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Office of The Commissioner,

| Food & Drugs Administration M.S.
Bandra — Kurla Complex,
Bandra (E),
Mumbai — 400 051
| . Date :
o 0 5 0CT 2018
|

CERTIFICATE OF GOOD MANUFACTURING PRACTICES

This Certificate conforms to the format recommended by the World Health Organization.
(General instructions and explanatory notes attached).
Certificate No.: NEW-WHO-GMP/CERT/KD/67649/2018/11/25185

| On the basis of the inspection carried out on 10/04/2018, 11/04/2018 & 29/08/2018 ,we
certify that the site indicated on this Certificate complies with Good Manufacturing
Practices for the dosage forms, categories and activities listed in Table 1.

1. Name of the Firm ’ SUPRIYA LIFESCIENCE LTD

i Address X A-5/2, LOTE PARSHURAM INDUSTRIAL AREA,
M.1.D.C., TAL-KHED, DIST- RATNAGIRI
415722 MAHARASHTRA STATE, INDIA
2. Licence No. : KD129 In Form 25,
| KD-10 In Form 25F,
KD156 In Form 28

Table 1

|
Sr.No. Dosage Form(s) Categor(ies) Activity(ies)
Y
1 Active Pharmaceutical General ( Other than Synthesis, Purification,
Ingredients ( Bulk Drugs) Cephalosporins, Penicillin, Packing, Labelling, Quality
| 9 9 Cytotoxic, Hormones ) Control, Quality Assurance

The responsibility for the quality of the individual batches of the pharmaceutical products
manufactured through this process lies with the manufacturer.

This certificate remains valid until 04 Oct 2021 . It becomes invalid if the activities and / or
| categories certified herewith are changed or if the site is no longer considered to be in
compliance with GMP.

Food & Drug Administration, M.S.
Bandra (E), Mumbai.

Maharashtra State, India
Date:05 Oct 2018

| Address of certifying authority : Name of the Authorised person : A. T. NIKHADE
Food & Drug Administration, M.S. i
Bandra-kurla Complex, STy RMD Signature :
i o Sl T s :
Bandra (E), Mumbai — 400 02 }g. il T %s« Stamp and Date : Joint Commissioner (HQ) & Coatrolling
Maharashtra,INDIA. oy \ \ Authority
Tel: +91-22-26592363/64 445" ¢~ =\

Fax: +91-22-26591959 /755
1PUSB596764920181005 '

s
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LIST OF PRODUCT APPROVED UNDER WHO GMP'

No. of certificate J NEW-WHO-GMP/CERT/KD/67649/2018/11 VALID UP TO :04 Oct 2021
/25185

Name of Manufactring Firm : SUPRIYA LIFESCIENCE LTD
A-5/2. LOTE PARSHURAM INDUSTRIAL AREA,

| M.1.D.C., TAL-KHED, DIST- RATNAGIRI 415722
MAHARASHTRA STATE, INDIA

Drug License No : KDI129 In Form 25,
KD-10 In Form 25F,
KD156 In Form 28

Sr.No. Name of the Product Composition
| 1t |Albuterol Sulphate USP
| 2 |Bisoprolol Fumarate BP

3 |Bisoprolol Fumarate EP

4  |Bisoprolol Fumarate IP

5 |Bisoprolol Fumarate USP

Brompheniramine Maleate BP

7 |Brompheniramine Maleate EP

8 |Brompheniramine Maleate USP

|| 12345678910

Address of certifying authority : Name of the Authorised person : A. T. NIKHADE
Food & Drug Administration, M.S.
| Bandra-kurla Complex, Signature : ,

Bandra (E), Murmbei= 400 G- tamp and Date : Joint Commissioner HQ &CoLt olling Authorit
Maharashtra, INDIA. Stamp -Join is (HQ) rolling y

| Tel: +91-22-26592363/64 Food & Drug Admujlstratlon, M.S.
Fax: +91-22-26591959 Bandra (E), Mumbai.

