License for Retail / Wholesale & Manufacturing of Drugs

Stage at which service Pre-establishment
applicable (pre-establishment
or pre-operation)

._I:Tiéisﬁity - Please list dowwn who
all can apply for service
(property/ business/ industry,
etc.)

All Citizen of India

Inspection Required Yes. By the concerned Drugs Inspector.

Is inspection required in this
process?

Validity: " ] L

To pay retention fee every 5 years.
The validity period (if any) of the

service/ certificate/ license is
required to be stated.

Processing Time/ Timeline: 45 days.

The overall time required within
which the service will be

provided by the Department/ |
| Agency. , - _ -

Step by step process:

Instruction: Kindly illustrate the detailed step wise procedure for obtaining the service. The details of
levels that the application passes through also needs to be mentioned: such as Scrutinizing,

Verification & Approval. For every step, the involved authority should also be mentioned. You may
also illustrate the process through a flow chart:
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NOTE:

SCLA - State Controlling & Licensing Authority.

CDSCO - Central Drugs Standard Control Organization.

CLAA - Central License Approving Authority.

SDCO - State Drugs Control Organization.
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Acts/ Rules / Notification/ Government Orders:

Instruction: Please list down and share the copies of the relevant applicable Acts /Rules /
Notification/ Government Orders with respect to providing the service,

. Name of Document— o . De;_c:_ri_;:tioﬁ - Type: Acts )’Rnlc-s_/

i ! Notification/ GO

_Drugs & Cosmetics Act, 1940 - ACT

_D;_ugs & Cosmetics Act, 1940 Rules
Medical Devices Rules, 2017 Rules

Approving Authority:

Application will be submitted to Scrutiny officer and will be forwarded to Approval Authority for final
approval issued.

Name of the Authority Specific Industrial Area/ State Level Remarks

State Conrolling and Licencing | Retail/Wholesale/Manufacturer
Authority (SCLA)

Approving Authaority: Central Blood Center Licence
Licence Approving Authority
(CLAA) - DCG (1)

Licencing Authority: Staté
Drugs Licensing Authority (SLA)

Required Documents

List down the documents that are required to be submitted along with the application in the Online
SWS by the applicant as under:

i Document Name .] Description of D_ozrn'ent— _-M1;l_l’!f_i_ﬁtory_/ e
‘ Mandatory
o Retail/Wholesale, Manufacture —_—
of Drugs. Medical Devices

' All documents required to be

submitted are enclosed
Blood Bank and 8lood Storage |
Centres '

licence All are mandatory |

| Essential Narcotic Drugs (END), |

Cosmetics Manufacture

S AN




For Retail:

9

10

GOVERNMENT OF NAGATLAND
DIREC TORN DO T AL THEAND \WHEY WEHTEARE
DRUGS CONTROL ADNINIS TRATION

Cheek 1ist of documents for application in form 19(Retail)

Apphcation Formborm < 14)

[ocation with approved favout ot premises(Nine 10 Sg.m/ W 5. 1)

Proof of ownership ot the premises/ tenancy agreement w ith proof of the ownership
of the owner of the premises,

Proot of availability of cold storape tacilin

L p o date renewal coribcate ot Regastiation of Pharmacistb nder Section 32(2) ot
Nagatand State Pharmiaey Counal

Consent letter and Appomtment letter of Pharmacist

Proot of the residential address, Phone number and photo identity of the applicant
N\eron copy ol Nondhar Card

Passport size photograph of the owner.

A tee of Rs 3000 to be \h‘pusilt‘tt under /A Med-0210 lhl‘\‘ugh treasury challan

7
“T e
o~ - ey
- - -
-

(W 1L PATION)
ADDL. DRUGS CONTROLLER
CONTROLLING AND LICENSING AUTHORITY



For Wholesale:

GOVERNMENT OF NAGATL AND
DIRFCTORATE OF HEALTH AND FAMILY WELFARE
DRUGS CONTROL ADMINISTRATION

Checn List of documents for application in form 19(Wholesale)

L. Application Form(lorm - 1Y)

2. NOC for stockistship trom the Manutacturing unit/Company

3 Location with approved lavout of premises

4. Proot of ownership of the premises/ tenancy agreement with owner of the premises.
5. Proot ot avaiiabdity of cold storage tacility.

0. Experience Certiticate ot the person Incharge(Min. 4 vears)

Appointment letter at the person incharge.

X Proot of the rosrdential address, Phone number and photoidentity ot the applicant
Yo Nerovcopn o Aadbiar cad

[0 Passport sizc photograph of the owner,

LA tee ot Rs, 3000 to be deposited under /A Med-0210 through treasury challan.

