File No.DCA-EST1/SEC/127/2024-Establishment Section

OFFICE OF THE DIRECTOR GENERAL::DRUGS AND COPYRIGHTS::DRUGS
CONTROL ADMINISTRATION::VENGALRAONAGAR::HYDERABAD

Cir.Memo.Rc.N0.2515312/JD/MISC/2024 Dated: .05.2024

Sub: Drugs & Cosmetics Act, 1940 & Rules made thereunder — NOC'’s for
Manufacture of Unapproved / Banned / New Drugs Solely for Export Purpose
— Certain instructions issued — Regarding.

Ref: Lr.No. IMP-12/1/2024-eoffice, dated 30.04.2024 of DCGI, New Delhi.

-X-X-X-

While enclosing a copy of the reference cited, all Drugs Inspectors in the State are
instructed to direct all the manufacturers under your jurisdiction for ensuring the same and to

upload the circular in Drugs Control Department website.

This may be treated as URGENT.

Sd/- V.B. KAMALASAN REDDY, IPS.,
DIRECTOR GENERAL

To

All the Assistant Directors in the State with a instructions to circular the same to all Drugs Inspectors
working under their control.

Copy to: All the Deputy Directors in the State for information and necessary action.

//FORWARDED::BY ORDER//
Signed by G.ramdhan

Date: 16-05-2024 10:08:11

Reason: Ap%_)roved
JOINT DIRECTOR(I/c)
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‘ Government of India
Directorate General of Health Services Central
0o, DIRECTOR 68 Standard Control Organization
Drugs Control Administfnport & Registration Division)

MAY 2024
01 FDA Bhawan, Kotla Road,
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Dated:

) P e
Govt. of TS. Vengalraonagar, Hyd |

3] : 1 Pu
1 { ADD ann;
- AT 74

To
All States/UT Drugs Controllers

Subject: NOC’s for Manufacture of Unapproved/Banned/New
Drugs Solely for Export Purpose -Reg

NOC's for manufacture of unapproved/banned/new drugs solely
for export purpose are granted as per the Guidance Document issued
by CDSCO.

The above activity was delegated to State licensing
Authorities w.e. f. 2010 August, 2018 vide letter of F.No.7-
5/2018/Misc./03 4(NOC) dated 2"? August, 2018

Now, it has been decided with the approval of Hon'ble HFM
vide Ministry F. No. X.11035/210/2018-DR (Pt) dated 215t June, 2023

that Industry must be facilitated to file fresh applications for NOC for
manufacture of unapproved/approved new drug/banned drugs solely

for export purpose from15¥'May, 2024 on online mode through
CDSCO Zonal Offices. Accordingly, power delegated to State/UT

Licensing Authority stands withdrawn w.ef 15 th May, 2024 and
such NOC's shall be granted by the Head of respective CDSCO

Zonal office w.ef15"May 2024 Further All State/UT Drugs
Controllers are required to handover all NOC's issued from 20!h
August, 2018 to14thMay, 2024 to respective Zonal Offices of CDSCO.

All manufacturers may be informed that they are reguired to
obtain NOC from respective Zonal Offices of CDSCO through online

mode (SUGAM Portal) w.ef.15h May 2024 before issuing Manufacturing
License from SLA for manufacture of Unapproved/Banned/New Drugs for
axport purpose. '

Sh. Ranga Chandrashekar Rao Joint Drugs Controller (India) will
be Nodal and designated person at CDSCO, HQ for said activity.

~ Yours faithfully

£y

' f’i (g;’f’ ¢ s
(Dr. Rajeev-Singh Raghuvanshi)
Drugs Controller General (India)

4-eoffice (Computer No. 7581}
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Copy
1. All Zonal/Sub-Zonal/Port Offices of CDSCO for necessary action
2. All stake holders through CDSCO website.

Copy for information to:

1. Deputy Secretary (Drug Regulation), MoH F & W, Gowvt. of india
2. Joint Secretary, {Drug Regulation), MoH F & W, Gowt. of India

» No. iMP-12/1/2024-eoffice (Computer No. 7581}
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FNo.X.11035/210/2018-DR (Pt)
Government of Indla
Ministry of Health and Family Weliare
Department of Health and Family Welfare
{DR Saction)

Nirman Bhawan, New Delhi
Dated the  June, 2023

To -
DCGH, CDSCO, FDA Bhg:
New Delhl- 110002

Subjecl: NOC for m

unapproved/banned/new drugs solely for
EXport PUrpose — regal :

Pioase reter
& wherein you
© F.No. /tm 'OJ_

r 8200817 dated 03.01.2028 on subject cited
upersagsion of eartier CDSCO order issusd
August, 2018, a fresh order may ke
NOC from respective zonal offices of
) from SLAs for the manutactura of
Inapproved E’srm@d"‘f@w"@mgs for. axp"ort gurpﬁse

e--;:::; ragard, matter has bean examined by this ministry and it is 1o inform you that
siry must be facilifaled 1o file fresh applications for NOG for manufacture of
pprovedibanned/inew drugs solely for exporl purpose from 15 May 2024 af 4 single
nated person only en online moda 1o a point of contact at CDSCO headquaners
ne applications canbe dispesed by CDSCO through their respective zonai offices.

urther. GDBCO may give necessary direction to all Stale/UT drugs controller 1o
! over detalls of all such sxpott berfmissions given by them under the delegated
nrovisions singe 2018,

his is issued with approval of Hon'ble HEM

Yours faithlully,

g’rgﬂed by

{Dr. Kiran Ku ;ﬁﬁ@p{g}-tﬁu a;
Deputy Secretary 1o the | M ngr }
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