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A. Preface:

In India import, manufacturing, sale and distribution of Medical
devices is regulated under Drugs and Cosmetics Act and Rules. At
present, following notified Medical Devices are regulated under the
said Act.

Surgical Dressing
Umbilical Tapes
Blood / Blood Component Bags

This document may also be applicable for submission of application
for grant of import license for above products.

~ARM 7~
S. No. [Nameafbevice -UN 74
1.  |'Disposable Hypodermic Syfinges
2. 2> Disposable Hypodermic Needle§ ) .
340~ | Disposable Perfusion Sets a
4) Cardjac Stents.. 1 Y.
5. [DrugElutingStents’ . - %
Q6. Catt YA
Iz\ 7. Intra X -7;\
i |8 l.LV.C O
L |o. Bone Cemer Z
w fllw V / g Y
%L, c LIS O)
. rthope -
—| 13. Internal placements.
— " I==o=v 7}
Further t@following pro ulated 'as “Drugs” @ r Drugs
and Cosmdﬁs;s Act and nder which are Q(Oﬂ dered as
‘Medical Dew‘é})n the Co ri «
1. Blood Grou gléera w‘(,$
2. Ligatures, Sutu agﬁs O\IEP\\*
3. Intra Uterine Devices ( Tﬁ
4. Condoms
5. Tubal Rings
6.
7.
8.
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The proposed requirements for the regulatory control over
import of notified medical devices under Form 10 license are being
uploaded for the information of all stakeholders.

The document is intended to provide guidance for use in the
Import Licence in Form 10 of notified medical devices (excluding
notified IVD’s) in India.

This guidance doc&gﬂg\p EWective from 1°' January
2013. The commoﬁtpq Ission forma a]] used even before
effective date (1StC151 ary 2013) for grant of Registration Certificate.
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A. Requirements for Common Submission Format for Import Licence
in Form 10 of Notified Medical Devices in India

The following documents are required to be submitted in the following manner
and order for issue of the Import Licence in Form 10 of the medical devices for
import into India: -

1. Covering Letter AQRQQG is- an important part of the
o
Po cify

application ang%'% uld clearly spe nt of the application
(whether 63 plication for the Import Lice in Form 10 of the

propos ice is being submitted for the first tim e application is
for re al). The list of docui (s that are being sub d (Index with
pag ’s) as well as.any. otk ortant and relevant mﬁ ation may
be“provided in the Go ing et. The ering letter should be duly
ighed and stamped authorize atory, indicatingthe name &
ignation of the autk g with the name a'ﬁ)‘address
z-the firm. -
Ly O

behalf of the firm sho he time of submission of the

lication for Impon \attested photocom'ﬁs of the
%mrization letter | “ the time of SIBQ ssion of
Sl@quent applicatiol < 5,

3. Adu led Form 8 ( ce to impor gs (excluding
those ified in Schedule X) to the Drugs and Co& S Rules, 1945)
&

el b e
ad egal do m 9 etc. on
eenc ‘ “"“ .

as per the rma prescribed in the Drugs tics Rules, signed
& stamped by ;ﬁ{(eﬁlndian Agent along with & designation of the
authorized signa

ﬂ?m,ngwﬁeRﬁ& ed at Annexure - I.

4. A duly filled Form 9 (Form of undertaking to accompany an application
for an Import Licence) as per the Performa prescribed in the Drugs &
Cosmetics Rules, signed & stamped by the Indian Agent along with
name & designation of the authorized signatory or Duly Notarized, if
Signed and stamped by the Manufacturer along with name & designation
of the authorized signatory. Form 9 Performa is enclosed at Annexure —
Il.
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5. The Requisite Fee as prescribed in the Drugs & Cosmetics Act & Rules
viz. ¥ 1000 for One proposed Device and ¥ 100 for each additional
Device to be imported may be submitted at notified branches of Bank of
Baroda under the Head of Account “0210 - Medical and Public Health,
04 - Public Health, 104 - Fees and Fines” adjustable to Pay and Account
Officer, DGHS, New Delhi in the form of a Treasury Challan. Performa
for Treasury Challan (TR 6) is annexed at Annexure - lll. The Receipt in
original (TR 6) is required to be submitted along with the application for
Import Licence.

ARD CO
In case of anyg‘ekt‘y\a‘%nent of fee by/tyer facturer in the country
of origin, €)f e shall be paid through Electronic.Clearance System
(ECS) LQ;:}any bank in the Country of Origin to é%ﬁank of Baroda,
Kas%& Gandhi Marg, New Delhi;i through the electfgnic code of the
ban the Head of Accoun

beve and the originaj/teceipt of the
said.transfer shall /alentito the Bank C n, subject
he approval by,

yat they have reCeived the
Jpayment.

