.

‘[FORM 37
(See rule 150C)
APPROVAL FOR CARRYING OUT; TESTS ON DRUGS/&1***]
AND RAW MATERIALS USE THEIR MANUFACTURE ON
BEHALF OF LICENSEES FORMANUFACTURE FOR SALE OF
DRUGS/'[***] *[OR FOR AN INDIVIDUAL OR GRGANISATION OR
PROCUREMENT AGENCY]

Number of approval and date of |ssrue,.,.'._'.'...‘.'..'.T.v ......... S ST

(1) Approval is hereby granted"to....’....,.a'.~..-.-.".'.;°.' ........... for carrying out tests for
identity, purity, quality and strength on the following -categories of
drugs/2i[***] and the raw materials used in the manufacture thereof on the
premises situated at...............ccceeeennnnne,

Categories of drugs/°[***].

(2) Names of approved 22[Competent Technical Staff] employed for testing

and person-in-charge of testing.

°[(3) The approval, unless sooner suspended or cancelled, shall remain
valid perpetually. However, the compliance with the conditions of approval
and the provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the
Drugs and "[***] Rules, 1945 shall be assessed not less than once in three years
or as needed as per risk based approach.]
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4. The approval is subject to the conditions stated below and such other
conditions as may be specified in the Rules for the time being in force under the
Act.

Date......coooovveeiiece e Signature.........cccceevvvevieeiieennnnnn,
Designation............cccceevevinenen.
Conditions of Approval

(1) This approval 23[**»] shall be kept in the approved premises and shall
be produced at the request of the Inspector appointed under the Act.

(2) If the approved institution wishes to undertake during the currency of
the approval the testing of any other category of drugs 24***] it should apply
to the approving authority for necessary‘endorsgment as provided in Rule 150B.
This approval will be deemegdto extend-taythe itemsso endorsed.

(3) Any change inzthe analyti_éélffsfaffbr in the=person-in-charge of the
testing shall be forthwith reported to)the approving autharity.

°[(4) The approved institition”/shall:\inform“the approving authority in
writing in the event of afy change of the éonStitution of'the institution operating
under this Form. Where any change“in-the constitution of the institution takes
place, the current approval shall be deemed to bg valid for a maximum period of
three months from the date on Whichsthé"change takes place unless in the
meantime, a fresh approval has been taken from the approving authority in the
name of the institution with the changed constitution.]]

FORM 38 22[***]

[FORM 39
[See rule 150E(f)]
REPORT OF TEST OR ANALYSIS BY APPROVED INSTITUTION

(1) Name of manufacture from whom sample received together with his

manufacturing licence number under the Act and under the rules made
thereunder.
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(2) Reference number and date of the letter from the manufacturer under
which the sample was forwarded.

(3) Date of receipt of the sample.

(4) Name of drug/Z[***]/raw material purporting to be contained in the
sample.

(5) Details of raw material/final product (in bulk)/final product (in finished
pack)* as obtained from the manufacturer:

(@) Original manufacturer's name in the case of raw materials and
drugs repacked.

(b) Batch number.
(c) %[Batch size as représ_enféd by sample’.]
(d) Date of manufacture; |fany A
(e) Date of expiry, if any_:» NN
(6) Results of test or analysis with perOCoIs of test-analysis applied.

In the opinion of theundersigned, kt’h’e sampfe referred to above is of
standard quality/is not of standard quality as defined in the Act and the Rules
made thereunder for the reasons given 'below.

Date.....cccooovveiieeeece e Signature of person-in-charge of testing]
Note : Final product includes repacked material.

* Delete whichever is not applicable.
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'[FORM 39A
[See sub-rule (f) of rule 150E]
REPORT OF TEST OR ANALYSIS BY APPROVED INSTITUTION
FOR AN INDIVIDUAL OR ORGANISATION OR PROCUREMENT
AGENCY

(1) Name of individual or organisation or procurement agency from whom
sample is received.........ccccevvvveninenne.

(2) Serial number and date of sender's memorandum.........................
(3) Number of SAMPIES.......ccveeiieiiiicec e,
(4) Date of receipt of the sample........... coovveiieiiieiie e

(5) Name of drug or cosmetlcs or raw materlal purporting to be contained
inthe sample............ oo D QBN ov e D

(6) Details of rawmaterial ¢

, stoduct in bulk or final product in
finished pack’®® as obtained by ser ,

(@) Name and address of the Manufacturer and Licence number
mentioned on the> Iabel.....l.b..\?.ﬂ.;.,;i 7)) S« S eiennn ne

(b) Name of orlglnal Manufacturer in the case of raw materials and re-
packed drugs ...... .o SEIHL GOV E

(c) Batch NUMDEN.........cooiieceecee s e,
(d) Date of manufacture, if any..........c. cooveviiiiiieiiece e
(e) Date of expiry, if any........cccccovvviiiiiiiiis e,

(7) Results of test or analysis with protocols of test or analysis applied.

In the opinion of the undersigned, the sample referred to above is *of
standard quality/is not of standard quality as defined in the Act and the rules
made thereunder for the reasons given below.

Date.....coieiiiiie e Signature of Person-in-charge of testing
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Note : Final product includes repacked material.
* Delete whichever is not applicable.]

’[FORM 40
(See rule 24A)

APPLICATION FOR ISSUE OF REGISTRATION CERTIFICATE FOR
IMPORT OF DRUGS INTO INDIA UNDER THE DRUGS AND
COSMETICS RULES, 1945

/B .o (name and full address) hereby apply
for the grant of Registration Certificate to the manufacturer M/s...................
.............................. (full address with telephone, fax and E-mail address of the
foreign manufacturer) for his premises, and manufactured drugs meant for
import into India.

1. Name of Drugs for regist‘raﬁon; ‘, |

2. 1/We* enclose herewith 4he: irif”r{matibn andwndertakings specified in
Schedule D(l) and Schedule D(11)! dulyﬁ__ 'gned by the Manufacturer for grant of
Registration Certificatezfor the premlses stated below.

3. A fee of.. s s for reglstratlon of premises, the
particulars of which are glven below of the manufacturer has been credited to
the Government under theMead of Aceotnt"0210¢ cMedical and Public Health,
04-Public Health, 104-Fees and Eines" under,the" Drugs Rules, 1945—Central

vide Challan NO.....coovrvvverrererrrerenn “dated. .., (attached in
original).
4. A fee ofcoviiiiii, 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 Rules, 1945—Central vide Challan No.............. :
dated.......ccoooveiiennnn (attached in original)

5. Particulars of premises to be registered where manufacture is carried on:
AAUIESS(ES) .. vevieieieiie sttt

Telephone. ..o
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I/'we undertake to comply with all the terms and conditions required to obtain
Registration Certificate and to keep it valid during its validity period.

Place........cccoouennee.
Date.......ccooeveiiiie i, NaMe.....ccovveeriiiieee e,
Signature.......cccoccveveeeeens e,
Designation..........c.cccceevveiiveennen.

Seal/Stamp of manufacturer or his authorised agent in India.

(Note.—In case the applicant is an authorised agent of the manufacturer in
India, the Power of Attorney is tobe’enclosed):

*Delete whichever is not apbiicabl’é.ﬁ]f

: (See rule 27A)
REGISTRATION CERTIFICATE REGISTRATION CERTIFICATE
TO BE ISSUER FOR IMPORTOF DRUGS INTO INDIA
UNDER THE DRUGS RULES 1945

Registration  Certificate No...’.’. ..... 1,.GOVER..... Date........coovveenee.
MI/S et e (Name and full Address of registered
OFFICE) i having factory
Premises at..... .. cooccvvevveeveecie e (full address) has been registered under

rule 27A as a manufacturer and is hereby issued this Registration Certificate.

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

3. This Registration Certificate shall be in force
from....ccooeeieie, L(0 JRR unless it is sooner suspended or
cancelled under the rules.
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4.  This Registration Certificate is issued through the office of the
manufacturer or his authorised agent in India M/s (name and full
AAAreSS)...eeiveeiiecee e, 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 to time.

Place......ccooveiiieiiie e Licensing Authority
Date.....ccoveie e e Seal/Stamp
Conditions of the Registration Certificate

1. The Registration Certificate“shaH ‘berdisplayed at a prominent place by
the authorised agent.

2. No drug shall be register’edf‘vun'less it has a free sale approval in the
country of origin, and/of in other majotycotintries.

3. The manufacturer oris authorised agent inYYndia shall comply with the
conditions of the import3icence issued underthe Drugs;sRules, 1945.

4. The manufacturer @t his*autheriseéd agent in India shall inform the
licensing authority forthwith in theevent ofsany administrative action taken due
to adverse reaction, viz. market withdrawal, regulatory restrictions, or
cancellation of authorisation, and/or not of standard quality report of any drug
pertaining to this Registration Certificate declared by the Regulatory Authority
of the country of origin or by any Regulatory Authority of any other country,
where the drug is marketed/sold or distributed. The despatch and marketing of
the drug in such cases shall be stopped immediately, and the licensing authority
shall be informed immediately. Further action in respect of such stopped
marketing of drug shall be followed as per the direction of the licensing
authority. In such cases, action equivalent to that taken with reference to the
concerned drug in the country of origin or in the country of marketing shall be
followed in India also, in consultation with the licensing authority. The
licensing authority may, however, direct any further modification to this course
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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 drug pertaining to this Registration Certificate.

In such cases, where there shall be any major change/modification in
manufacturing, or in processing or in testing, or in documentation as the case
may be, at the discretion of the licensing authority, the manufacturer or his
authorised agent in India shall obtain necessary approval within 30 days by
submitting a separate application along with the registration fee, as specified in
clause (ii) of sub-rule (3) of rule 24A.

6. The manufacturer or. his authorised ‘agent in India shall inform the
licensing authority immediately in writingin the €vent of any change in the
constitution of the firm and/or address of: the registeréd office/factory premises
operating under this Registration! Certlflcate Where any such change in the
constitution of the firf and/or address takes place, the current Registration
Certificate shall be deemed to°'bé valid for a maximum period of three months
from the date on whichZhe change has taker) place usless, in the meantime, a
fresh Registration Certificate has beertaken 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.]

FORM 42

1 [***]

FORM 43

1 [***]
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’[FORM 44
(See rules 122A, 122B, 122D and 122DA)

APPLICATION FOR GRANT OF PERMISSION TO IMPORT OR
MANUFACTURE A NEW DRUG OR TO UNDERTAKE CLINICAL

TRIAL

........................ of M/s.....coeoeviiiviiiiienenneenne.. (@ddress) 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)
(2)
(3)
(4)

()
(6)
(7)

Name of the drug:
dosage form:

Composition of the formulation! -

Test specification:
(i) active ingrediéﬁté':;,_

(ii)  inactive ingredients ™=
Pharmacological cléésifi'cation,;of _fthe"’ar’Ug:
Indication for which proposed to be used:

Manufacture of the raw material (bulk drug substances):

2. Data submitted along with the application (as per Schedule Y with indexing
and page nos.)

A. Permission to market a new drug:

(1) Chemical and Pharmaceutical information

(2) Animal pharmacology

(3) Animal Toxicology
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(4) Human/Clinical Pharmacology (Phase 1)
(5) Exploratory Clinical Trials (Phase 1)

(6) Confirmatory Clinical Trials (Phase Ill) (including published review
articles)

(7) Bio-availability, dissolution and stability study Data
(8) Regulatory status in other countries
(9) Marketing information:
(@) Proposed product monograph
(b) Drafts of label and cartoops
(10) Application for testlicénse wRe
*[(11) New Chemica Entity and GIobaICIlnlcaI Trial—
(@) Assessmént of risk versusbeneflt to the patients
(b) Innovatiorvis-a-vis ex_iétingv th'erapeutic gption

(c) Unmet medicatneedirrihe eountry.J« |

B. Subsequent approval/permission for:manufacture of already approved new
drug:—
(@) Formulation:
(1) Bio-availability/bio-equivalence protocol
(2) Name of the investigator/centre
(3) Source of raw material (bulk drug substances) and stability study
data.
(b) Raw material (bulk drug substances)

(1) Manufacturing method
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(2) Quality control parameters and or analytical specification, stability
report.