‘

(W. H. PATTON)
ADDL. DRUGS CONTROLLER
CONTRONTING AND LICENSING AUTHORITY



Forms:

Please provide the scanued copy of the form (s) so applicable for applying for the service. (Enclosed)

i Name of Foarin
" Form 19 {Sce Rule 59(2)} (Enclosed)

|
| Form 24 (Enclosed)

' Form 19 C {See Rule 59 (;’.)}- (I::ndos_ed)

Description

Application Form for Retail Drug Licence,
Wholesale Licence, Restricted Drug Licence,
Veterinary Drug Licence.

Application for grant/re_newal of Manufacture |
|
Licence. '

——
|

Renewal of S-r_:hedul_é'X_Drug Licence

Form3F {See RJé_S_i:O(lj} (Enclosed)

Applicétion form for essential Narcotic Drug-ﬁ—- _,!
(END)

L . _ .
' Form 27C {See Rule 122 F} (Enclosed)

Application Form for Blood Bank

Form 31 {Enﬂosed}

|
Application for Cosmetic manufacturing |
Licence. |

l

Fees Structure:

The detailed fees which the applicant is required to pay for availing the service is required to be

stated.
Sl Licence Amount Remarks

1 Retail Drug Licer.c-eWietention 3000/3000 Payment though Treasury Challan
to Account No. Med-0210

2 Wholesale Drug Licence/Retention 3000/3000 Payment though Treasury Challan
to Account No. Med-0210

3 Restricted Drug ‘icence/Retention 1500/1500 Payment though Treasury Challan 1
to Account No. Med-0210 \

4 Schedule X Drug_L_ice nce/Retention 500/ 500 Payment-trhough Treasury Chmh
to Account No. Med-0210 \

5 Blood Bank Licenée/Renewal 7500/7500 Payment though Treés_ur_\,; Challan 1
to Account No. Med-0210 \

6 Manufacturer Licence/Renewal | 7500/7500 Payment thauéFT_re;a;l;};aaEn -



Final Certificate:

Please share the

applicant, with respect 10 this service.

Final Certificate:

scannad copy of the samples of certificate/ license / approval so provided to the

Please share the scanned copy of the sample of certificate/ license / approval so provided to
the applicant, with respect to this service.

licence

SL.No _ Certificate/ License Form No.
1 Retail Drug Licence, Veterinary Drug Licence. Form 20 & 21
2 Wholesale Drug Licence Form 20B & 21B
3 Restricted Drug Licence Form 20A & 21A
4 Form 19C
Renewal of Schedule X Drug Licence (See Rule 59 (2)
5 Schedule X Drug Licence Form 20F
[See Rule 61 (3)]
6 Cestificate of Recognition for Essential Narcotic Form 3G
; Drugs (END) [See Rule 52-0 (2)]
7 Licence of Blood Bank. Form 28 C
(See Rule 122G)
8 Blood Bank. Form 26G
(See Rule 122-F)
9 Aoproval of Blood Storage Centres. 5B of Schedule K of Drugs &
Cosmetics Rules
10 Manufacturer Licence. Form 25
[See Rule 70]
11 Renewal of Manufacturer Licence. Form 26
[See Rule 73 and 83]
12 Co:metic Manufacturing Licence Form 32
13 Certificate of renewal for Cosmetic manufacturing | Form 33




FORM 19

(See Rule 59 (2)

Application tor grant or renewal of a licence to sell, stock or exhibit for sale or distribution
of drugs other than those specified in Schedule X.

Lo WL nummmncsmssunisosisvimessommivassissoabiasaveisss sinississminsiniasss hereby apply for licence to sell by
Wholesale/retail drugs specified in Schedules C and C (1) excluding those specified in
Schedule X and or drugs other than those specified in Schedule C.C (1) and X to the Drugs and
Cosmetics Rules, 1945 and also to operate a pharmacy on the premises situated
B s R RS S G RS TR e

2. The sale and dispensing of drugs will be made under the personal supervision of a qualified,
person, namely :-

(NAINE ). .evvievecvreieeeeereesreeneereesasresnesnnnseneeneenee QUAITICAHON) o

(NBIME)..o..oovivecverenreererrernrneessessesssnenessenessseesenes o (QUAITICAUHON) et
3. Categories of drugs to be sold.

4. Particulars for special storage accommodation.

5. A fee Of FUPECs. ....covureeveerreenninnnnn .28 been credited to the Government account under the

HEAA OF ACCOUILE +.vveevereeeresseressessssnssesesessossstsastssssssssssttssessssstatibsssstasessststessasisssssssssnassasasass

DIBLE....cosiisiisiiviaassasisineis BURHREEIS, oo

changed constitution.



