DRUGS CONTROL ADMINISTRATION
Government of Telangana

ORUGS CONTROL ADMINISTRATION
TELANGANA

L.Dis.No.4052/A3/2018. Dated ||

To

M/s. Symed Labs Limited, Unit — VI,
Sy.No. 744, 745, 750, 751, 752 & 753,
Mandollagudem Village,

Choutuppal Mandal,

Yadadri District,

Telangana, INDIA.

Sirs,

Sub:  Drugs and Cosmetics Act, 1940 and Rules made thereunder — Issue of World
Health Organization Good Manufacturing Practice Certificate — Regarding.

Ref: 1. Your application dated 06.06.2018.
2. Joint Inspection Report dated 09.08.2018 & 10.08.2018.

@@@

I forward herewith WORLD HEALTH ORGANIZATION GOOD MANUFACTURING
PRACTICE CERTIFICATE for the products recommended by the Joint Inspection Team
consisting of officers of Central Drugs Standard Control Organization and officer from Drugs

Control Administration, Telangana for Export Purpose.

This Certificate is valid for a period of Three years from the date of issue.

M.L.V.P. SURENDRANATH SAI
JOINT DIRECTOR(FAC)
LICENSING & CONTROLLING AUTHORITY
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DRUGS CONTROL ADMINISTRATION
Government of Telangana

UAULE CONTROL ADMIK STRATION
TCLAHBANA

L.Dis.No.4052/A3/2018, Dated U 10201 8...- - LT

LIST OF PRODUCTS APPROVED UNDER WHOQ GMP CERTIFICATION SCHEME
FOR EXPORYI PURPOSE

1. KETOROLAC TROMETHAMINE USP/AP/BI/Th.Eur,

2. LINEZOLID IP/TH/USP

3. TAPENTADOL HYDROCHLORIDE I

4. ONDANSETRON HCL DIHYDRATE USP/Th.Eur.

5. PRUCALOPRIDE SUCCINA'TE IH

Manufacturer : M/s. Symed Labs Limited, Unit — V1,
Sy.No. 744, 745, 750, 751, 752 & 753,
Mandollagudem Village, Choutuppal Mandal,
Yadadri District, Telangana, INDIA.,

When applicable : Placing the products on the market as detailed

above,

It is certified that these products had been authorized to be placed on the market for use in the
country and exporting countries.

Drug Licence No, : 1/YD/TS/2017/B/G, dated 02.01.2017,

in Form — 25

The Unit of M/s. Symed Labs Limited, Unit — V1, situated at sy.No. 744, 745, 750, 751,
752 & 753, Mandollagudem Village, Choutuppal Mandal, Yadadri District, Telangana, INDIA, was
inspected by Mr. Bikramadithya Chowdhary, Drugs Inspector, O/o the Deputy Drugs Controller(India),
CDSCO, Zonal Office, Hyderabad, Mr. N. Narsiah, Assistant Director, Drugs Control Adminstration and
Mr. G. Anil Reddy, Drugs Inspector, Drugs Control Administration, Ilyderabad on  09.08.2018 &
10.08.2018,

The manufaclurer conforms to requirement for Good Manufacturing Practices in (he
manufacturing and qualily control (As recommended by the World Health Organization) in respect of the
products mentioned above (FIVE in number) for Export in the international market.

o

This certiticate is valid for a period of Three years from the date of jésue.
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To RS

M/s. Symed Labs Limited, Unit — VI,

Sy.No. 744,745, 750, 751, 752 & 753, Mandollagudem Village,
Choutuppal Mandal, Yadadri District. Telangana, INDIA.
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