(3) Animal toxicity data.
C. Approval/permission for fixed dose combination:

299

(1) Therapeutic Justification. (authentic literature in <=[peer-reviewed

journals]/text books)
(2) Data on pharmacokinetics/pharmacodynamics combination.

(3) Any other data generated by the application on the safety and
efficacy of the combination.

D. Subsequent approval or approval-for new, indication—new dosage form:
(1) Number and date’of appxro\/al/permission already granted.
(2) Therapeutic Justificatiof fornew claim/modified dosage form.

(3) Data generated on safety/of quality parameters.

A total fee of rupees...Z...... (in workdsr)(f....\\. ............................................... has
been  credited to “the government  dnder  the  head  of
ACCOUNT......cooiiriiieieerieeee e, .4y (Photocopy,of receipt is enclosed).
Dated.......ccooveveeiieieee e Signature.........ccccevevveiveeieenne

Designation...........c.cccceevveeinnnn

Note.—Delete, whichever is not applicable.
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'[FORM 45
(See rule 122A, 122D, 122DA)
PERMISSION TO IMPORT FINISHED FORMULATION OF A NEW
DRUG
Number of the permission and date Of iSSUE............cccveeveeiiieiiecciciieene,

/St Of (address) is
hereby permitted to import the following new drug formulation under rule
122A/122D/ 122DA of the Drugs Rules, 1945.

(1) Name of the New drug:
(2) Dosage from:
(3) Composition:

(4) Indication

""4"";Name apd  Designation  of
i L LGEeRSAg Authority.............

Condition for grant of éppr0vallpermission

(1) The formulation shal'i" confirm_to _'th,e *épecification approved by the
Licensing Authority. "

?[(2) The proper name of the drug or fixed dose combination drug other than
fixed dose combinations of vitamin and other fixed dose combinations
containing three or more drugs, shall be printed or written in a conspicuous
manner which shall be at least two font size larger than the brand name or the
trade name, if any, and in other cases the brand name or the trade name, if any,
shall be written below or after 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 is packed shall bear a ®[caution or warning, as
applicable, depending on whether the drug is covered under Schedule G or
Schedule H or Schedule HI or Schedule X, as specified in rule 97, in legible
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black coloured font size in a completely red rectangular box] without disturbing
the other condition printed on the label to depict it is 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 the retail on the prescription of

“[(5) As Post Marketing Surveillance, the applicant shall submit Periodic
Safety Update Reports every six months for the first two years. For subsequent
two years, the Periodic Safety Update Reports shall be submitted annually.]

(6) All reported adverse reaction 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 mentloned above $hall be made for the drug
without the prior approval of the Llcensmg Authorlty

(8) Specimen of the cartoon, Iabels package msert that will be adopted for
marketing the drug in the country shall ‘be:got approved from the Licensing
Authority before the drug is marketed |

(9) Each con3|gnment of |mported drug shaII be accompanied by a
test/analyse report. :

'[FORM 45A
(See rules 122A and 122DA)
PERMISSION TO IMPORT RAW MATERIAL (NEW BULK DRUG
SUBSTANCE)

MIS.ciieee s Of (address)
hereby permitted to import the following raw material (new bulk drug
substances) under ride 122A/122DA of the Drugs Rules, 1945, namely:—

Name of the raw material (new bulk drug substances):
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(2) e
(3) ceereee
Dated......c.ccoveveevieiie e, SIgNAtUre.......ccoeveeeee e
Name and Designation of the Licensing
Authority..........cceeueeee.

Conditions for Grant of Approval/Permission

(1) 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 122B shall be obtained
from the Licensing Authorlty

(3) The permission to |mport sh_all“"ot be used ta convey or imply that the
raw material (new bulk drug) IS categf ,|zed as "life savihg or essential drug".]

[FORM 46
(See rule 1228 122D 122DA)
PERMISSION/APPROVAL FOR MANUFACTURE OF A NEW DRUG
“?. FORMULATION (©

M/S.eeoiiiiieieieei, Of (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:
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Dated....... Signature...........
Name and Designation of Licensing Authority.
Conditions for grant of approval/permission

(1) The formulation shall confirm to the specification approved by the
Licensing Authority.

'[(2) The proper name of the drug or fixed dose combination drug other than
fixed dose combinations of vitamin and other fixed dose combinations
containing three or more drugs, shall be printed or written in a conspicuous
manner which shall be at least two font size larger than the brand name or the
trade name, if any, and in other cases the brand name or the trade name, if any,
shall be written below or after the proper name on the label of the innermost
container of the drug or every other covering'inswhich the container is packed.]

(3) The label of thevinnermasti'container of the drug and every other
covering in which the ¢Bntainer is packed’shall bear a ?[caution or warning, as
applicable, depending on whetherithedrig is covered under Schedule G or
Schedule H or Schedute HI-or-ScheduleX, as.specified in rule 97, in legible
black coloured font size in a compléte'ly red rectangular.box] without disturbing
the other condition printéd on the labelto/depict it is pfeéscription drug.

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

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

*[(5) As Post Marketing Surveillance, the applicant shall submit Periodic
Safety Update Reports every six months for the first two years. For subsequent
two years, the Periodic Safety Update Reports shall be submitted annually.]

(6) All reported adverse reaction 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.
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(8) Specimen of the cartoon, labels, package insert that will be adopted for
marketing the drug in the country, shall be get approved from the Licensing
Authority before the drug is marketed.

‘[FORM 46A
(See rules 122B and 122DA)
PERMISSION/APPROVAL FOR MANUFACTURE OF RAW
MATERIAL (NEW BULK DRUG SUBSTANCE)

Number of the permission and date of
ISSUB. .1ttt sttt sttt sttt
M/S. .o of i (address) is  hereby

granted Permission/Approval to manufacture the following raw material (new
bulk drug substances) under rulev_12‘ZB/122DA of the Drugs Rules, 1945:—

Name of the raw material "(new/'blulk; drug s,ukbsytah'c,e):

Dated......ccovveeeeeiieieeeee e, ) Signatu,re..ﬁ.;'.' .............................................

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

Conditions for Grant of Permission/Approval

(1) The raw material (new bulk drug substance) shall confirm 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.
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(3) For manufacture of the formulation in the country, separate approval
under rule 122B shall be obtained from the Licensing Authority.]

'[FORM 47
(See rule 160 A)
APPLICATION FOR GRANT OR RENEWAL OF APPROVAL FOR
CARRYING OUT TESTS ON AYURVEDIC, SIDDHA AND UNANI
DRUGS OR RAW MATERIALS USED IN THE MANUFACTURE
THEREOF ON BEHALF OF LICENSEES FOR MANUFACTURE FOR
SALE OF AYURVEDIC, SIDDHA AND UNANI DRUGS

1 *IWe..o e, Of o, hereby
apply for the grant/renewal of approval for carrying out tests of identity, purity,
quality and strength on the following categories of Ayurvedic, Siddha and
Unani drugs or raw materials useg Arothe, manufacture thereof on behalf of
licensee for manufacture for salé of Ayurvedic, Siddha and Unani drugs.

: aand Unah'i’_jdrugs other than those

2. *Categories of Ayurvedicy Sit a
t f which testing will be carried out:

specified in the First Sctiedule to thisy

AYURVEDA AND SIDDHAS O/ 1 “ORANI

1. Asavaand Arista % \ iy, 1.Nabegz, Khal (Sirka)
2.Arka-Tinir 2 s~ 2.\Mdjoon and its sub-
_categories

~Itrifal, Jawarish, Khameera,
Laooq, Halwar

3.Avaleha and Paka-llakam 3.Sufoof, Zuroor, Sunoon.
4.Kavatha Curna-Kutinir Curanam 4.Namak, Khar
5. Guggulu 5. Raughan
Ghrita-Ney 6. Zimad
7. Chuma-Curanam 7. Habb (Pill)
8. Taila-Tailam 8. Shiyaf
9. Dravaka-Tiravakam 9. Qutoor(drops)
10. Lavana-Uppu 10. Kohal (Surma), Kajal
11. Kshara-Saram 11. Satt, Usara
12. Lepa-Pacai 12. Kushta
13. Vati, Gutika-Kulikai 13. Joshanda (single drugs)
14. Vartti 14. Sharbat Sikanjabeen
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15. Netrabindu (Aschyotan)
16. Anjana-Kanmai

17. Sattva-Sattu

18. Kupipakva Rasayana -Kuppi Centuram
19. Parpati

20. Pishti

21. Bhasma-Parpam

22. Mandura-Atai Kutinir

23. Rasayoga-Centuram

24. Lauha

25. Ghana Sattva

26. Kvath Pravahi-Kutinir

27. Panak (Syrup)-Manappaku
28. Tablet-Mattirai

29. Capsule

30. Ointment-Kalimapu

31. Phalavarti

32. Dhoomravarti/Dogpan

33. Kshar Sutra/Kshar Varti
34. Single drugs: ‘
(a) Plant based

(b) Mineral based

(c) Metal based

(d) Animal based

(e) Synthetic

()  Any other Ayurvedic, Siddha, Unani
formulation.

35. Pushp (Phool)

36. Nasya

37. Swarasa (Fresh juice)
38. Kama Bindu (Ear drops)

39. Any other dosage form of Patent and
Proprietary and Ayurvedic, Siddha,

Unani Drug.
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16.

S8
40 33,

Sayyal, Arq (Distillates)
Qurs (Tablet)

17. Marham, Qairooti
18. Humool, Furzaja
19. Bakhoor
20. Nabati Advia
21. Maadni Advia
22. Ajsad Advia
23. Haiwani Advia
24. Jauhar
25. Natool
26. Nashooq, Naswar
27. Shamoom
28. Saoot (Nasal drops)
29. Mazoogh 30 Tila
31. “4ashooq
Gulgand
Fateela

34. Ghaza, Ubtan, Sabhgh

35. Capsule

36. Hugna

37. Naurah

38. Latookh

39. Vajoor (Throat pain)

40. Mazmazah (Mouth washer)
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(3) Names, qualifications and experience of experts employed for testing and
the person-in-charge of testing.

(4) List of testing equipment provided.

(5 *I/We enclose a plan of the testing premises showing the location and area
of the different sections thereof.

(6) An inspection fee of rupees ........ .has been credited to Government under
the head of account................

Signature.........ccceevevevieeie e,
- Full address of the Applicant

* Delete whichever is not ,apﬁl’icab[el. A .

[FORM 48
& (Seg (Ul 160B) ‘

APPROVAL FOR CARRYING/QUT TESTS OR ANALYSIS ON
AYURVEDIC, SIDDHA ANDJUNANI DRUGS OR RAW MATERIALS
USED IN THE MANUFACRURE:FHEREQF ON BEHALF OF
LICENSEES FOR MANYFACTUREFOR SALE OF AYURVEDIC,
SIDDHAAND UNANTDRUGS

Number of approval and date of issue:

(1) Approval is hereby granted tO........c.ccccevvevieiiieiic i for carrying
out tests for identity, purity, quality and strength on the following categories of
Ayurvedic, Siddha or Unani drugs and the raw materials used in the
manufacture thereof on the premises situated at..........cccoviiiiiiiiinnne.
Categories of Ayurvedic, Siddha and Unani drugs.

(2) Name of experts employed for testing and the person-in-charge of testing
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(4) The approval is subject to the conditions stated below and such other
conditions as may be specified in the rules for the time being in force under the
Act.

Seal of State Licensing Authority
Conditions of Approval

(1) This approval and any certificate of renewal in Form 42 shall be
displayed in the approved premises and shall be produced at the request of the
Inspectors appointed under the Act.

(2) If the applicant wishes to undestake during.the currency of the approval
the testing of any other cafegory of Ayuryed_ic, Siddha or Unani drugs it should
apply to the approving atithority for,,‘inlaCessa‘ry endorseément as provided in rule
160A. This approval will be deemedifto‘fextend to the items so endorsed.

(3) Any change in the‘expértsor m ihe person'-in-charge of the testing shall
be forthwith reported tothe approvingauthority.