B2\
. 5 duly attested (by gaze

N
&
Q

(_Wholesale License for
Licence under Drugs

“CDSTCO |

7. A Valid copy of Registre

o

n of drugs or Manufacturing
Rules, issued by the State

ith respect to Propos
) L NS
8. A?/epy of Import LiG 107issued by CDSCO \@respect to
Pr ed Device (If thezapphcatiomisforirenewal). N

9. The réaléred documentls as| per Registration Ce,rq@te in Form 41

issued by @,@DSCO. (If Applicable) W\
A <
NOTES: EALTH: GOVER&@

e Name and address of the manufacturer, Name and address of the
manufacturing premises, Name and address of the Indian Agent and
Name of the medical devices proposed to be imported should correlate
with the name mentioned in the Registration Certificate in Form 41.

e |If an endorsement to an existing license is required, a copy /details
(License No., Date of issue & Validity) of the Form 10 License along with
it's endorsements should be furnished along with the application.

CDSCO
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Annexures
Annexure |  Format for Form 8
Annexure Il Format for Form 9
Annexure Il Format for TR6 Challan
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GUIDANCE DOCUMENT ON COMMON SUBMISSION FORMAT FOR IMPORT LICENSE OF NOTIFIED
MEDICAL DEVICES.

ANNEXURE -1

FORM 8
(See rule 24)
Application for licence to import drugs (excluding those specified in
Schedule X) to the Drugs and Cosmetics Rules, 1945

IIWE ... (Name, full address, as per
wholesale/manufacturing license, with telephone, fax and E-mail address)
hereby apply for a licence to imp hﬁa secmed below manufactured by
M/S..oiiiiiiiii N@w& @‘ telephone, fax and E-mail
address). C-DCJﬁP\

2. Names of the@acal Device (s) to be imported:
(1) & fai
@ QO o ERENO

3 ) ?ﬁ ,_, P
3. I/\Ne7$ ............................ IRy s herewith an un king in
igned by the ma urer as required by rule 24 of

the Dr and Cosmetics Rules mssa
9] &
A IIWE* .o, ‘herewith a copy of Registration

ECO e
A NS issued
ess with telephone, fax and E-

Certificate c@ &Iﬂ@
the rules, v ti

Sy,
/ ¢ x4 i ¢ ?’ & 'E ‘; a
5 I/\Ne*....@, ........................ : valid wholesale Iice@or sale or

distribution factute drugs, under provisions

Qﬁ[ugs or valid i ST
of the Act an );&s made therew We said Ilcencg(enclosed.
6. A fee of.......... d(\has been credited to Governm@wder the Head of
Account "0210- Medic d Public Health, 04 ‘w Ith, 104-Fees and

Fines" under the Drugs Eﬁﬂl,tfasldy Central vide Challan
N\ dated................ riginal)

Place:
Date:

Signature of the Indian Agent
(Name & Designation)
Seal / Stamp

*Delete whichever is not applicable.

CDSCO
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ANNEXURE =1l

FORM 9
(See rule 24)
Form of undertaking to accompany an application for an import licence

Whereas . Of e (as per
wholesale/manufacturing license) Intends to apply for a licence under the Drugs
and Cosmetics Rules, 1945, for the n‘ﬁﬁln Indla of the drugs specified below
manufactured A us,

(T e G NOR L @6) give this
(VO

w
undertaking that fo (a’uratlon of the said licence—

(1) The said @&ant shall be our agg

Mﬂ‘\_ e |mport of drugs’? India;

1. a licence by es 74 and
78] of th@'ugs and Cosm :- >

(3) We lare that we are ca YiNg’a Vthe 1y acture of the drugs ﬁntioned
in this undertaking at the prerpises: i bw, and we shall frof time to

. \{ o . .
time report any change of premi nufacture will be carried”on and
in cases where manufacture is ¢

than one factory any change in
the dlsmbUtC(Dgf®

(4) We shall comply with the provis

Rules, 1%

(5) Ever g manufactured 3 Iport 5 r licence into a shall as
regards str , quality and zon viththe provisions of-E€hapter 1lI of
the Drugs an smetlcs Act, %ﬁn&th%s and Cosme@Rules 1945;

(6) We shall com ith such further requirements, if agﬁx may be specified

by Rules, by the Ce ta(’zovernment under the A which the licensing
he’l

authority has given to t %mt Iﬁw@k ths' notice.

