FDA Bhawan, Kotla Road,
New Delhj-1 10002

Pated: 26 JUN 2019

To,

M/s. Mylan Laboratorijes Ltd (Unit-1x),
Plot No. 5, Road No. 12,

Jawahar|a| Nehry Pharma City,Tadi V),
Visakhapatnam District, Andhra Pradesh, Ingia

Sir,

4. Written Confirrnation shal| be produced by the Authorizeq Exporter as ang when
required by the Drug Regulatory Authorit .

' Standargs.

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




7. In the event of any Non Compliance observed during inspections conducted by
al or Internationa

Loc onal Drug Authorities, the Same shall pe forwarded to thig office
within 7 days of receipt of report.

8. In the event of any drug found not of standard quality, the same shall be reporteq
to this office within 7 days of receipt of report,
Please note that Written Confirmation issued s liable
if any of the conditions stipulateq above are not complied
Dr

the provisions of the ugs & Cosmetics Act, 1940 and the
may be.

to be suspended / cancelled,
with or in case of violation of
Rules thereunder as the case

Please acknowledge the receipt.

Annexure No. No. of Products Date of Issue Valid Upto

Three years from the
date of issue

Yours faithfully,

(Dr. S. Eswara Reddy)
Drugs Controller General (India)
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Written confirmation for active substance

products for human use, in accorda

List of APlIs:

%% MINISTRY OF HEALTH & FAMILY WELFARE
== Central Drugs Standard Control Organization

1. Name and address of site: M/s. Mylan Laboratories Ltd (Unit-l
Plot No. 5, Road No. 12,

Jawaharlal Nehru Pharma City, Tadi (Vv),
Visakhapatnam District, Andhra Pradesh, India

nce with Article 46b(2)(b) of Dir

WC-0016
CERTIFICATE NO. :

s imported into the European Union (EU) for medicinal
%tive 2001/83/EC

Active su'bstance(s)

Activity(ies)

Celecoxib USP/Ph.Eur

Manufacturing & Packing

Dipyridamole USP/Ph.Eur Manufacturing & Packing
Emtricitabine IH Manufacturing & Packing
Etoricoxib |H Manufacturing & Packing
Etravirine IH Manufacturing & Packing

Levofloxacin USP

Manufacturing & Packing

N @] o &) el pal -

Levofloxacin Hemihydrates |H

Manufacturing & Packing

Lumefantrine USP

Manufacturing & Packing

Milnacipran Hydrochloride IH

Manufacturing & Packing

Pantoprazole Sodium USP

Manufacturing & Packing

alol- .

Pantoprazole Sodium Sesquihydrate
Ph.Eur

Manufacturing & Packing

Piperaquine Tetra Phosphate IH

Manufacturing & Packing

Sevelame- Carbonate |H

Manufacturing & Packing

Sertraline Hydrochloride USP/Ph.Eur

Manufacturing & Packing

Sildenafil Citrate USP/Ph.Eur

Manufacturing & Packing

—_ | A A A
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Zidovudine USP/Ph.Eur

Manufacturing & Packing

ITEM(S) Sixteen (16) ONLY

The Written Confirmation remains valid until: Three years from the date of issue

26 JUN 2019

Stamp of the authority and date