(4) The applicant shall inforrthe ‘approving authority in writing in the
event of any change of the constitution. efthe Iaboratory operating under this
Form. Where any change in the constitution of the laboratory takes place, the
current approval 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 approval has been taken from the approving authority in the name of the
laboratory with the changed constitution.]
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'[FORM 49
(See rule 160-1)

CERTIFICATE OF RENEWAL FOR CARRYING OUT TESTS OR
ANALYSIS ON AYURVEDIC, SIDDHA OR UNANI DRUGS OR RAW
MATERIALS USED IN THE MANUFACTURE THEREOF ON BEHALF
OF LICENSEES FOR MANUFACTURE FOR SALE OF AYURVEDIC,
SIDDHA OR UNANI DRUGS

(1) Certified that approval number ........c.cccceevvvvnenee. granted on the ............
day of....cccccevinnennnn. 2001 for carrying out tests of identity, purity, quality
and strength on the following categories of Ayurvedic, Siddha or Unani
drugs and the raw materials used in the manufacture thereof at the
premises situated Al has been renewed

(2) Names of experts?an:‘cjiifh(éﬁé
and ..o, (Person-ineg

D (- TR o ,‘ Slgnatu (e PP
Place......cccoovvviiiiiiicicee e, Designation.........c.ccccevvevvenne
Seal of State Licensing Authority]

'IFORM 50
[See rule 160 D(f)]
REPORT OF TEST OR ANALYSIS BY APPROVED LABORATORY

(1) Name of manufacturer from whom sample received together with his
manufacturing license number under the Act or the rules made
thereunder.......................

(2) Reference number and date of the letter from the manufacturer under
which the same was forwarded.............................
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(3) Date of receiptofthe sample..............coooiiiiiiiiit.

(4) Name of Ayurvedic, Siddha and Unani drug or raw material purporting
to be contained inthesample....................ooi

(5) Details of raw material of final product (in bulk finished pack)* as
obtained from the manufacturer:

(a) Original manufacturer's name in the case of raw materials and drugs
repacked ...l

(b) Batch nUMDEr.........ccoeeee e
(c) Batch size as represented by sample.........ccccooeiiiiiiiiii e,
(d) Date of manufacture, T BITY. 0 e e eeree st

(e) Date of expiry;if any..........ﬂ.‘..,r....r ..... — 2

(6) Results of test%r analysi§: Wlth pfdtocols of test or analysis applied or
as per Ayurvedic, Siddha or Unani Pharmacopoelal standards.

(7) Other specific tests for |dent|ty purlty, quality and strength of Patent
and Proprietary drugs. -

In the opinion of the uhders‘i'gned, the _sam‘ple referred to above is of
standard Equality/is not of standards quality as defined in the Act or the rules
made thereunder for the reasons given below:

(Signature of the person-in-charge of testing)

Note.—Final product includes repacked material.
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"Delete whichever is not applicable.]

FORM 51

[See rules 71(9), 71A(5), 71B(v), 76(11) and 76A(V)]
FORM OF UNDERTAKING TO THE LICENSING AUTHORITY FOR
MARKETING A DRUG UNDER A BRAND NAME OR TRADE NAME

D1, Of e intend to market the drug
specified below under a brand name or trade name—

(i) Name of the drug:
(i) Dosage form:

(i)  Composition:

(2) | hereby give thls undertakmg -at tOjthe best of my knowledge based
on search in trade marks reglstry; ata base for brand name or trade
name of drugs malntamed by Cehtral ‘ Ugs Standarg Control Organisation,
literature and reference books-on detalls of drug formulations in India, and
mternet such or S|m|Iar brand name ur trade name |s hot already in existence

DAt [Signature, Name, Designation
Seal/Stamp of manufacturer or on behalf of the manufacturer]]

[SCHEDULE B
(See rules 7 and 48)
FEES FOR TEST OR ANALYSIS BY THE CENTRAL DRUGS
LABORATORIES OR STATE DRUGS LABORATORIES

1. Fees for test and assay of Drugs requiring use of animals—
Rupees

Adrenocorticotrophic hormone assay 1000
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APPENDIX
FORM COS- 1
[See rule 12(2), and 12(7)]
Application for issue of registration certificate for
Import of cosmetics into India

I/We*__ (Name and full address) hereby apply for thegrant of registration
certificate to the manufacturer, M/ s (full address with telephone number,
fax and e-mail address of the foreign manufacturer) for his manufactured
cosmetics meant for import into India.

1. Names of cosmetics along with their brand name and pack size(s) and
variants for registration.

Serial Variant Actual
eria Product or brand Brand arian Pack
i i manufacturer and its
number of cosmetic name name  SiZes _
premises
1.
2.

2. 1/We* enclose herewith the information and undertaking specified in
Part-1 of Second Schedule duly signed by the manufacturer for grant of
registration certificate for the premises stated below:—

3. Afeeof........... for registration of cosmetics for import as specified
at serial number 2 above has been credited to the Central Government under the
Head of Account "0210-Medical and Public Health, 04-Public Health, 104-Fees
and Fines" under the Cosmetics Rules, 2020 - Central vide Challan No.............. ,
dated............... , (attached in original).

4. Particulars of premises to be registered where manufacture is carried on:
Address(s) :
Telephone :

Fax:
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E-mail .

I/'we undertake to comply with all the terms and conditions required to obtain
registration certificate and to keep it valid during its validity period.

Place: .....cc.cceune.
Date: .....ccccoeveeeen
Signature__
Name
Designation

Seal/Stamp of manufacturer or his Authorised agent in India.

(Note: In case the applicant is an Authorised agent of the manufacturer in India,
an undertaking for the purpose of registration is to be enclosed as per Part-1 of
Second Schedule)

FORM COS- 2
[See rule 13(1) and 13(4)]
Import registration certificate to be issued for import
of cosmetics into India

Registration Certificate No. ~ Date  M/s (Name and full address of
registered office) having factory premises at_(full address) has been registered
under rule 13 as a manufacturer and is hereby issued this Registration
Certificate.

2. Name (s) of cosmetics, along with their brand names and pack size(s) and
variants which may be imported under this registration certificate.

. i Actual
Serial Product or brand of Brand Variant Pack
i ) manufacturer and its
number cosmetic name name sizes )
premises
1.
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3. This registration certificate shall be in force from_to __unless it issooner
suspended or cancelled under the rules.

4. This registration certificate is issued through the office of manufacturer
or his authorised agent or importer in India or by the subsidiary in India
authorised by the manufacturer, namely M/s..........ccccoeviiiieeinenn. (name and full
address).......ccccevvennnenn, who shall 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 Drugs and Cosmetics
Act, 1940 and the rules made thereunder, from time to time in this regard.

Place: ....cccovvvvveeen.
Date: oo

CENTRAL LICENSING AUTHORITY
Seal / Stamp
Conditions of the registration certificate

1. The registration certificate shall be produced by the authorised importer
or distributer or agent as and when required by the Licensing Authority or
regulatory authority.

2. The manufacturer or his authorised importer/distributor/agent in India
shall inform the Licensing Authority forthwith in the event of any
administrative action taken namely, market withdrawal, regulatory restrictions,
or cancellation of authorisation, and not of standard quality report of any
cosmetic 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 cosmetic is marketed/sold or distributed.

The dispatch and marketing of the cosmetic in such cases shall be stopped
and the Licensing Authority shall be informed immediately. Further action in
respect of such stopped marketing of cosmetic shall be followed as per the
direction of the Licensing Authority. In such cases, action equivalent to that
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taken with reference to the concerned cosmetic 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 cosmetic
from Indian market within 48 hours time period.

3.  The manufacturer or his authorised agent or importer or distributor or
subsidiary in India shall inform the Licensing Authority within thirty days, in
writing, in the event of change in labelling or composition or testing, or
specification or in documentation of any of the cosmetic pertaining to this
Registration Certificate along with an undertaking that the products comply
with standards laid down by the Bureau of Indian Standards as referred in the
Ninth Schedule.

4. 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 operating under this registration certificate. Where any
such change in the constitution of the firm takes place, the current Registration
Certificate shall be deemed to be valid for a maximum period of one hundred
and eighty days 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.

5. In case of change in name or address of a registration holder or overseas
manufacturer, operating under this registration certificate, an application for
amendment shall be made in online portal of Central Government for prior
approval from the Central Licensing Authority for the said changes in
registration certificate within a period of sixty days from the date of such
change.

6. The importer shall notify to the Licensing Authority immediately in
writing, on the class of the cosmetic product which present a risk to the human
health and the corrective measure taken.

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 89 of 112



FORM COS- 3
[See rule 13(3), 23(3), 32(2) and 32(3)]
Permission to import or manufacture new cosmetics in India

Number of the permission and date of issue................ M/S.ooiiiiiiieeee e
having address.........cccccvevvennnen, is hereby permitted to import or manufacture the
following new cosmetic under rule 32 of the Cosmetics Rules, 2020.

1. Name of the cosmetic
2. Category or intended use
3. Composition of the product
4. Any special instruction
Dated: ......ccccovvvenen.
Signature:
Name and Designation of Central Licensing Authority:

Conditions for the grant of permission to import or
manufacture new cosmetic
1. The cosmetic product shall conform to the specifications as permitted by
the Central Licensing Authority

2. Name of the cosmetic shall be printed or written in indelible ink and shall
appear in a conspicuous manner.

3. Any special instructions as permitted shall be printed on the label.

4. No claims other than those permitted shall be made on the label without the
prior approval of the Central Licensing Authority
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FORM COS-4

[See rule 17(11))]
Application for issue of Import Registration Number for
Import of already registered cosmetics.

I/We* _(Name and full address of importer)hereby apply for the grant of
registration number for Import of already registered cosmetics, meant for import
into India.

1. Detail of cosmetics

Registration

Serial | Nameof | (Name of manufacturer and | Pack -
; 4 _ Certificate
aumber | cosmetic address) Sizes
Number
1.
3.

2. 1/We* enclose herewith the information and undertaking specified in
Sixth Schedule duly signed.

3. l/we undertake to comply with all the terms and conditions required to
obtain registration number and to keep it valid during its validity period.

Address(s) :
Telephone :_
Fax:_
E-mail :__
Place:
Date:
Signature_
Name
Designation____
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FORM COS- 4A
[See rule 17(2)]
Import Registration Number to be issued for import of
already registered cosmetics into India

Import Registration No.: Date_

1. M/s__(Name and full Address of importer)has been registered under rule
17 as an importer and is hereby issued this Import Registration Number for
Import of already registered cosmetics into India.

2. Detail of cosmetics

Serial
Name of cosmetic(s) Pack size(s) Name and address of manufacturer
number

1.
2.

3. This Import Registration Number shall remain valid for three years
unless it is sooner suspended or cancelled under the Cosmetics Rules, 2020.

4. This Import Registration Number 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 Cosmetics Rules, 2020.

Place:
Date:
Central Licensing Authority
Seal / Stamp
Conditions of the Import Registration Number

1. This Import Registration Number shall be produced by the importer as
and when required by the Licensing Authority or regulatory authority.
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2. The importer shall inform to the Licensing Authority forthwith in the
event of any administrative action taken namely, market withdrawal, deletion of
product from the original Registration Certificate holder's or any regulatory
restrictions of any cosmetics pertaining to this registration.

3. The importer shall provide the statement of details of cosmetics
imported by them annually to the Central Licensing Authority.

FORM COS-5
[See rule 23(2)]
Application for grant of a license to manufacture cosmetics for sale or for

distribution
1. IWeaieen, Of e, hereby apply for the grant
of a License to manufacture on the premises situated at..................... the

following cosmetics:

2. Details of cosmetic products:

Specifications or |Percentage
Name of = Name of Standards or Function of

.. . of . .
cosmetic | ingredients Grade of ingredients

ingredients  ngredients

Serial

Number

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

4. A fee of rUPees.......cccvviiicviii i, has been credited to Government
under the

head of account.............oovvvvveveeeeeennn,

SIgNALUIE.....coiveieee e

Note: The application should be accompanied by a plan of the premises.
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FORM COS-6
[See rule 23(2)]

Application for grant of a loan license to manufacture cosmetics for sale or
for distribution

1. I/We ..o 0] PSRRI hereby apply for grant of a loan
license to manufacture cosmetics, for sale, on the Premises situated at
.................. Clo...................the following cosmetics:

2. Details of cosmetic products:

Percentage
i Specifications or )
Serial Name of | Name of P Function of
cosmetic | ingredients Standards or Grade of ingredients
Number g of ingredients J

Ingredients

3. The names, qualifications and experience of the expert staff actually
connected with the manufacture and testing of the specified products in the
manufacturing premises.

