7-5/2016/EU/WC-0370
Government of india
Directorate General of Heaith Services
Central Drugs Standard Control Organisation
(International Cell)

FDA Bhawan. Kotla Road
New Delhi-110002

bated: 1§ NOV 2019

To
M/s Alkem Laboratories Ltd.,
Plot No.- 289 - 290, G.1.D.C., At & post
Ankleshwar, Dist. — Bharuch, Gujarat, India

SUB: - Written Confirmation of M/s Alkem Laboratories Ltd., Piot No.- 289 - 290,
G.1.D.C., At & post Ankleshwar, Dist. — Bharuch, Gujarat, India as per requirement
of EU for import of active substances imported into the European Liion (EUj for
medicinal products for human use, in accordance with Article 46b(2)(b) of
Directive 2001/83/EC from India-reg.

Sir,
Please refer to your application submitted to COSC(O, Ahmedabaga Zone and the
recommendation received from DDC (1), Ahmedapad zone, ¢on the above noted sub ect.

Written Confirmation as required for active substances imported into the
European Union (EU) for medicinal products for human use, in accordance with Article
46b(2)(b) of Directive 2001/83/EC from india is harewith granted subjec: o the following
conditions:-

1. The Active Pharmaceutical Ingredients shall confirm to Good Manufacturing
Practices mentioned in the EU directives or other equivalent (GMP of WHO/ICH
Q7).

2. The manufacturer is subject to regular, strict and transparent controis and to the
effective enforcement of Good Manufacturing Practice, including receated and
unannounced inspections, so as to ensu'z a orotection ¢f punic heal
equivalent to that in the EU.

3. The manufacturer is required to follow the Guidance document for lssue of
Wiritten Confirmation as issued by CDSCO.

4. Written Confirmation shall be produced by the Authorized Exporter as and when
required by the Drug Regulatory Authority.

5. The Written Confirmation will be withdrawn in the events of non-compliance of
Standards.

6. This Written Confirmation, uniess it is sooner suspended or canceied, snaii be
valid for a period of three years.




7. In the event of any Non-Compiiance obsenven
Local or Internationaj Drug Authoriti
within 7 days of recei

during inspections conducted b
all be forwargag to this office

es, the same sh
pt of report.

q:Vali‘ég:TgtoH_
Q 1050672027

05/06/2022

Yaours faithfuily,

(Dr. v. G. Somani)
ler General {India)

Drugs Control
I 2
o6\

\/



GOVERNMENT OF INDIA

MINISTRY OF HEAL
Central Drugs Stan

TH & FAMILY WELFARE
ard Control Organization

Kl

active substances im
n use, in accordance

Written confirmation for
products for huma

M/s Alkem Laboratories Ltd.,
Plot No.- 289 - 290, G.1.D.C., At & post
Ankleshwar, Dist. - Bharuch, Gujarat, Indla

1. Name and address of site:

2. Manufacturer's licence number: /1204

List of API(s):

As per list annexed

The issuing Regulatory Authority hereby confirms that:

The standards of
equivalent to tho:

good manufacturin
se laid down in the

g practice applicable to thig manufacturing plant are at least D)))
EU (= GMP of WHO/ICH Q7); D)))

In the event of findings
the exporting third count

relating to non-com
ry without delay to t

0/11/2017, 01/12/2017 & 03/04/2018

SELULL 01/12/2017 & 03/04/2018

The Written Confirmation. remains valid until: 05/06/2022.

he EU,

Date of Inspection of the plant;

The authenticity of this written confirmation may be verified with the issuing regulatory authority.

This written confirmation

Name and function of responsible person: Dr. V. G. Somani,

Telephone no.:

s 9]

CERTIFICATE NO. : WC-0370

ported into the European Union {EV) for medicinat
with Article 46b(2)(b) of Directive 2001/83/EC

pliance, information on such findings is supplied by

rugs Standard Contro| Organisation D)))

FDA Bhawan, Kotia Road, D)))
New Delhi- 110 002, india D)
Drugs Controller General (India) D);))
g_g%%':?zaeses )
+91-11-23236973 D)))
)

)

)

)
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' GOVERNMENT OF INDIA

NISTRY OF HEALTH & FAMILY WELFARE
ntral Drugs Standard Control Organization

1. Name and address of site:

List of APIs:

CERTIFICATE NO. :

M/s Alkem Labora

Plot No.- 289 — 29
Ankileshwar, Dist, —

tories Ltd.,

G.I.D.C., At & post
Bharuch, Guijarat, India

Active Substance(s)
Amlodipine Besylate USP

Activity(ies)

Manufacturing & Packing

Duloxetine Hydrochloride USP

Manufacturing & Packing

Manufacturing & Packing

Paliperidone IH

1
2.
3. | Lansoprazole USP
4

Manufacturing & Packing

Rasagiline Mesylate IH

Manufacturing & Packing ]

i
-
L

5.
8. ( Tapentado| Hydrochioride IH

Manufacturing & Packing ]

The Written Confirmation remains valid until: 05/06/2022

A

/

Signature

a W
4

ITEM(S) Six (06) ONLY

Stamp of thé ay

.
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5 ‘ Annexure-02
, GOVERNMENT OF INDIA

% MINISTRY OF HEALTH & FAMILY WELFA

Central Drugs Standard Controi OrganizathiEn CERTIFICATE NO. : S
Written confirmation for active substances im i

: ported into the European Union (EU) for medicinal
P~ products for human use, in accordance with Article 46b(2)(b) of Directive 2031/83/EC "
1. Name and address of site: M/s Alkem Laboratories Ltd.,

Plot No.- 289 - 290, G.1.D.C., At & post

g Ankleshwar, Dist. — Bharuch, Gujarat, India

e

4"’4

= List of APls:

ff 8. No. | Active substance(s) Activity(ies)

'. 1 Dalfampridine IH Manufacturing & Packing
i 2 | Sodium Oxybate IH Manufacturing & Packing
i ITEM(S) Two(02) ONLY
'" This certificate is being issued subject to condition that the firm shall obtained NOC from
((, the Competent Authority, on case to case basis, to manufacture the above mentioned
bes active substance for the purpose of export only, as the above mentioned active
(} substance is not approved for manufacture for sale in India
]

Wi
i) The Written Confirmation remains valid until: 05/06/2022
f\
o

&(‘ Signature -

C/( W
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e

Z: '.".'-,’ -,




