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DRUGS CONTROL ADMINISTRATION
GOVERNMENT OF TELANGANA

DRUCS COHTROL ASMINISTRATION
TELANDANA

L.Dis.No. 8016 /E1/2018 Dated:30 - 03-2019

To,

M/s. Nosch Labs Pvt. Ltd., Unit-II
Sy. No.14, Gaddapotharam Village,
IDA, Kazipally, Jinnaram Mandal,
Sangareddy District, Telangana, India

Sirs,

Sub:-  Drugs and Cosmetics Act, 1940 and rules made there under - lssue of
World Health Organization G.M.P. Certificate - Reg.

Ref:  1.Yourapplication Dt. 11.11.2018
2. Joint Inspection Report D1.19.02.2019 & 28.02.2019

1, forward herewith WORLD HEALTH ORGANISATION GOOD MANUFACTURING PRACTICE
Certificate for the products mentioned in the Joint Inspection Report of the Officers of Central Drugs Standard Control
Organisation (CDSCO), Hyderabad and Drugs Control Administration (DCA), Hyderabad, Telangana.

This Certificate is valid for a period of Three years from the date of issue and this certificate is meant for Export
of Drugs only.

Yours faithfully,

A
1 Ty T
o \ o /r-"s Les
Dr.B.YENKATESWARLU
JOINT DIRECTOR (Fac) & LICENCING AUTHORITY
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DRUGS CONTROL ADMINISTRATION
GOVERNMENT OF TELANGANA

DRUCS CONTROL ACHINISTRATION
TELANDANA

L.Dis.No.8016/51/2018 Dated: 30 - 03-2019

LIST OF PRODUCTS APPROVED UNDER WHO GMP

CERTIFICATION SCHEME FOR EXPORT PURPOSE

ENALAPRIL MALEATE

USP/BP/Ph.Eur

2. ITRACONAZOLE USP/BP/Ph.Eur
3. LANSOPRAZOLE USP/BP/Ph.Eur
4. QUETIAPINE FUMARATE USP/Ph.Eur
5. PANTOPRAZOLE SODIUM Usp
6. ESOMEPRAZOLE MAGNESIUM USP
7. RABEPRAZOLE SODIUM IHS/USP
8. OLANZAPINE USP/Ph.Eur
9. DULOXETINE HYDROCHLORIDE USP/Ph.Eur
10. TAMSULOSIN HYDROCHLORIDE USP/BP/Ph.Lur
1. ESOMEPRAZOLE MAGNESIUM TRIHYDRATE BP/Ph.Eur
12, PANTOPRAZOLE SODIUM SESQUIHYDRATE BP/Ph.Eur
13. IMATINIB MESYLATE IHS/Ph.Eur
14, KETOROLAC TROMETHAMINE usp
I15. KETOROLAC TROMETAMOL BP/Ph.Eur
16. MOXIFLOXACIN HYDROCHLORIDE USP/BP/Ph.Eur
17. SUMATRIPTAN SUCCINA'[‘EE USP/BP/Ph.Eur
18. ROSUVASTATIN CALCIUM IHS/Ph.Eur
19. LINEZOLID IHS/USP
20. ZOLMITRIPTAN IHS
21. MOXIFLOXACIN BASE IHS
22. OMEPRAZOLE USP/BP/Ph.Eur
23. OMEPRAZOLE SODIUM BP/Ph.Eur
24. OMEPRAZOLE MAGNESIUM USP/BP/Ph.Eur
25. DOXAZOSIN MESYLATE USP/BP/Ph.Eur
26. RIZATRIPTAN BENZOATE USP/Ph.Eur
27. PRAMIPEXOLE DIHYDROCHLORIDE USP/BP/Ph.Eur
28. DONEPEZIL HYDROCHLORIDE usp
29. RASAGILINE MESYLATE IHS
30. DEXLANSOPRAZOLE IHS
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DRUGS CONTROL ADMINISTRATION
GOVERNMENT OF TELANGANA

ORUGSE CORTRAL ADMINISTRATION
TELANGANA

L.Dis.No.8016/E1/2018 Dated: 36 - 03 2019
31. DAPOXETINE HYDROCHLORIDE IHS
32, ESOMEPRAZOLE MAGNESIUM DIHYDRATE Ph.Eur
33. DEXRABEPRAZOLE SODIUM [HS
34, PANTOPRAZOLE MAGNESIUM DIHYDRATE [HS
35. RABEPRAZOLE SODIUM HYDRATE Ph.Eur
36. AMOROLFINE HYDROCHLORIDE Ph.Eur
37. DABIGATRAN ETEXILATE IHS
38. RIVAROXABAN HHS
39. TERCONAZQLE USP/Ph.Eur
Manufacturer : M/s. Nosch Labs Pvt. Ltd.. Unit-1I

Sy. No.14, Gaddapotharam Village,
IDA, Kazipally, Jinnaram Mandal,
Sangareddy District, Telangana, India

Drug Licence No. ; 42/MD/AP2004/R/R, D1.15.09,.2004

iu Form-25 Valid upto 14.09.201%
It is also certified thet

a) The manufucturing plant in which the products are produced iz subject to inspection al suitable intervals.

The unit M/s. Nosch Labs Pvt. Ltd., Unit- i, Sv No.l4, Gaddapotharum Village, 12A, Kazipally, licnaram
Mandal, Sangareddy District, Telangana, India was jointly inspected by Sri. Vanam Anjaneya Mithra, Drugs
Inspector, CDSCO, Hyderabad. and Sri. A. Naveen Kranthi Kumar, Drugs Inspector, DCA, Hyderabad, Telangana
on Dt.19.02.2019 & 28.02.2019.

b) The Manufacturer conforms to requirement for Good Manufecturing Piactices in the manufactu: ¢ and quality
contro! (As recommended by the World Health Organization) in respeet of products mentioned above (Thirty
Nine in nuwmber) for Export in the Interrational Market.

This Cerlificate is valid for a period of Three years from the dote of issiie and this certificate is meant ler
Export of Dirugs only.
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JO(FAC) |2 Dr. BVENKATESWARLU
JOINT DIRECTOR (FAC) & LICENCING AUTHORITY
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