4. 1/We enclose

(@) 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 me / us and they will analyse every batch
of 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.

5. A fee of rupees.......cccceenee.n. has been credited to Government under the
head of Account...............
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Signature........cccccevevveeiieennennn,

Enter here the name and address of the manufacturing concern where the
manufacture will be actually carried out and also their license number.

FORM COS- 7
[See rule 23(4) and 23(7)]
Self-certificate of compliance of Good
Manufacturing Practices (GMP)
for manufacture of cosmetics

(To be given by the applicant along with Form COS- 5 or Form COS- 6 at the
time of application for manufacturing licence or loan licence)

1 I/We. e, Of e, hereby applied for the grant

I:0 manufacture at premises situated at.................. the following cosmetics.

2.1/We hereby declare that the above premises having facilities of good
manufacturing practices, requirements of premises, plants and equipment for
manufacture of above cosmetics as per the Seventh Schedule of the Cosmetics
Rules, 2020.

3. I/We undertake to provide facility to inspect the above premises as per
the Cosmetics Rules, 2020 to the State Licensing Authority or any officer
appointed by the authority.

4. 1/We undertake that in case State Licensing Authority or any officer
appointed by the authority found any deficiency during an inspection the State
Licensing Authority have a full right to cancel or give any direction for
improvement for Good
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Manufacturing Practice in the said premises in respect of the above said
cosmetics. Further | will not claim any damages, etc. for any action of the State
Licensing Authority in this regard.

Date:
Place:
Name:
Signature:
Designation:

FORM COS- 8
[See rule 25, 26(g), 27(1), 28 and 30(1)]
License to manufacture cosmetics for sale or for distribution Number
of license and date Of ISSUE..........ccoveveevcvvieeiivenenne,

Lo, iIs hereby licensed to manufacture on the
premises situated at..................... the following cosmetics under the supervision
of the following technical staff.

(a) Details of cosmetic products:

Specifications or Percentage
Name of | Name of Standards or Function of

.. . of . .
cosmetic | ingredients Grade of ingredients

ingredients  |ngredients

Serial

Number

(b) Names of the technical staff..............cccoooi i,

2. The licence unless sooner suspended or cancelled shall continue to
remain valid. However, the compliance with the conditions of licence and the
provisions of the Drugs and Cosmetics Act and Rules shall be assessed at least
once in a year.

3. The license is subject to the conditions stated below and to such other
conditions as may be specified in the Cosmetics Rules, 2020.
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State Licensing Authority
Signature........ccooceveeeveevee e,
Designation..........c.cccceevvevveinnenne.
Date of iSSUE.......cccvvrvieiiieinnn,
Conditions of License

1. This license 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 technical staff shall be forthwith reported to the
Licensing Authority.

3. If the licensee wants to manufacture for sale additional items he should
apply to the Licensing Authority for the necessary endorsement to the license as
provided in rule

23. This license shall be deemed to extend to the cosmetics 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 license. Where
any change in the constitution of the firm takes place, the current license shall
be deemed to be valid for a maximum period of six-months from the date on
which the change takes place unless, in the meantime, a fresh license has been
taken from the Licensing Authority in the name of the firm with the changed
constitution.

FORM COS-9
[See rule 25, 26(g), 27(1), 27(3), 28 and 30(1)]
Loan license to manufacture cosmetics for sale or for distribution

1. Number of license and date of iSSU€........ccceeeeeeeeeeee....

2. 0] PP here by granted a loan license to
manufacture the following cosmetics on the premises situated
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AL Clo.iiiiiiiinnnn, under the direction and personal
supervision of the following technical staff :

a. Names of the technical staff..........ccoovveeeee.

b. Details of cosmetic products

Specifications

i Percentage )
Serial Name of | Name of or Standards or o g Function of
Number cosmetic ingredients Grade of Ingredients ingredients

ingredients

3. The licence unless sooner suspended or cancelled shall continue to
remain valid. However, the compliance with the conditions of licence and the
provisions of the Drugs and Cosmetics Act and Rules shall be assessed at least
once in a year.

4. The license is subject to the conditions stated below and to such other
conditions as are specified in the rules for the time being in force under the
Drugs and Cosmetics Act, 1940.

State Licensing Authority

Signature...................
Designation..............
Conditions of Licence

1. The license 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 technical staff shall be forthwith reported to the
Licensing Authority.

3. If the licensee wants to manufacture for sale additional items he should
apply to the Licensing Authority for necessary endorsement to the license as
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provided in rule 23. This license shall be deemed to extend to the cosmetics 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 license. Where
any change in the constitution of the firm takes place, the current license shall
be deemed to be valid for a maximum period of six months from the date on
which the change takes place unless, in the meantime, a fresh license has been
taken from the Licensing Authority in the name of the firm with the changed
constitution.

FORM COS- 10
[See rule 26(i) and 44(1)]
Intimation to person from whom sample is taken
| have this day taken from the premises of...................... situated at.............c.c.....

.................... samples of the cosmetics specified below for the purpose of test or

Date........c. evvviiieei, Inspector............

Date......ccoovviiiiiieee e, Inspector............

FORM COS- 11
[See rule 26(k) and 62(i)]
Form in which the inspection book shall be maintained
A. The cover of the Inspection Book shall contain the following particulars,
namely :

1. The name and address of the licensee.........cccccvveeeeeeiinin..

2. License number and the date up to which the license is valid
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B. (i) The pages of the Inspection Book shall be serially numbered and duly
stamped by the Licensing Authority. The pages, other than the first and the last
pages, shall have the following particulars:-

Name and designation of the Inspector who inspects the premises of the
licensee:—

Date of Inspection ..........cccceevvvveerinnnne.
Observations of the Inspector.............cccccvevivennen.
Signature of the Inspector

(if) The first and last pages of the Inspection Book shall be endorsed by the
Licensing Authority with the following word, namely :-

the Cosmetics Rules, 2020.
Seal and signature of the Licensing Authority.
Notes:

(i) Printed copy of the Inspection Book may be obtained by the licensee from
the Licensing Authority on payment.

(if) The Inspection Book shall be maintained at the premises of the licensee.

(iii) The observations made by the Inspector shall be in triplicate. The original
copy shall be retained in the inspection Book to be maintained in the premises
of the licensee. The duplicate copy shall be sent to the Licensing Authority. The
triplicate copy shall be taken as record by the Inspector.
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FORM COS- 12
[See rule 32(1)]
Application for grant of permission for new cosmetics for obtaining import
registration certificate or manufacturing license

I/We*_(Name and full address) hereby

apply for the grant of permission to import or manufacture a new cosmetics in
India. The necessary information or data is given below:—

1. Particulars of new cosmetic:—

a. Name of the cosmetic

b. Category of cosmetic/intended use

c. Composition of the product

d. Test protocols/specification of the raw materials and finished product

2. Assessment of the safety for human health of the finished product, its
ingredients, their chemical structure and level of exposure

3. Existing data on undesirable effects on human health resulting from use of
the cosmetic product

4. Supporting data for the claimed benefits of cosmetic products should be
made available to justify the nature of its effect

5. Draft of the product label and carton
6. Whether the product is marketed in any other country; list thereto

7. Any other data generated on safety, efficacy and quality parameters

8. Atotal feesof ........ USD............... (in words)............ has been credited to
the Government under the head of account................ (photocopy of receipt
Is enclosed)
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Signature of the Manufacturer/Importer/Authorised agent
Name:
Designation:
Stamp/Seal
Place:
Date: .

FORM COS- 13
[See rule 40]
Application from a purchaser for test or analysis of a cosmetic under
Section 26 of the Drugs and Cosmetics Act, 1940

1. Full name and address of the applicant............ccccooeevieiiiiiiciie e
2. Occupation........ccccccveveeecveeieeeinnenn,

3. Name of cosmetic purporting to be contained in the

4, Name and full address of the concern where the cosmetic was
purchased...............

5. Date on which purchased...........ccccveviiiiiiiieiie e

6. Reasons why the cosmetic is being submitted for test or
analysis.........cccoeveenenn,

A fee of oo, has been credited to Government under the Head of
Account

"02.10- Medical and Public Health, 04-Public Health, 104-Fees and Fines"
under the

Drugs and Cosmetic Rules 1945, - Central vide Challan

(attached in original)
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| hereby declare that the cosmetic being submitted for test was purchased by
or for me. | further declare that the sample of the cosmetic being sent for test or
analysis is exactly as it was purchased and has not been tampered with in any
way.

FORM COS- 14
[See rule 40]
Report of test or analysis by Government Analyst under Section 26 of the
Drugs and Cosmetics Act, 1940
1. Name of person from whom sample received...........ccccovvevivriiiieiiniieennn,

2. Date Of rECRIPL. .. .ciie e

3. Name of cosmetic purporting to be contained in the

4. Opinion of the Government Analyst—The sample referred to above is/is not
of standard quality as defined in the Drugs and Cosmetics Act, 1940 and Rules
thereunder.

Date @.coooveiieeieeie, Government  Analyst.............

FORM COS- 15
(See rule 42)

Receipt for stock of cosmetics for record, register, document or material
object seized under section 22 (1) (c) or (cc) of the Drugs and Cosmetics
Act, 1940
The stock of cosmetics for records, registers, documents or material objects

detailed

below has / have this day been seized by me under the provisions of clause (c)
or clause (cc) of sub-section (1) of section 22 of the Drugs and Cosmetics Act.
1940 (23 of 1940)

from the premises Of...........cccoeevevveinnnn, situated at.......ccocovevverenie e
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Details of cosmetics, records, registers, documents or material objects seized.

Date......coooiiiiiiieeeee e, Inspector............

FORM COS- 16
[See rule 44(2)]
Receipt for samples of cosmetics taken where fair price tendered thereof
under sub - section (1) of section 23 of the Drags and Cosmetics Act, 1940 is

refused
TO i
Whereas |, this............... day of......... 20........... , have taken from the premises
of........ situated at..........ccceevveiiennennn, samples of cosmetics as specified below:-
Details of Samples.......ccccocevvvevvennnnnn
And whereas | had offered to pay you rupees ..........cccceu.... as the fair price of

the samples of cosmetics taken:
And whereas, you have refused to accept the fair price tendered thereof.

Now, therefore, | give you the receipt as the fair price tendered for the
samples of the cosmetics- taken by me.

Date......cooviieiiiieieiiee e Inspector............

FORM COS- 17
[See rule 45(1)]
Memorandum to Government Analyst
Serial NO. of MemOorandum ...........cccooiiiiiiiiie e

From:
To

The Government Analyst,
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The portion of sample or container described below is sent herewith for test
or analysis under the provisions of clause (i) of sub-section (4) of Section 23 of
the Drugs and Cosmetics Act, 1940.

The portion of sample/'‘container has been marked by me with the following
mark.

Details of portion of sample or container with name of cosmetic which it
purports to contain—

Date.....cooiiiiiiiie Inspector..................

FORM COS- 18
(See rule 46)
Order under section 22 (I)(c) of the Drugs and Cosmetics Act, 1940
requiring a person not to dispose of stock in his possession

Whereas, | have reasons to believe that the stocks of cosmetics in your
possession, detailed below contravene the provisions of section 18 of the Drugs
and Cosmetics Act, 1940;

Now, therefore, | hereby require you under clause (c) of sub-section (1) of
section 22 of the said Act not to dispose of the said stock for a period
(0] PSR days from

the date of this order.

Date.....cooiiiiiice Inspector.

Date.....cooiiiiieiee e Inspector.
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FORM COS- 19
[See rule 48]
Report of tests or analysis of cosmetics by the Government Analyst.