[FORM 24]

Application for the grant of or renewal of a licence to manufacture for Sale [or for

distribution of] drugs other than those specified in [ Schedules C, C (1) and X]

Lo L W e OF e e hereby
apply for the grant renewal of a licence tomanufacture on ther premises
SHURLEd At <iimi it pasiisie sty the following drugs being drugs other
than those specified in [ Schedules C, C (1) and X] to the Drugs and
Cosmetics Rules, 1945.

2. Names of drugs categorized according to Schedule M ...

3. Names. qualifications and experience of technical staff employed for

- manufacture and testing.

4 A fee Of TUPEES ooooovrvienninivnniennnnn - NAS been credited to Government under
the head of ACCOUNT......c.oiieruiiinmimimmasnsisensenss

PIALE ..overercmescsssnesessimnniess SHENATULE ..o ceirissienieneas

Nate- the application should be accompanied hy a plan of the premises.



FORM 19C
[See rule 59(2)]
Application for grant or renewal of a licence to sell, stock, exhibit or offer for sale, or distribute

of drugs specified in Schedule X .

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

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 at

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

2. ** The sale and dispensing of drugs will be made under the personal supervision of the registered

pharmacists mentioned below:-.

.. &Z—(W:- o F::'& = T n - e, TR o
(Name)........coeuerveerenrrrenes et SR e (Qualification) .
(INGME)....eeerieereerne verene s es R Bcoogareamulbise ot (811113 712 - 7§ N S
e o S i . i

3. Name of drugs to be sold®™ .

REw R
4. *** Particulars of storage aécorfiffiodationes

R

RAD, |
e

... has'been credited to Government account

* Delete whichever is not applicable.

** To be deleted if arugs will be sold only by wholesale.
***Required only i products requiring special storage are to be sold.]



FORM 20
[See rule 61(1))

Licenc
€ 1o sell, stock or exhibit or offer for sale, or distribute drugs by retail
other than those specified in Schedules C, C(1) and X

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

........................................................ is hereby
licensed to sell, stock or exhibit or offer for sale, or distribute by retail drugs

other than those specified in Schedules C, C (1) of the Drugs and Cosmetics
Rules 1945, and to

operate a pharmacy on the premises
situated  at

---------

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

2. The licence shall be in force from ........ccoceeierevessesscasarsssnsasssaasss 10

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

3. Name(s) of registered pharmacist(s) in Charge ..o snessssssnsansssssasenes

4. CAtEOTIES OF ATUES w.evvvremsusnresssssessssssssssssasssssssssssssssssssasesssasssss s sasss s sssnasssosss

Licensing Authority

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 in
charge within one month of such change.

4. No drug shall be sold unless such drug is purchased under cash 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 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, 2

fresh licence has been taken from the Licensin ity i firm with the
g Authori - -
o ty in the name of the




FORM 21

» or distribute] by retail drugs
se specified in Schedule X

. is hereby licensed

or distribute by retail the following categories
of drugs specified in Schedules C and C (1)

to sell, stock or exhibit or offer for sale,

excluding those specified in Schedule X

to the Drugs and Cosmetics Rules, 1945 and to operate a pharmacy 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.

2. The licence shall be in force from ................ccooo.ucoereeevereeeenes 80 coeiriereieneiseesere e
3. Name(s) of registered pharmacists in Charge ...............coeeuueerrreeecemsesesseesssesseesceecsesnans
4. Categories Of AIUGS ..ottt et e bbb
D, siisiaissmimvsiossacsassonins

FiteHce WO comsswasnns Licensing Authority

Conditions of Licence
1. This licence shall be displayed in a prominent place in a part of the premises open to the
E.U?EZ‘ licensee shall report to the Licensing Authority any change in the qualified staff in
charge within one month of such change. o _
3. If the licensee wants to sell, stock or exhibit for sale, or distribute, during the currency of
the licence, additional categories of drugs listed in Schedules C and C(I) 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
categorie;s of drugs in respect of which such permission is given. This permission shall be
endorsed on the licence by the Licensing Authority.
4. 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.
5. The licensee shall inform the Licensing Authority in writin
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 2
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. ’

g in the event of any change in



FORM 20-B
( See Rule 61 (1))

Licence to sell st
» stock or exhibit for sale istri
! , or distribute by whol
than specified in Schedules C and C J("l) P o .

i .