1PUS6596764920181005 Maharashtra State, India
Date:05 Oct 2018
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No. of certificate

Name of Manufactring Firm

Drug License No

LIST OF

PRODUCT APPROVED UNDER WHO GMP!
NEW-WHO-GMP/CERT/KD/67649/2OI 8/11

/25185

SUPRIYA LIFESCIENCE LTD

A-5/2, LOTE PARSHURAM INDUSTRIAL AREA,
M.I.D.C.. TAL-KHED, DIST- RATNAGIRI 415722
MAHARASHTRA STATE. INDIA

KD129 In Form 25,
KD-10 In Form 25F,
KD156 In Form 28

VALID UP TO :04 Oct 2021

Sr.No. Name of the Product

Composition

9 |Bupropion Hydrochloride UsP

10 |Cetirizine Dihydrochloride BP

11 |Cetirizine Dihydrochloride EP

12 |Cetirizine Dihydrochloride IP

13 |Cetirizine Dihydrochloride USP

14 |chlorphenamine Maleate BP

15 |Chlorphenamine Maleate EP

16 |Chlorpheniramine Maleate IP

12345678910

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051.
Maharashtra,INDIA.

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1PUS6596?64920181UD5

Name of the Authorised person :

Signature :

Stamp and Date :

A. T. NIKHADE

Joint Commissioner (HQ) & C ntrolling Authority

Food & Drug Administration, M.S.
Bandra (E), Mumbai.

Maharashtra State, India
Date:05 Oct 2018
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate : NEW-WHO-GMP/CERT/KD/67649/2018/11 VALID UP TO :04 Oct 2021
/25185
Name of Manufactring Firm : SUPRIYA LIFESCIENCE LTD

A-5/2, LOTE PARSHURAM INDUSTRIAL AREA,
M.L.D.C., TAL-KHED, DIST- RATNAGIRI 415722
MAHARASHTRA STATE, INDIA

Drug License No : KD129 In Form 25,
KD-10 In Form 25F,
KD156 In Form 28

Sr.No. Name of the Product Composition

17 |Chlorpheniramine Maleate JP

18 |Chlorpheniramine Maleate USP

19 |Dexbrompheniramine Maleate USP

20 |Dexchlorpheniramine Maleate BP

21 |Dexchlorpheniramine Maleate EP

22 |Dexchlorpheniramine Maleate USP

23 |Dextromethorphan Hydrobromide
BP

24 |Dextromethorphan Hydrobromide
EP

12345678910

Address of certifying authority Name of the Authorised person : A. T. NIKHADE
Food & Drug Administration, M.S.
Bandra-kurla Complex, Signature

Bandra (E), Mumbai — 400 051. Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Maharashtra,INDIA.

Tel: +91-22-26592363/64 Food & Drug Admir?istratlon, M.S.
Fax: +91-22-26591959 Bandra (E), Mumbai.
1PUS6596764920181005 Maharashtra State, India

Date:05 Oct 2018

05007 2018



LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate : NEW-WHO-GMP/CERT/KD/67649/2018/11 VALID UP TO :04 Oct 2021
/25185
Name of Manufactring Firm i SUPRIYA LIFESCIENCE LTD

A-5/2, LOTE PARSHURAM INDUSTRIAL AREA,
M.L.D.C., TAL-KHED, DIST- RATNAGIRI 415722
MAHARASHTRA STATE, INDIA

Drug License No : KD129 In Form 25,
KD-10 In Form 25F,
KD156 In Form 28

Sr.No. Name of the Product Composition

25 |Dextromethorphan Hydrobromide
IP

26 |Dextromethorphan Hydrobromide
usp

27  |Diphenhydramine Hydrochloride BP

28 |Diphenhydramine Hydrochloride EP

29 IDiphenhydramine Hydrochloride IP

30 |Diphenhydramine Hydrochloride
UsP

31 |Esketamine Hydrochloride EP
S-Ketamine Hydrochloride

32 |Hydroxocobalamin Acetate BP

12345678910

Address of certifying authority : Name of the Authorised person : A. T. NIKHADE (
Food & Drug Administration, M S. [
Bandra-kurla Complex, Signature :

hsdiaiain gl b Stamp and Date : Joint Commissioner (HQ) & Controlling Authorit
Maharashtra,INDIA. P : (HQ) g y