1. Name of the officer or Inspector from whom received.............ccccccvvvervnennee.

2. Serial number and date of the  Officer's/Inspector's
memorandum..............cco.......

3. Number of sample.........ccevvvviiverinenne.
4. Date of receipt........ccceeveviviinnninnnn

5. Name of the cosmetic purporting to be contained in the

6. Condition of seals on the packet or on portion of sample or container...

7. Results of test or analysis:—

The sample of cosmetics—

(@) contain a prescribed colour only or does not contain a prescribed colour.
(b) does not contain harmful ingredients or contains harmful ingredients.

(c) conforms to claims made on the label as to the nature and quality of or
does not conform to claims made on the label as to the nature and quality of the
cosmetic.

(d) contains not more than...........ccoeeveeeinene parts per million of lead
AN, parts per million of Arsenic
.......................................... contains more than.............ccco..........parts — per
million of Lead and..........c.ccceev vovvvviiiviinnnnn, parts per million of Arsenic.
Date......cccoovveiiinen Government  Analyst.
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FORM COS- 20
[See rule 49(1) and 49(3)]
Memorandum to the Director, Central Cosmetic Laboratory
Serial Number........c.cocooveviiiin

To the Director, Central Cosmetic

1 send herewith, under the provisions of section 25 (4) of the Drugs and
Cosmetics

Act, 1940, sample(s) of a cosmetic purporting to be ................... for test or
analysis and

request that a report of the result of the test or analysis may be supplied to this
Court.

2. The distinguishing number on the packet is.........c.cccoccvevieiii v cie e,
3. Particulars of offence alleged..........cceveveiiiiecii i

4. Matter on which opinion is required ...........ccccoevevvevieeinennnnn,

5. AfeeofRs................ has been deposited in Court.
Date........ccoveenee.
Magistrate
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FORM COS- 21
(See rule 51)
Report of test or analysis by the Central cosmetic laboratory

Certified that the sample bearing number
........................................................... purporting to be a sample
OF e, received on .................... with memorandum
NO e dated........ccoveiiii
oM., has been tested or analysed and that the result

of such test or analysis is as stated below.

2. The condition of the seals on the packet on receipt was as follows: —

*3. In the opinion of the undersigned the sample is of standard quality is not
of standard quality as defined in the Drugs and Cosmetics Act, 1940 and Rules
thereunder for the reasons given below:—

Director,

Date.............. Central cosmetic laboratory or other authorized officer
Details of results of test or analysis with protocols of test applied

Director,

Date............... Central cosmetic laboratory or other authorized officer

*|If opinion is required on any other matter, the paragraph should be suitably
amended.

FORM COS- 22
[See rule 55(1)]
Application for grant of approval for carrying out tests on cosmetics or raw
materials used in the manufacture thereof on behalf of licensees for
manufacture for sale of cosmetics

L*IWe. OF e, hereby apply for the

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 108 of 112



grant of approval for carrying out tests on the following items of cosmetics or
raw materials used in the manufacture thereof on behalf of licensees for
manufacture for sale of cosmetics.

2. Items of cosmetics:

3. Name, qualifications and experience of expert staff employed for testing
and the person-in-charge of testing.

4. List of testing equipments provided.

5. I/We enclose a plan of the testing premises showing the location and
area of the different sections thereof.

6. An application fee of rupees.........cccccceevvveviveieennnnn, or an inspection fee
(in case of
further application after rejection) Of FUPEES ......cccovoveviviiieiieiee e, has

been credited

to Government under the Head of ACCOUNT.........coeovveeeeeeeeeeeeeeeeeeeee e

FORM COS- 23
(See rule 56(1), 56(2), 58(1), 59, 60(1) and 62)

Approval for carrying out tests on cosmetics and raw materials used in
their manufacture on behalf of licensees for manufacture for sale of
cosmetics

1. Number of approval and date of issue................

2. Approval is hereby granted 10......cccccoiiiiiiiiiiiii for
carrying out tests for identity, purity and quality on the following items of
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cosmetics and the raw materials used in the manufacture thereof on the premises
SITUALE. ..ot

Items of cosmetics

3. Names of competent technical staff employed for testing and the
person-in-charge of testing.

4. The approval shall be in force from...........c.ccccoeeeenen. (o JRRPR

5. The approval is subject to the conditions stated below and such other
conditions as may be specified in the rules for the time being in force under the
Act.

Date............. ....Signature
State Licensing Authority
Conditions of Approval

1. This approval shall be kept in the approved premises and shall be
produced at the request of the Inspectors appointed under the Act.

2. If the approved institution wishes to undertake during the currency of
the approval the testing of any other items of cosmetics it should apply to the
State Licensing Authority for necessary endorsement as provided in rule
56.This approval will be deemed to extend to the item so endorsed.

3. Any change in the analytical staff or in the person-in-charge of the
testing shall be forth with reported to the State Licensing Authority.

4. The approved institution shall inform the State Licensing Authority in
writing in the event of any change of the constitution of the institution operating
under this Form. Where any change in the constitution of the institution takes
place, the current approval shall be deemed to be valid for a maximum period of
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three months from the date on which the change takes place unless in the mean
time, a fresh approval has been taken from the State Licensing Authority in the
name of the institution with the changed constitution.

FORM COS- 24
[See rule 62(1)]
Report of test or analysis by approved institution
1. Name of manufacturer from whom sample received together with his
manufacturing licence number under the Act and under the rules made
thereunder.

2. Reference number and date of the letter from the manufacturer under
which the sample was forwarded

3. Date of receipt of the sample.

4. Name of cosmetic/raw material purporting to be contained in the
sample.

5. Details of raw material/final product in bulk/final product (in finished
pack) as obtained from the manufacturer:

(@) Original manufacturer's name in the case of raw materials
repacked.

(b) Batch number.
(c) Batch size as represented by sample.
(d) Date of manufacture, if any.
(e) Date of expiry, if any.
6. Results of test or analysis with protocols of test or analysis applied.

In the opinion of the undersigned, the sample referred to above is of
standard quality/ is 7iot of standard quality as defined in the Act and the rules
made thereunder for the reasons given below.
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Date.... Signature of Person-in-charge of testing
Note-Final product includes repacked material.

REFERENCE

1 Vide G.S.R. 763E), dated 15th Dec., 2020, published in the Gazette of India,
Extra., Pt. I, Sec. 3(i), No. 632, dated 15th Dec., 2020.
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31. |Defibrillators (effective from 1, April, 2021)

32. |PET Equipment (effective from 1, April, 2021)

33. | X-Ray Machine (effective from 1, April, 2021)

34. |Dialysis Machine (effective from 1, April, 2021)

35. |Bone marrow cell separator (effective from 1, April, 2021)

36. |Disinfectants and insecticide specified in Medical Devices Rules, 2017
37. |Ultrasound equipment (effective from 1, November, 2020)]

APPENDIX
FORM MD-1
[Refer sub-rule (5) of rule 13]
APPLICATION FOR GRANT OF CERTIFICATE OF
REGISTRATION OF A NOTIFIED BODY

1. Name of applicant'

2. Nature and constitttion of Body

(i.e. proprietorship, partnershlp mcludlng Limited =Liability Partnership,
private or public company, souety, trust other t5'be specmed)

3. Corporate / reglstered office address mcludlng telephone number, mobile
number, fax number and e-fail |d ,

4. Details of accreditation (self-attested‘ oopy of certificate to be attached):

5. Standards (BIS/ISO/Others) for which notified body has been accredited
under rule 13:

6. Feepaidon................ RS, receipt/challan/transaction id...............

7. Documents enclosed, as specified in the Part | of the Third Schedule of
the Medical Devices Rules, 2017, duly signed by me.

8. | undertake to comply with the provisions of the Drugs and Cosmetics
Act, 1940 (23 of 1940) and the Medical Devices Rules, 2017 and other terms
and conditions for working as a Notified Body as may be specified from time
to time.
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Date:....ccccovevveiiireien, Signature of designated person in India
(Name and designation)
[To be signed digitally]

FORM MD-2
[Refer sub-rule (6) of rule 13]
CERTIFICATE OF REGISTRATION FOR A NOTIFIED BODY
UNDER THE MEDICAL DEVICES RULES, 2017
Registration NO.:.........ccoveevrennene,

1. MIS.ceieie e (Name of the firm) situated

2. Details of Medical’;aevice(s)

SI. No. Standardé»forf"vwriliﬁfchu‘yibt} i§ registered Class of medical devices

3. This Registration is subject to the condltlonsas specmed in the Drugs and
Cosmetics Act, 1940 (23 of 1940) and the! Medical Devices Rules, 2017.

Place:. ... Central Licensing Authority
Date:...eieiee e [To be signed digitally]
FORM MD-3

[Refer sub-rule (2) of rule 20]

APPLICATION FOR GRANT OF LICENCE TO MANUFACTURE
FOR SALE AND DISTRIBUTION OF CLASS A 2([(OTHER THAN
NON-STERILE AND NON-MEASURING)] OR CLASS B MEDICAL
DEVICE

1. Name of applicant:
2. Nature and constitution of manufacturer:
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(i.e. 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:

(i) Manufacturing site address including telephone number, mobile number,
fax number and e-mail id:

(ili) 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 claimed:
(Yes/No)

6. Fee paid on................ RS™....... . reCEIPYIChallanftransaction id...................

7. | have enclosed the documengsn,ves: spacified in the Fourth Schedule of
Medical Devices Rules, 2017. "

8. | hereby state and undértake th'a‘t‘;k_

(i) the manufacturing site is ready-foraudit or¢Shall be ready for audit
ONuveeeeeeeeeeeeeeeeeee, in accordance'with the requirements of Medical Devices
Rules, 2017. =

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

Place: ..o Signature
Date:...ccce e (Name and designation)

[To be signed digitally]

ANNEXURE
SI. |Generic Model Intended Clase o Material of Dimension |Shelf Sterile Brand.
medical . . . or Name (if
No. name | No. use . construction | (ifany) | life .
device Non- | registered
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sterile | under the
Trade

Marks Act,
1999)

FORM MD-4
[Refer sub-rule (2) of rule 20]

APPLICATION FOR GRANT OF LOAN LICENCE TO
MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF CLASS A
B[(OTHER THAN NON-STERILE AND NON-MEASURING)] OR
CLASS B MEDICAL DEVICE

1. Name of applicant:

2. Nature and constltutlon of manufacturer

'd"“g-ﬁ L|m|ted Liability Partnership,

(i.e. proprietorship, pa,rtnershlp;{_f ‘
frist, other to be specmed)

private or public company, societ

3. (i) Corporate / registered. offlce address rncludlng telephone number,
mobile number, fax number and e-marhd

(i)  Name and address of manufacturlng site mcludlng telephone number,
mobile number, fax number and &- mall |d

(ili)  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 claimed: (Yes/No)
6. Fee paid on.............. RS, receipt/ challan/ transaction id.....................

7. 1 have enclosed the documents as specified in the Fourth Schedule of
Medical Devices Rules, 2017.

8. I hereby state and undertake that:
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(i) 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: ..o (Name and designation)

[To be signed digitally]

ANNEXURE
Brand
Class of Sterile rzlai?tir(;
Sl. |Generic Model |Intended i Material of |Dimension |Shelf g
medical [~ ARD Cau . i under the
No. name | No. .« preonstruction s, (if any) | life | Non
deyice Ale) sterile Trade
7R &) ' Marks Act.
1999)

[Refer sub-rule’f4) of rute;26 ang:sub-rute (6) of rule 20]
LICENCE TO MANWFACTUREFOR SALE OR FOR
DISTRIBUTION OF CLASS A 5—9[(OTHER THAN NON-STERILE
AND NON-MEASURING)] OR CLASS B MEDICAL DEVICE

1. MIS ot (Name and full address of
manufacturer with telephone, fax and e-mail) has been licensed to
manufacture for sale or for distribution the Dbelow listed medical
device(s) at the premises situated at...........cccccevvevenieiiiere e (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,
2017 and conditions prescribed therein.
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Place: ... State Licensing Authority

Date: ... [To be signed digitally]
ANNEXURE
Brand
Class of Sterile rlelaiZZr(e]:j
SI. |Generic Model |Intended Material of |Dimension Shelf| or g
medical ] ) . under the
No.| name | No. use . construction | (ifany) | life | Non-
device sterile Trade
Marks Act,
1999)
FORM MD 6

[Refer sub-rule (4) of rule 20 and sub rule (6) of rule 20]
LOAN LICENCE FO MANU‘ : CTURE FOR SALE OR FOR
DISTRIBUTION OF CLASSA EER THAN NON-STERILE
AND NON- MEASURING)] ( ASS B MEBICAL DEVICE

1. MIS o, G ..........q ... (Name and full
address of manufacturer With telephone fax and_e= mall) has been licensed to
manufacture for sale or for dlstrlbutlon the below listed medical device(s) at
the premises Situated At ......cccc. oo
(address of manufacturing facility where the manufacturing will be carried
out along with the licence number) C/O.......cccoovviiiiiiiiiiiiie e (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 prescribed therein.