Names of Medical Device (s) and class of Medical Device (s)
(As mentioned in Form 41)

Particulars of premises where manufacture is carried on
(As mentioned in Form 41)

Place:

Date:

Signature of the Indian Agent / Manufacturer
(Name & Designation)
Seal / Stamp
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ANNEXURE —llI
TR6 Challan
T.R.-6. Civil
(See Rule 92) Please indicate whether Defence
Challan No. Railways
Posts & Telegraphs

Challan of cash paid into Treasury/SUD-TreASUIY  .......cuiuiee et
Bank of Baroda, ﬁﬁal\ﬁg@lew Delhi
To be filled @Mt er To ﬂéliu?@ the Department Officer

or the Treasury

By whom Na | Full particular
Tendered ( ati of the

A&’o‘@ s Order to the
Office Bank

on).and remittange n TR S whom
~address and/@bi o AR AN adjustable/[/
Yof the authgrity: (If./ e iy @
Operson on anyj
/] whose Z\
—| behalf —
Li_y| moneyis O
LJ paid Z
Nam

SE0
: _un Correct
% ik AR Offices, Receive a’nd
of the (il | DGHS,New

4 mandfact | /£l | D4-Publi Delhi ﬁant receipt
” ing i | S(‘Signature
and full

i . Designation

Name of the Officer

/p/, Product O ordering the
é& money to be

K\/AI:\
4

Pp paid in).
2/ —on}
Signature Total' L_ | H c; O\I | WA
I
(in words) Rupees To be used only in the case of remittance

to the Bank through Departmental officer
or the Treasury Officer.

Received payment (in words) Rupees

Treasurer Accountant Date Treasury Officer
Agent or Manager

P.T.O.

CDSCO
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Note:

1. In the case of payment at the Treasury, receipts for sums less than Rs.
50,000.00 do not require the Signature of the Treasure Officer but only of
the Accountant and the Treasurer. Receipts for cash and cheques paid for
service postage stamps should be given in form T.R. 5.

2. Particulars of money tendered should be given below.

3. In case where direct credit at the Bank are permissible the column, “Head
of Account” will be fllled in bm reasury Officer or the Accountant
General as the case an

mk s Daily Sheet.

9
' t
. @%c,)un
/gy Rs P.
St Z
N B2
Notes (with details) 7 >

Cheque (witl@t S CO
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D Rules Related to Import of Medical Devices in India under Drugs and
Cosmetics Act and Rules (For Information Only)

Rule-23: Import licences:-

An import licence in Form 10 shall be required for import of drugs, excluding
those specified in Schedule X, and an import licence in Form 10-A shall be
required for the import of drugs specified in Schedule X.

Rule-24: Form and manner of a‘tgp))\ﬁfs &leport licence.—

(1) An application for a%q I|cence shall be m e licensing authority in
ng those specified in Schedul ﬁzd in Form 8-A for

Form 8 for drug
drugs specified é@hedule X, either by the manufacturer h
wholesale Iice@e for sale or distribytion-of rugs. under thes

?Ies, or by the
manufacture@agent in India itk valid licence un eytge Rules to

If having a valid

manufacture.for sale of a dfu holesale licenCcé~for sale or
dIStrIbutI@f drugs under these ¥ accompanied a licence
fee of one“thousand rupees far’ n additional fee at',%i rate of
one hundred rupees for each @ by an undertaking in-Form 9
duly signed by or on behalf oft

e ST
manufactu |

rupees for each drug:

' the same
' ne hundred

m 8-A, as the ¢ may be,

(2) Any z%ication for impor tlf
Certificate issue Form 41

shall be aGtempanied by a &
under Rule@

Provi that in caseEg; elmlerléenc es the Ilcensm ority may, with
the approval of th tral Government, issue an mg&ﬁ ce in Form 10 or

10-A, as the case m ithout the issuance of ion Certificate under

Rule 27-A, for reasons /4:{0,&?? EN@IQPE

Provided further that Registration certificate shall not be required to be
accompanied with an application for an import licence under the Rules for the
import of in-vitro diagnostic kits and regents, except for the diagnostic kits notified
from time to time under sub-clause (iv) of clause (b) of section 3.

(3) A fee of two hundred and fifty rupees shall be paid for a duplicate copy of the
licence issued under this Rule, if the original is defaced, damaged or lost.

CDSCO
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Rule 25:- Licences for import of drugs manufactured by one manufacturer.—

A single application may be made, and a single licence may be issued, in respect
of the import of more than one drug or class of drugs manufactured by the same
manufacturer:

Provided that the drugs or classes of drugs are manufactured at one factory or
more than one factory functioning conjointly as a single manufacturing unit:

Provided further that if a single m?&m has two or more factories situated
in different places manufaw drugs a separate licence
shall be required in resp:S he drugs manufac Z;}BG ch such factory

Rule 25A: Con@& to be satisfied before a licence in Foer@or Form 10-A is

granted. QQ‘ g G\

(1) A licenee’ in Form 10 of:
aUthO“W&WIng regarded t'

- _ '7
(1) e premises, where | th stances will be stoﬁed, are

drugs to which the licence appli€ =z
(i) The &m | applicant:
Provided the (o] Form 10-A

in respect of any appllcant d i

hat the applica : the provisions ge Act or
these rule /

\%
(b) Tha‘t)‘ reasons of
)? |s conviction under the Act or these K or the Narcotic
gs and Psychotropic Substances 1985 (61 of 1985)

les made there under
(ii) Pre | ens \W n of the licence granted
to him; hemadt son to whom licence shall be
granted.