.- .un ey bane Woxe’ Lanen  mam BN hereby licensed to seu k g

d : , stock or exhibit for sale or

O;Strtl;:i:te by.whol_esaie drugs other than those specified in Schedules C and C (1)
promises situated at.. .. .. .. .. ..subject to the conditions specified

belOW and to the L o
provisions of the dr :
thereunder., ugs and Cosmetics Act, 1940 and the Rules

2. The Licence shall be in force from... ... .. e e 80 e wsss ssss osis sssr sopa

RO SR Licence NO; .0 s e o

Licencing Authority:

Condition of Licence

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

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

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

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 officer or authority purchasing on behalf of Government, or

a hospital, medical educational or research institution or a registered medical
practitioner for the prupose of supply to his patients, or

a manufacturer of beverages, confectional biscuits and other, non-medical products,
where such drugs are required for processing these products,

—

(b
(c)

4. Where the licence is an agent for distribution of the drugs of a manufacturer, the
sale by way of wholesale dealing of such drugs shall be covered; by 2 Warr:mty
either in Form 22 or Form 23 to the effect that the drugs sold do Lot contravence
the provisions of section 18 of the Drugs and Cosmetics Act, 1940.

5. The lice.nce shall inform the Licensing Authority in writine in the event of any
change in the constitution of the firm operating under thge licence. Where any
change in the cogstitution of the firm takes place, the current licc;nce shall be
die'rr;ledhm be \:alld for a maximum period of there months from the date on
which the chargs takes place unless, in the meantime a fresh licence has been

taken [rom the Licensing Authority i
T g Authority in the name of the firm with the changed




FORM 21 B

(See Rule 61 (2)

Licence to sell, stock or exhibit for sale or distribute by wholesale drugs

specified in Schedules C and C (n
distribute by wholesale 0
the following catezories
Cosimetics, Rules 1945,

... i hereby licensed to sell, stock or exhibit for sale or
n the premises situated at

of drugs specified in Schdeules C and C (1) to the Drugs and

cccccc . awe

Categories of drugs

2. This license shall be in force from e e T A e RO

3. This licence is subject to the conditions stated below and to the provisions
of the Drugs and Cosmetics Act, 1940 and the Rules thereunder.

Licence No.........

sasssss = saes

BIRLE . i imaior et Licensing Authority...........ccocoo.o....

LR R T CEE T

Conditions of Licence.

1. This licence shall
open to the public,

2. No drug to which this licence applies shall besold or stocked and exhibited.for
sale unless the precautions as are published by the Licensing Authority from time to time

in the Gazette have been observed throughout the period during which it has been
in the possession of the licence.

be displayed in a prominent place in a part of the premises

3. If the licensee wants to sell, stock and exhibit for
currency of the liecnce additional categories of drugs 1
but not included in this licence, he should apply
drugs in respect of which such permission is given,
on the licence by the Licensing Authority,

sale or distribute during the
isted in Schedules C and C ()
to the extend to the categories of
This permission shall be endorsed

¥4, (i) No drug shall be sold unless such drug is

memo from a duly licensed dealer or a duly licensed manufacturer.

(ii) No sale of any drug shall be made for purpases of resale 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 sal

(a) an officer or authority purchasing on behalf of Go
(b) a hospital, medical, educational or research
medical practitioner for the pirpose of sup

purchased under a cash or credit

e of any drug to.
vernment, or
institution or 2 registered

ply to his patients, o
**(¢) a manufacturer of hydrogenate

; beverages,
non medical products, where S.ic i

e manufacturer the
U8 shall be oyered b

: Y a warrantly
Ot 2 1o, the effect that drugs sold do not contravene
etics Act, 1940

place unless

_ » In the meantime, a fresh
Authority ip

licence h:
) as
the Dame of the firm Wit

h the changeq constitution,



[FORM 20F
[See rule 61(3)]

Licence to sell, stock or exhibit for sale or distribute by retail drugs specified in Schedule X

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 0n the PremiSes SHUAEd 8t ...........ruesesesssseseusainsnsmsessisssssarsisssmns s

2. Names of drugs.

3. This licence shall be in force FTOM...vioereecnnensnennensenifOuoniienns

4. Name(s) of registered pharmacist in-charge:

5. The licence is subject to the conditions stated below and the provisions of the Drugs and Cosmetics

Act, 1940 and the Rules made thereunder.

Licensing Authority.

Conditions of the licence.

| This licence shall be displayed in a prominent place in a part of the premises open to the public.
3. 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 infO@ the licensing authority in writing in the event of any change in the constitution of the
ﬁh”'l;lcl’ie;a““g ;“der the licence. Where any change in the constitution of the firm takes place, the current licence
-:'m Tess % :;:1; c;z:?e vahric forh alfnaxlmtﬁm period of three months from the date on which the change takes plac®
ime, a fresh licence has been taken from the li i s i
the changed constitution. he licensing authority in the name of the firm *
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