Place: ... State Licensing Authority

Date:. oo [To be signed digitally]
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ANNEXURE

Brand
Class of Sterile rlelaiZZr(e]:j
SI. |Generic Model |Intended ) Material of |Dimension Shelf| or g
medical . . . under the
No. name | No. use . construction | (ifany) | life | Non-
device sterile Trade
Marks Act,
1999)
FORM MD-7

[Refer sub-rule (1) of rule 21 and sub-rule (2) of rule 21]
APPLICATION FOR GRANT OF LICENCE TO MANUFACTURE
FOR SALE OR FOR DISTRIBU-FHION OF CLASS C OR CLASS D

1. Name of applicant:

2. Nature and constitution of manjL’if ‘

(i.e. proprietorship, partnershlp mcludmg lelted L|ab|I|ty Partnership,
private or public company, somety trust other to be specmed)

(i) Corporate/registered offlce address mcludmg telephone number, mobile
number, fax number and e-mdil |d

(i) Manufacturing site address including telephone number, mobile number,
fax number and e-mail id:

(ili)  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 claimed: (Yes/
No)

6. Fee paid on.......... RS, receipt / challan / transaction
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7. 1 have enclosed the documents as specified in the Fourth Schedule of
Medical Devices Rules, 2017.

8. | hereby state and undertake that:

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

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

Place:. ..o, Signature
Date:...cocieeieieece e (Name and designation)
[To be signed digitally]
Brand
Class 6t L{ B\ aDsce Sterile rtlairst]t?er(:efd
SI. |Generic |Model Intended M ate nal of D|men5|or1 Shelf | or g
medical under the
No.| name | No. use 7z U lconstruction’ (if any) | life | Non-
,__v,_dewce sterile Trade
{¥ Marks Act,
1999)
FORM MD-8

[Refer 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 CLASSD

1. Name of applicant:

2. Nature and constitution of manufacturer:
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(i.e. 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:

(i)  Manufacturing site address including telephone number, mobile
number, fax number and e-mail id:

(ili)  Address for correspondence:
[Corporate office/manufacturing site]
4. Details of medical device(s) to be manufactured [Annexed]:

5. Whether substantial equivalence to a predicate device is claimed:
(Yes/No) NS

6. Feepaidon.........: _...;.Rs....;.'.'.‘~..k.’f.,“.,.«.\,.rece_ipt/chal'lan/transaction 1.,

7. 1 have enclosed the documeh;t*éf'as;\.fspecified in the Fourth Schedule of
Medical Devices Rules, 2017. ‘

8. | hereby state and andertake t‘h‘a_ti‘: 2

(i) the manufacturing site.is ready=forZaudit.or shall be ready for audit
(o]0 IO in accordan€e, with..thevrequirements of the Medical
Devices Rules, 2017.

(i) 1 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: ..o (Name and designation)
[To be signed digitally]

ANNEXURE

SI. |Generic IModel |Intended |Class of | Material of |Dimension [Shelf Sterile| Brand
No. name | No. use | medical construction | (ifany) | life = or Name (if
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device Non- | registered
sterile | under the

Trade
Marks Act,
1999)
FORM MD-9
[Refer sub-rule (1) of rule 25]
LICENCE TO MANUFACTURE FOR SALE OR FOR
DISTRIBUTION OF CLASS C OR CLASS D
Licence NUMber:.........cccoevevvennnen,
Lo IS e e (Name and full

address of manufacturer with telephone fax ang, e-mail) has been licensed to
manufacture for sale or fop distribution the below fisted medical device(s) at
the premises situated” at NS S /S (address  of
manufacturing faC|I|ty where the ing will be carned out).

2. Details of medical devige(s)- [Annexed]

3. The names, quallflcatlons and expenence of the competent technical staff
responsible for the manufacture and testing, of the ‘above mentioned medical
device(s). \2

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

Place:. ..., Central Licensing Authority
Date:. i [To be signed digitally]
ANNEXURE
Sterile
Brand Name
S|, Generic |Model |Intended Clas_s of Material of Dimension Shelf " (if registered
No medical construction (if any) life under  the
"lname  No. |use device y Non- Trade Marks
Act, 1999)
sterile
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FORM MD-10
[Refer sub-rule (1) of rule 25]
LOAN LICENCE TO MANUFACTURE FOR SALE OR FOR
DISTRIBUTION OF CLASS C OR CLASS D MEDICAL DEVICE

Loan Licence Number:........cccoo.......

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

the premises Situated al.........ccccveviiiiiiinie e (address of
manufacturing facility where the manufacturing will be carried out along with
the licence number) C/O.iiiiiiiiiii e, (name  of

manufacturing site licence holder).
2. Details of medical device(s)\['AnneXed].«\ :

3. The names, quallflcatlons and experlence of gompetent technical staff
responsible for the manufacture an fng of the above mentioned medical
device. ' b

4. This licence is subject to- the provlsmns of the Medlcal Devices Rules,
2017 and conditions prescribed therem il

Place Ha S «“State Licensing Authority
DAL ..o [To be signed digitally]
ANNEXURE
Brand
Class of Sterile ?(Iaarins(:ered(If
Sl. Generic |Model |Intended Material of Dimension |Shelf |or g
medical under the
No. name |No. |use . construction ((if any) life |Non-
device sterile Trade
Marks Act,
1999)
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FORM MD-11
[Refer 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 liICENSEe........covvveeeeeeeeeeeeeeeeee
2. Licence NUMDET......cccooveeeeeee

(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 audltor or medlcal deV|ce officer who audited or
inspected the premises: & ' ‘

Date of audit or |nspect|on
Observations of the auditoror medlcal deVIce OFFICEr ..,
Signature of the auditor or medlcal dewce offlcer

(if) The first and last pages of t_he audlt or mspectlon 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 .......cccccceviviiieiiin i, situated at
IN FOrM..ccoooviiee, for licence number under the Medical Devices
Rules, 2017.

*"'Central Licensing Authority/
*State Licensing Authority
[To be signed digitally]

*Delete whichever is not applicable.

Notes:

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 217 of 248



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

(i)  The audit or inspection book shall be maintained at the premises
of the licensee.

(iii) The original copy of observations made by the auditor or medical
device officer shall be maintained in the premises of the licensee 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.

FORM MD-12
[Refer sub-rule (1) of rule 31]

APPLICATION FOR LICENCEFTOMANUFACTURE MEDICAL
DEVICE FOR PURPOSE*OF CLINICAL INVESTIGATIONS, TEST,
EVALUATION, EXAMINATION DEMONSTRATION OR

: TRAI‘NING

1. Name of applicant:

2. Nature and constitation of manufacturer (i.e. praprietorship, partnership
including Limited Liability Partnershlp prlvate okpublic company, society,
trust, other to 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:

(ili)  Address for correspondence: [corporate office / testing site]
4. Details of medical device(s) to be manufactured [Annexed]:
5. Feepaidon.................. RS receipt/challan/transaction id.

6. | hereby state and undertake that, | shall comply with all applicable
provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the
Medical Devices Rules, 2017.
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Signature
Place:
Date:
(Name and designation)
[To be signed digitally]

ANNEXURE

SI. No. |Generic name | Class of medical device | Quantity proposed to be manufactured

FORM MD-13
[Refer sub-rule (3) of rule 31]
LICENCE TO MANUFACTUQE“ME‘DICAL DEVICES FOR THE
PURPOSES OF CLINICAL INVESTVIGATIONS OR TEST OR
EVALUATION OR DEMQ ATION QR TRAINING

1. M/s.nne, TR 0] fiftima < S : hereby licensed to
manufacture the medrcal devrce(s) specrfred below for the purposes of
clinical investigations-or test or eVaIuatlon or demonstration or training
2| (address ofthe-prerise). <

SI. No. Generic name Class ofmedrcal device Quantity permitted to be manufactured

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

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

Place: ..., Central Licensing Authority

Date:. oo [To be signed digitally]
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FORM MD-14
[Refer 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 including telephone number,
mobile number, fax number and e-mail id:

(i) Authorised Agent address including telephone number, mobile number,
fax number and e-mail id as per Wholesale licence or manufacturing licence
1 or registration certificate]:

(ili)  Address for correspondence‘ ‘[CQrporate / reglstered office / authorised
agent] g :

4. Particulars of oversgas manufacturer, manufacturingSite(s):

Name and address of marUfacturer Nafne and address of manufacturing site
(full address with tefephone, fax:and-e= (fifll addressswith telephone, fax and e-
mail address of the manufacturer): qmail addreés of the manufacturing site)

Sr.

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

6. Whether substantial equivalence to a predicate device is claimed:
(Yes/No)

7. Fee paid ON...cccovvevveiiciecie e RS receipt / challan/
transaction id............cccccveenen.

8. | have enclosed the documents as specified in the Fourth Schedule for
grant of licence to import medical device(s).

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

Place: ... Signature
Date: ..o (Name and designation)

[To be signed digitally]

ANNEXURE
Brand
Class of Sterile Name  (if
SI. \Generic Model Intended . Material of Dimension |Shelf jor registered
medica . . .
No. name No. |use . construction |(if any) life |Non- |underTrade
device BN A .
pN ' « sterile Marks Act,
1999)
FORNMEMIE: 15 ‘
~ [Refarsubrile (1) of-rule.36] -
LICENCE TO IMPO_fRT MEDICAL DEVICE
Licence NO.:.....coeevneen %0
Lo MISueoeereeeeereeeceereseeeenneen SETH, GOV (N’é‘me, full address, as per

wholesale licence/ manufacturing licence ©2[or registration certificate],
of authorised agent with telephone and e-mail address) is hereby
licensed to import the medical device(s) manufactured by overseas
manufacturer having manufacturing site as specified below.

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

Name & address of overseas Name & address of overseas
Sr. 'manufacturer  (full address  with manufacturing site (full address with
No. [telephone and e-mail address of the telephone and e-mail address of the
manufacturer) manufacturing site)
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3. Details of medical device(s) [Annexed],

4.  The authorised agent M/S.......cccoiiiiiiiiiiieiieie e will  be
responsible for the business 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: ..o Seal or Stamp
ANNEXURE
Brand
Mod Class of TN Sterile ’r\learinsiere((;f
SI.  |Generic Intende d M terlal of Dlmensmn Shelf |or g
No. name el use o medicahn COnSH L ct'On (if an ) life  Non- under
' No. . |device ¥/ 3 y .. Trade
: sterile
: Marks
Act, 1999)

73 FORM MD 16 &
[Refer sub- rule (2) of ruIe 40]
APPLICATION FOR LICENCETO\MPORT 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]
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6. Brief description of the medical device

~

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

10. 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

11. Feepaidon .....cccceeevennnne. RS receipt/challan/transaction

12. | hereby state and undertake fthat) | shaII eomply with all applicable
prOV|S|ons of the Drugs and Cosm’ “iAct 1940 (23 of 1940) and the

Place..........................._.‘ .................. Signature
Date:....ccccovevveiieenenn, .CDSCO L 0\ cpsco (Name and designation)
W i | §To be signed digitally]
ANNEXURE
Name of
medical oves™ Sterile .
SI. |device  Model |Intended e Of Material of Dimension Shelf or Quantity
. medical to be
No. (Generic No.  |Use . construction (if any) life Non- .
device ., |imported
and sferile
brand)
FORM MD-17

[Refer 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
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Lo M/Seeiiiiii e Is hereby licensed to import the medical
device specified below from M/S ...,
(Name and full address of overseas manufacturer) for the purposes of clinical
Investigations or test or evaluation or demonstration or training
Al —————— (Name and address, where
clinical investigations or test or evaluation or is to be carried out).