(2) Any person who is aggrieved by the order passed by the licensing authority
under this Rule may, within thirty days of the receipt of the order, appeal to the
Central Government and the Central Government may after such enquiry into the
matter as it considers necessary and after giving the appellant an opportunity for
making a representation in the matter, make such orders in relation thereto as it
thinks fit.

CDSCO
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Rule 26: Conditions of import licence: - An import licence shall be subject to the
following conditions:

(i) The manufacturer shall at all times observe the undertaking given by him or
on his behalf in Form 9;

(i) the licensee shall allow any Inspector authorised by the licensing authority in
that behalf to enter with or without notice any premises where the imported
substance is stocked, to inspect the means, if any, employed for testing the

substance and to take samples;
&E\DARD Cop
(iii) the licensee shall 251" est furnish to the i% authority from every
es {t

batch of each sub or from such batch or batch licensing authority
may from time t specify a sample of such amount as the’licensing authority
may considebf equate for any e };‘T"Wm' required to b ade, and the

licensee shafhJf so required, furfish ful cols:of the tests, if any, which have
been appliedy 3 £ ¢/
N ' N

ee shall not sell or offet, for sale
ocols are furnished under the
ng the sale of the Katch has

authority; s

CESEOE
ority not to
purity prescribed by Chapter
lirected so to do, withdraw the
as may in t articular

f issues alrea ade from
ST ~N

(iv) if thﬁi-censing authority S0
any batch-in respect of which a:
last preceding sub-rule until %\2:“ 1
been issued to him by or on behalf

eSO
of any batc 7
conform with the standards of stren
1l of the-Aet, or the rules theretinder al

remainder—of that batch frgm
circumsta@ of the case be
that batch; < ™

LA

(vi) the Iicenségéhall maintain a| recorld of all sales by him gi stances for the
import of which a Ii@l@e is required, showing particulars substance and of

the person to whom sqf?gémd such further particul ny, as the licensing
authority may specify a sch C rrtsm@ to the inspection of any
eh thell

Inspector authorised in that b ing authority:

7,

Provided that in respect of the sale or distribution of drugs specified in
Schedule X, the licensee shall maintain a separate record or register showing the
following particulars, namely:_

1. Name of the Drug,

2. Batch number,

3. Name and address of the manufacturer,
4. Date of transaction,

5. Opening stock on the business day,

—_— Page | 14
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6. Quantity of drug received, if any, and the source from which received,

7. Name of the purchaser, his address and licence number,

8. Balance quantity of drug at the end of the business day,

9 Signature of the person under whose supervision the drugs have been
supplied

(vii) the licensee shall comply with such further requirements, if any, applicable to
the holders of import licenses, as may be specified in any Rules, subsequently
made under Chapter Il of the Act and of which the licensing authority has given

to him not less than four months’ n ACﬁD CO
Rule 27: Grant of im hé*n

ce:- On recelpt/VZa}? plication for an import

licence in the for manner prescribed in Rule 24; icensing authority
shall, on being ' fled that, if granted, the condltlons 0 licence will be
observed, iss@%m import licence infkorm, 10 [or From 10-A @the case may
be]. Y

Y

\ -

Chiess, it %\? ded
2SS, It IS sooner SUé{]J ea or

§ from the date of its e’

Y4 CniC A
NG k4
Rule 28],%uration of import lice|
cancell%shall be [valid for a per

Epwded that if appllcatl ice is made three months before
the expiry of the existing licence {| ce shall be deemed to continue
in force unti@iﬁg 6@)

Rule 29: Suspension and cancellation of import lic - If the manufacturer or
licensee-fails to comply withse F A ndit i
licensing hority may after,
to show c#;e why such an © in writing
stating the AN it thinks fit,

e?ns there for, i
either wholly ,{3 respect of SOW&& uWes to which |t ates:
Provided th@ person, who is aggrieved by §t&é&(%er passed by the

licensing authority u gl?x s rule may, within thirt f the receipt of the
order, appeal to the Cen l/aT’_[? z;ﬁgts al Government may, after
such enquiry into the matter it ecessary and after giving the
appellant an opportunity for representing his views in the matter, pass such
orders in relation thereto as it thinks fit.
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