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7-5/201 3/EU/WC-0097
Government of india
Directorate General of Health Services
Central Drugs Standard Control Organisation

{International Call)
FDA Bhawan, Kotla Road
New Delhi-110002

Pe 27 SEP 2019

To
M/s CTX Lifesciencas Pvt Ltd.,
Block No: 251/P, 252/P, 253 to 255,256P, 258/P,
276/P, 277, 278/P, 279 to 282, 283/P, 2B4/P, GIDC,
Sachin- 394 230, Dist; Surat, Gujarat, India.

Subject: Written Confirmation of Mis CTX Life Sciences Pvt. 1td., Block No:
251/P, 25ZiP, 253 to 255, 256P, 208/P,276/P, 277, 278/P, 279 to 282,283/P,
£84/P,GIDC, Sachin- 394 230, Dist: Surat, Gujarat, Indiz as per requirement of EU
for import of active substances imported into the European Union {EU) for
medicinal products for human use, in accordance with Article 46b{2Kb) of
Dirsctive 2001/83/EC from India-reg.

Sir,
Please refer to your application submitted to CDSCO, Ahmedabad Zona and
the recommendation received from DDC (1), Ahmedabad on the above noted subjact.

Written Confirmation as required for active substances imported into the
European Union {EU) for medicinal products for human use, in accordance with Article
48b{2){b) of Directive 2001/83/EC from India is herewith granted subject to the following
conditicns:-

1. The Active Pharmaceutical Ingredients shall confim to Good Manufacturing
Practices menticned in the EU directives or other equivaient (GMP of WHOACH
Q7).

2. The manufacturer is subject to reguiar, strict and transparent controts and to the
effective enforcement of Good Manufacturing Practice, including repeated and
unannounced inspections, so as to ensure a protection of public health
equivalent fo that in the EU.

3. The manufacturer is required to follow the Guidance document for Issue of
Written Confirmation as issued by CDSCQO.

4. Written Confirmation shall be produced by the Autharized Exporter as and whan
required by the Drug Regulatory Autharity.

2. The Written Confirmation will be withdrawn in the events of non-compiiance of
Standards.

B. This Written Confirmation, unless it is sooner suspended or cancelled. shall be
valid for g period of three years.



7. in the event of any Non-CampIiance ocbserved during inspections conducted by
Local ar International Drug Authorities, the sama shall bg forwarded o thie offica
within 7 days of receipt of report,

8. In the event of any drug found not of standarg quality, the same shall be reported
to this office within 7 days of feceipt of report.

Please nota that Written Confirrnation iSsuad |s liable to0 pe Suspended /

cancelied, if any of the conditions stipuiated above are nof compiied with or in case of
violaflon of the Provisions of the Drugs & Cosmeticg Act, 1940 gng the Rules
thereunder as the ¢ase may be,

Please acknowledge the faceipt.

Yours faithfully,
\,I o

-
{Dr.v. G, Somani)
Drugs Controler General (India)
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GOVERNMENT QF INDIA,

MINISTRY OF HEALTH & FAMILY WELFARE
% Coantral Drugs Standard Control Organization

CERTIFICATE NQ. :

1

Written conflrmation for active substancas imported into the European Union {EU) for medicinal
preducts for human use, in agcordance with Article 46b({2){h) of Directive 2001/83/EC

M/g CTX Lifesciences Pyt Ltd,,

Block No: 251/P, 2521P, 253 to 255,256P, 258/P,
276/P, 277, 273/P, 279 to 282, 283/P, 284/P, GIDGC,
3achin- 394 230, Dist: Surat, Gujarat, India.

1. Name and addrass of site:

List of APla:

8. No. | Activa substance(s) Activitylios)
Apixaban |H Manufacturing & Packing
Irbegartan ISP Manufacturing & Packing
Oxcarbazepine Ph.EurfUSP Maznufacturing & Packing

Pregabalin Ph. EurfUSP

Manufacturing & Packing

Propranchol Hydrachicride Ph. Eur/USP

Manufacturing & Packing

Rosuvastatin Calcium Fh. Eur

Manufacturing & Packing

S @ A b LA A

Saxagliptin Hydrochlorkle Dihydrate IH

Manufacturing & Packing

ITEM(S) Saven (07) Only

Tha Written Confirmation remains valid untit: 02.07.2022
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Written conflrmation for active substances irmported into the Eurepean Unlon (EW) for medicinal

GOVERNMENT OF INDIA

MINISTRY OF HEALTH & FAMILY WELFARE WC-0097
Central Drugs Standardﬁl:untml Organization CERTIFICATE NO. !

products for human use, in accordance with Article 46b{2}(b) of Directive 20M/8YEC

1. Name and address of site: M/s CTX Lifesciences Pyt Ltd,,
8Block No: 251/P, 252/P, 253 to 255,256P, 258/P,
276IP, 277, 278/P, 279 to 282, 283/P, 284/P, GIDC,

Sachin- 394 230, Dist- Surat, Gujarat, india.
List of APIg;

[S.No. | Active substance(s) Activity(ies)
[ 1. T Azisanan Medexomil Potassium 1H Manufacturing & Packing ]
TEM{S} Ong {01) Oniy

This certificate ix bein
Competant Authority, on case o case basis, to manufactyre the above mentioned activa

substances for the purpose of export enly, as the above mentioned active substances are
not approved for Mahufacture for sale in India.

The Written Conflrmation remaing valid untit- 02.07 2022
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