SI. Generic Class of medical Quantity permitted to be
No. name device imported

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

3. This licence shall, unless previously suspended or revoked, be in force
for a period of three years from<thie*tate specified below:—

Céntral Licensing Authority

[To 'bre signed digitally]

. FORMMDi18 :
[Refer subsrule(1of rule 421
APPLICATION FOR L'CENCE“TO‘ IMPORT INVESTIGATIONAL
MEDICAL DEVICES FORTHE;RURPOSES BY A GOVERNMENT
HOSPITAL OR STATUTORY MEDICAL INSTITUTION FOR THE
TREATMENT OF PATIENTS

Lol (Name and designation).........cccccceveenieenvninennnn,s
Of e, (Name of the Government Hospital or Statutory
Medical Institution) hereby apply for a licence to import small quantities of
investigational medical device specified below manufactured by

M/S.ciiiiiii e (Name and full address of overseas manufacturer) for
the purpose of treatment of patients for the
AISBASE. ..ot (Name of the disease).........cccccovevvrrernenn
Al (name and address of the hospital).

2. Details of medical device to be imported:
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Name of the investigational Name and address of the Quantities which may be
Medical device manufacturer imported

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

4, Afeeof RS....ccooovviiiinnnn. has been credited to the Government under the
Head through Challan/receipt NO........cccccocovnrnnne. dated......cccovvvvennnnns (copy
attached).

Place:.....ccooe e,

Certified that the invgétigational"‘;'med,leal idevice specified above for import
are urgently requiredcpforo the! | treatmento of patients  suffering

FrOM. oo, «..and that»:';tyhéf‘sﬁ"iﬁ}f‘m_edical device is not available in

India

PlaCE: ...vovvvreeirerieeieieiene e SIGHALUTE. ..o
Date:....cccovvvenne. Medical Superintendent of the Government Hospital

Head of Statutory Medical Institution
Seal or Stamp

FORM MD-19
[Refer 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....oovvveeeeveinnn.
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fromM/s ...cocooviienn, (Name and full address of manufacturer) the medical
devices specified below for the purpose of treatment of patients for the
disease......cccceververnne. (name of the disease) at..........cccceeeevveirieiinnnn, (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

‘Seal or Stamp

” [Refersubintle|(2) ofrute:43]
APPLICATION FOR PERMISSION TO IMPORT SMALL
QUANTITY OF MEDICAIDEVICES FORPERSONAL USE

To:

The Central Licensing Authority;

Sir/Madam,

1. 1. resident of......... by occupation........... hereby apply for a
permission to import the medical device specified below for personal
use manufactured by................... (Name and full address of
manufacturer) for the treatment of.............. (name of the disease)

Name of medical device Quantity ivhich may be imported

2. The prescription from a registered medical practitioner prescribing the
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need for the said medical device is attached.

3. The particular of the patients is specified below:—

Name Age Gender  Complete Address

Date: ..o Signature of applicant

FORM MD-21
[Refer substulten(3).0f rule 43]
PERMISSION TO IMPORT OF SI\/IALL QUANTITY OF MEDICAL
DEVICES FOR " ‘RSONAL USE

address of manufacture"r) speC|f|ed beiow 'fo‘r persona! Juse.

Name of the medical device| - v,,,,;v.f"“Quantity

2. This licence is subject to conditions prescribed in the Medical Devices
Rules, 2017.

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

Central Licensing Authority
Seal or Stamp

FORM MD-22
[Refer sub-rule (1) of rule 51]
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APPLICATION FOR GRANT OF PERMISSION TO CONDUCT
CLINICAL INVESTIGATION OF AN INVESTIGATIONAL
MEDICAL DEVICE
1. Name of applicant:

2. Nature and constitution of applicant:

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

3. (i) Sponsor address including telephone number, mobile number, fax
number and e-mail id:

(i) Clinical investigation site address including telephone number, mobile
number, fax number and e-mail id:

(ili)  Address for correspondencef

4. Details of |nvest|gat|onal medlcal d“ VI,ce(s) and cllnlcal Investigation site
[Annexed], :

5. Clinical |nvest|gat|on plan number Wlth date
6. Fee paidon........... Rs.............’.K,....recelpt/chalIan/transactlon o U

7. | have enclosed the documents as specmed in the Seventh Schedule of
Medical Devices Rules, 2017.

8. I hereby state and undertake that:

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

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

ANNEXURE
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SI. No. |Generic name Intended use Class of medical device

SI. No. Name ar?d address Ethics Commlttee Name of Principal Investigator
ofsite(s) details

FORM MD-23
[Refer clause (i) of rule 52]
PERMISSION TO CONDUCT CLINICAL INVESTIGATION

Permission NO.......ccoeeevevvevunnnn,

1o M/Siiic e DA RDL.COppgeererrennes (Name and full address)
is hereby granted permissign 1o conduct clinical investigation for following
investigational ~ medical dewc* ~7dSqa, per o clinical  investigation
i the below mentioned clinical

Investigation sites.

2. Details of mvestlgatlonal medlcal dewce(s) and clmlcal investigation site
[Annexed]. ok

3. This permission is subject to condltlons as prescrlbed under Medical
Devices Rules, 2017. )

Place:. ... Central Licensing Authority
Date:...coeiieiee e [To be signed digitally]
ANNEXURE

Details of investigational medical device(s):

SI. No. |Generic name |Intended use |Class of medical device
Details of Clinical investigation site:

Sl Name and address [Ethics Committee Name of Principal
No. |ofsite(s) details Investigator
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FORM MD-24
[Refer sub-rule (2) of rule 59]
APPLICATION FOR GRANT OF PERMISSION TO CONDUCT
CLINICAL PERFORMANCE EVALUATION OF NEW IN VITRO
DIAGNOSTIC MEDICAL DEVICE
1. Name of applicant:

2. Nature and constitution of apphéant:c

(i.e. proprietorship, partnership '“inﬁ ‘,dlng lelted Liability Partnership,
private or public comparly, somety}_ us other to be speC|f|ed)

3. (i) Sponsor address |nclud|ng tel‘ephone number mobile number, fax
number and e-mail id: ' {

(i) Laboratory(res) or |nst|tutron(s) address mcludrng telephone number,
mobile number, fax numbét and esmaibidr ’

(ili)  Address for correspondence:

4. Details of new in vitro diagnostic medical device and laboratory(ies) or
institution(s) [Annexed].

5. Clinical performance evaluation plan number with date:
6. Fee paid on..........ccoeeeee. RS, receipt/challan/transaction id................

7. | have enclosed the documents as specified in sub-rule (3) of rule 59 of
Medical Devices Rules, 2017.

8. I hereby state and undertake that:

(i) I shall comply with all the provisions of the Drugs and Cosmetics Act,
1940 and the Medical Devices Rules, 2017.
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Place: ... Signature
Date: ..o (Name and designation)

[To be signed digitally]

ANNEXURE

Details of new in vitro diagnostic medical device

SI. No. | Generic name | Intended use Class of medical device

Details of laboratory(ies)/ institution(s) involved

SI. Name and address of Iaboratory (|es) Ethics / Commlttee Name of Principal
No. |Hnstitution(s) detanls Investigator

FORM MD 25
[Refer sub-rule (5) of e’ 59]
PERMISSION TO CONDUCT CLINICAL PERFORMANCE
EVALUATION OFNEW IN VITRO DIAGNOSTIC MEDICAL
DEVICE

Lo M/Si e (Name and full address of
manufacturer with telephone and e-mail) is hereby granted permission to
conduct clinical performance evaluation of following new in vitro diagnostic
device as per clinical performance evaluation
Plan......ccovviiie e dated........cccovvrvennn, on the below mentioned
laboratory(ies) or institution(s) involved.

2. Details of new in vitro diagnostic medical device and laboratory (ies) or
institution(s) [Annexed].

3. This permission is subject to conditions as prescribed under Medical
Devices Rules, 2017.
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Place:......ccooviiiie e Central Licensing Authority

Date: ..o, [To be signed digitally]

ANNEXURE

Details of new in vitro diagnostic medical device

SI. No. |Generic name |Intended use |Class of medical device

Details of laboratory(ies)/ institution(s) involved

SI.  Name and address of Iaborétbr:y‘Ethié"s"'Committee Name of Principal
No. [(ies)/institution”®) __ idetails "o, Investigator

= FORM‘MD-26 )
"~ [Refercsublulile (1) of nte68]
APPLICATION EOR GRANT OF PERMISSION TO IMPORT
IMANUFACTURE,FOR SALEZOR FOR DJ)STRIBUTION OF
MEDICAL DEVICEMWHIEFDOESNOT HAVE PREDICATE
MEDICALDEVICE
1. Name of applicant:

2. Nature and constitution of applicant:

(i.e. 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:

(i)  Manufacturing site / Authorised Agent address including telephone
number, mobile number, fax number and e-mail id as per wholesale licence or
manufacturing licence ®3[or registration certificate]:

(ili)  Address for correspondence:
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[Corporate/registered office/manufacturing site/ authorised agent]

4. Particulars of Manufacturer, Manufacturing site(s):

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

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

6. Fee paid oOn............ RS, receipt/challan/transaction

7. | have enclosed the documents as specified in the Part IV of the Fourth
Schedule to the Medical Devices Rules, 2017.

Place:......coovverrceeeeeeee, O, , Signature

Date:...cocoeeiiece et (Name and designation)
[To be signed/digitally]
ANNEXURE
Sl. |Generic Model |Intended Class Az "‘Material ofs vDimension Shelf Sterile or
medical Wi . . Non
No.| name | No. use s eonstraction (if any) life .
device sterile
FORM MD-27

[Refer 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

Lo M/Se (Name and full address of
manufacturer with telephone, and e-mail) having manufacturing
]| (SRR (address of manufacturing site), is hereby
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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 Authority
Date:. .o, [To be signed digitally]
ANNEXURE
Sterile/
SI. |Generic Brand Model Intended
DimensiopnoARY CShelf life Non-  Class of medical device

No. Name |name |No. 27 |Usen Z ||

. FORM MD-28, _
_[Refer subtule (1):0f rule 64]_
APPLICATION FOR GRANT-OF PERMISSIGN TO IMPORT OR
MANUFACTURE FOR'SALE-OR FOR.DISTRIBUTION OF NEW IN
VITRO DIAGNOSTIC MERIEAL DEVICE

1. Name of applicant:
2. Nature and constitution of applicant:

(i.e. proprietorship, partnership including Limited Liability Partnership,
private/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:

(i)  Manufacturing site / authorised agent address including telephone
number, mobile number, fax number and e-mail id as per wholesale licence or
manufacturing licence ®[or registration certificate]:
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(ili)  Address for correspondence:
[Corporate / registered office / manufacturing site/ authorised agent]

4. Particulars of Manufacturer, Manufacturing site(s):

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

Sr.
No.

5. Details of new in vitro diagnostic medical device to be imported or
manufactured [Annexed].

6. Fee pad on.......... RS receipt/challan/ transaction

7. | have enclosed the documents /as specmed ithe Part IV of the Fourth
Schedule Medical DeV|ces Rules; 201’ 5517

PIACE: vvveveeeeeeeeeeeeres e, Signature
Date:. ..o, i A (Name and designation)
: ' p [To be signed digitally]
“0r ANNEXURE &
SI. |Generic Model |Intended Clas_s of Material of Dimension Shelf Sterile or
medical construction  |(if any) life o
No. name |No. |use device y sterile
FORM MD-29

[Refer sub-rule (2) of rule 64]
PERMISSION TO IMPORT OR MANUFACTURE NEW IN VITRO
DIAGNOSTIC MEDICAL DEVICE
Permission NO...........cccccue.ee.

1. The new in vitro diagnostic medical device(s) specified below
manufactured by M/s........cccoviiiiiiiii (Name and full address of
manufacturer with telephone, and e-mail) having manufacturing site
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....................... (address of manufacturing site), is hereby permitted to import
or manufacture.

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

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

Place: ..., Central Licensing Authority
Date: ..o JTo be signed digitally]
ANNEXURE
: 7 Sterile/
SI. (Generic Brand Model Dimensian lpiamiad Shelflife Noti- |Class of medical device
No. Name name No. 5~ Use

Sterile

FORM MD 30
[Refer S+ rule (1) QFFUlé-67]
MEMORANDUM T@ THE CENTRAL MEDICAE DEVICE TESTING
LABORATORY

Serial NUMDET ..o
The Director,

Central Medical Device Testing Laboratory,

1. | send herewith, under the provisions of sub-section (4) of section 25 of
the Drugs and Cosmetics Act, 1940 (23 of 1940), sample(s) of a medical
device purporting to be........cccoocvviiiiiiinnn for test or evaluation and request
that a report of the result of the test or evaluation may be supplied to this
Court.

2. The distinguishing number on the packet iS.........ccccevvrieiienienienn
3. Particulars of offence alleged...........cccooveviniieiniiii e,
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4. Matter on which opinion is required...........ccccvvvevveiiieennieennn

5. Afeeof Rs....cccoevvennnns has been deposited in Court.

Magistrate
FORM MD-31
[Refer sub-rule (4) of rule 67]
CERTIFICATE OF TEST OR EVALUATION BY THE CENTRAL
MEDICAL DEVICE TESTING LABORATORY

1.Certified that the samples, bearing number..........c.c.cccoeoveinenenn, purporting
to be a sample of....ccooeiiiinnnnnn, received ON......ccoevevvveevneinnene, with
memorandum NO..........cccu..e. dated ......ccccvviiennnn from ..o, has

been tested / evaluated and that the result of such test/evaluation is as stated
below. (AN 7

2. The condition of the seals "on ";he packet on receipt was as
follow.......cccoovivinnne, :

*3. In the opinion of the underS|gned the sample is of standard quality / not of
standard quality as defined in the/ Drugs and Cosmetlcs Act, 1940 (23 of
1940) and Medical DeVICes Rules 2017 for the reasons given below.

Date.....coooovvevieeieciiee ...... Dlrector of Central Medlcal Device Testing
Laboratory/other Authorised Officer

Details of results of testing or evaluation with protocols of test or evaluation

applied

Date.....coo v, Director of Central Medical Device Testing
Laboratory / other Authorised Officer

* If opinion is required on any other matter, the paragraph should be suitably
amended.

FORM MD-32
[Refer sub-rule (2) of rule 68]
REPORT OF TEST OR EVALUATION OF MEDICAL DEVICES BY
MEDICAL DEVICE TESTING OFFICER
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1. It is certified that the samples having serial number of memorandum or
receipt number ............ dated: .......c........ purporting to be sample of
............ received on................. from......................has been tested or evaluated
and the results of tests or evaluation is as stated below.

2. The conditions of seals on the packet or on portion of sample or container
were as follows................

3. Based upon the test or evaluation and in the opinion of undersigned the
sample is of standard quality/not of standard quality/adulterated/misbranded/
spurious, as defined in the Drugs and Cosmetics Act, 1940 (23 of 1940) for
the reasons given below:—

Date.....ccocoovvveiiece e Medical Device Testing Officer

pNDARD Copy,, Seal or Stamp

> FORM-MD-33

[Refervalesd] <

APPLICATIQN FROMAPURCHASER FOR TEST OR

EVALUATION OF-A MEDICAL/DEVICE UNDER SECTION 26 OF
THE DRUGS’AND COSMETICS ACT, 1946 (23 OF 1940)

To:
The Central Licensing Authority, |
Sir / Madam,

1. Full name and address of the applicant
2. OCCUPALION. ....eeeieeieieie e sie et e et ee st sraeste e neesneenee e
3. Name of medical device purporting to be contained in the

4. Name and full address of the pharmacy or concern where the medical
device was purchased.

5. Date on which purchased...........ccocevieiiiiniieninee e, (invoice
attached)

6. Reasons why the medical device is being submitted for test or
evaluation............
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7. ATee OF FTUPEES......eocie e, as charged by medical
device  testing laboratory has been  paid under  receipt

| hereby declare that the medical device being submitted for test or
evaluation was purchased by or for me. | further declare that the sample of the
medical device being sent for test or evaluation is exactly as it was purchased
and has not been tampered with in any way to reduce its potency.

Date:. ..o Signature
Seal or Stamp
FORM MD-34
[Refer rule 72]
ORDER UNDER CLAUSE (c) OF SUB-SECTION (1) OF SECTION OF
THE DRUGS AND COSMETICS ACT 1940 (23 OF 1940),

,,,,,,

P.OS,.SESS,ION

Whereas, | have rééson to b jthe stoclé of medical devices in
your possession, detaifed below coritra enes the prOV|5|ons of Section 18 of
the Drugs and Cosmetics Act; 1940 3(23 f 1940)

Now, therefore, Ihereby requlr 0 qnder clausg: (c) of sub-section (1) of
Section 22 of the said Agt, not.to, 'dlspose of the said stock for a period
0] U days from the date of thIS order

DAl e Medical Device Officer
Seal or Stamp
Details of stock of medical devices

DAl e Medical Device Officer
Seal or Stamp

FORM MD-35
[Refer rule 74]

RECEIPT FOR STOCK OF MEDICAL DEVICES FOR RECORD,
REGISTER, DOCUMENT OR MATERIAL OBJECT SEIZED UNDER
CLAUSE (c) OR CLAUSE (cc) OF SUB-SECTION (1) OF SECTION 22

OF THE DRUGS AND COSMETICS ACT (23 OF 1940)
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The stock of medical devices or records, registers, documents or material
objects, detailed below has/have this day been seized by me under the
provisions of clause (c) or clause (cc) of sub-section (1) of section 22 of the
Drugs and Cosmetics Act, 1940 (23 of 1940), from the premises

Date: .. Medical Device Officer
Seal or Stamp

Details of stock of medical devices or records, registers, documents or
material objects seized

Date: .. Medical Device Officer
Seal or Stamp

FORM M 36
2 [Referrule 76]°0; _
INTIMATION OF RERSOMN-FRONEWHOMSAMPLE IS TAKEN

To:

| have this day[_';taken from| the premises of .S............ situated at
................... samples of médical de\_‘/,i‘u(_:g?s"‘,;’_spéCiiﬁe'dlbelow for the purpose of
test or evaluation. 5

DL 1T k... wemEsEa < ©Medical Device Officer
M coverY Seal or Stamp

Details of sample of medical devices
Date:.....ccovevieceee e Medical Device Officer
Seal or Stamp

FORM MD-37
[Refer rule 77]

RECEIPT FOR SAMPLE OF MEDICAL DEVICE(S) TAKEN WHERE
FAIR PRICE TENDERED THEREOF UNDER SUB-SECTION (1) OF
SECTION 23 OF THE DRUGS AND COSMETICS ACT, 1940 IS
REFUSED

To:

Whereas |, this................. day of.............. , have taken from the premises
situated at.......samples of medical devices as specified below:

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 240 of 248



Details of samples:

And whereas | had offered to you rupees.............. as the fair price of the
samples of aforesaid medical devices taken;

And whereas, you have refused to accept the fair price tendered thereof;

Now, therefore, | give you this receipt as the fair price tendered for the
samples of the medical devices taken by me.

Date:....cccoeeeee e, Medical Device Officer
Seal or Stamp
FORM MD-38
[Refer sub-rule (1) of rule 78]
MEMORANDUM TO MEDICAL DEVICE TESTING OFFICER

Serial No. of Memoranduml.;i.".".'.‘...’,5,‘

From:
To:
The Medical Devicg_Tes‘ting Ofﬁ(:er |

The sample of medical fdevi(:’ié,;zﬁdescﬁibed below is enclosed for test or
evaluation under the provisid’hs;.»;qf clause (iy‘),i..of:“'Sub-section (4) of section 23
of the Drugs and Cosmetics Act, 1940 (23 of 1940).

The sample of medical device has been marked by me with following mark.

Details of sample of medical device with name of medical device which is

purports to contain—

Date:. i Medical Device Officer
Seal or Stamp

FORM MD-39
[Refer 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
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1. Name of applicant:
2. Nature and constitution of applicant:

(i.e. 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:

(i) Testing laboratory address including telephone number, mobile number,
fax number and e-mail id:

(ili)  Address for correspondence:
[Corporate office / testing laboratory]
4. Details of medical device(s) to bf.e,tested_or evaltiated [Annexed].

5. Fee paid ON...’ SO receipt/challan/transaction

6. | have enclosed the documents_aé s"pe'cified in thé*sub-rule (2) of rule 82
of Medical Devices Rules; 2017, 55

7. | hereby state and undertake’ that:

(i) the testing laboratory is ready for inspection or shall be ready for
INSPECioN ON......cccevveviecienne, in accordance with the requirements of Medical
Devices Rules, 2017.

(i) 1 shall comply with the applicable provisions of the Drugs and
Cosmetics Act, 1940 (23 of 1940), and the Medical Devices Rules, 2017.

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

ANNEXURE
SI.No. |Generic name |Class of medical devices
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FORM MD-40
[Refer 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
Registration NO.....................
1. /S (Name of the firm) situated
| S (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 deV|ce on hehalf of, manufacturer under the Medical
Devices Rules, 2017.

r evalaz*é;ed [Annexed].

2. Details of medical ,dg\/ice(s)*ﬂ-

3. This Reglstratlon is subject 0 \ﬂ%i %Gmdltlons as specmed in the Drugs
and Cosmetics Act, 1940 (Z&m‘ 1946 Ihe Medical Devices Rules, 2017.

g:entral Lmensmg Authority

‘[To be signed digitally]

ANNEXURE

SI.No. |Generic name |Class of medical devices

%[Form MD-41
[See sub-rule (2) of rule 87A]
APPLICATION FOR GRANT OF REGISTRATION CERTIFICATE
TO SELL, STOCK, EXHIBIT OR OFFER FOR SALE OR
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DISTRIBUTE A MEDICAL DEVICE INCLUDING IN VITRO
DIAGNOSTIC MEDICAL DEVICE

1. Name of applicant:
2. Address of the premises to be registered:

3. Contact details of applicant including telephone number, mobile number,
fax number and email id:

4. Nature and constitution of applicant: (i.e. proprietorship, partnership
including Limited Liability Partnership, private or public company, society,
trust, other to be specified)

5. Name, qualification and experience of competent person appointed:

6. Fee paid on L ARD Conyy RS
receipt/chalIan/transaction;Id‘ e

7. | have enclosed the ,,dc’)cument;'}"‘

éd in the Sub-rule (3) of rule 87A
of the Medical Devices Rules, 2017 ; :

Place:

Date:

4. GOVE Name, designation & signature of
Director/Proprietor/Partner
Form MD-42
[See sub-rule(4) of rule 87A and sub-rule (1) of rule 87C]
REGISTRATION CERTIFICATE TO SELL, STOCK, EXHIBIT OR
FFER FOR SALE OR DISTRIBUTE A MEDICAL DEVICE
INCLUDING IN VITRO DIAGNOSTIC MEDICAL DEVICE

Registration No.: ...................
L (Name of the firm)
situated @t ..o e (full address with

telephone and e-mail) has been registered to sell, stock, exhibit or offer for
sale or distribute a medical device including in vitro diagnostic medical
device under the Medical Devices Rules, 2017.
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2. Name and qualification of competent person:

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:

Date:

State Licensing Authority

Form MD-43
[See sub-rule (8) of rule 87B]
Form in which the Inspection Book shall be maintained

(A) The cover of the inspection«00k shal‘centain the following particulars,
namely:— R o ‘o,
1. The name and addzess of the registration certificate holder

2. Registration cettificate numb"eir BN

(B) (i) The pages of the inspection'ﬁbo'bkshall be ser’ially numbered and duly
stamped by the State Licensing Authority*:The pages, other than the first and
the last pages, shall have the following-particulars: =

Name and designation of the MedicaP'Dévice Officer who inspected the
premises:
Date of inspection

Observations of the Medical Device Officer

Signature of the Medical Device Officer

(if) The first and last pages of the inspection book shall be endorsed by the
State Licensing Authority with the following words, namely:—

Inspection book maintained by M/s situated at
for Registration number in
Form MD-43 under the Medical Devices Rules, 2017.
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