Tel: +91-22-26592363/64 Food & Drug Admlr.nstratlon, M.S.
Fax: +91-22-26591959 Bandra (E), Mumbai.
1PUS6596764920181005 Maharashtra State, India

Date:05 Oct 2018
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate § NEW-WHO-GMP/CERT/KD/67649/2018/11 VALID UP TO :04 Oct 2021
/25185
Name of Manufactring Firm ¢ SUPRIYA LIFESCIENCE LTD

A-5/2, LOTE PARSHURAM INDUSTRIAL AREA.
M.L.D.C., TAL-KHED, DIST- RATNAGIRI 415722
MAHARASHTRA STATE, INDIA

Drug License No ’ KD129 In Form 25,
KD-10 In Form 25F,
KD156 In Form 28

Sr.No. Name of the Product Composition

33  |Hydroxocobalamin Acetate EP

34  |Ketamine Hydrochloride BP

35 |Ketamine Hydrochloride EP

36 |Ketamine Hydrochloride IP

37 |Ketamine Hydrochloride USP

38 |Levosalbutamol Sulphate IH

39  |Levosalbutamol Sulphate IP

40 |Mecobalamin JP

12345678910

Address of certifying authority : Name of the Authorised person : A. T. NIKHADE
Food & Drug Administration, M.S.
Bandra-kurla Complex, Signature :

Bandra (E), Mumbai — 400 051.

Maharashtra, INDIA.

Tel: +91-22-26592363/64 :

Fax: +91-22-26591959 Eavidra (€], Munibal.

1PUS6596764920181005 Maharashtra State, India
Date:05 Oct 2018

Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.

05007 2078




LIST OF PRODUCT APPROVED UNDER WHO GMP'!

No. of certificate

Name of Manufactring Firm

Drug License No

NEW-WHO-GMP/CERT/KD/67649/2018/11 VALID UP TO :04 Oct 2021
/25185

SUPRIYA LIFESCIENCE LTD

A-5/2, LOTE PARSHURAM INDUSTRIAL AREA,

M.L.D.C., TAL-KHED, DIST- RATNAGIRI 415722

MAHARASHTRA STATE, INDIA

KD129 In Form 25,

KD-10 In Form 25F,

KD156 In Form 28

Sr.No.

Name of the Product

Composition

41

Mecobalamin USP

42

Mepyramine Maleate BP

43

Mepyramine Maleate EP

44

Mepyramine Maleate IP

45

Methylcobalamin IH

I 46

Pentoxifylline BP

47

Pentoxifylline EP

48

Pentoxifylline USP

I 12345678910

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051.
Maharashtra,INDIA.

Tel: +91-22-26592363/64

Fax: +91-22-26591959
1PUSE596764920181005

Name of the Authorised person : A. T. NIKHADE /
Signature :
Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.
Bandra (E), Mumbai.
Maharashtra State, India
Date:05 Oct 2018

05 0CT 2078
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LlST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate NEW-WHO-GMP/CERT/KD/67649/2018/11  VALID UP TO :04 Oct 2021
/25185
I Name of Manufactring Firm s SUPRIYA LIFESCIENCE LTD

A-5/2, LOTE PARSHURAM INDUSTRIAL AREA,
M.LD.C., TAL-KHED, DIST- RATNAGIRI 415722
MAHARASHTRA STATE, INDIA

Drug License No 5 KD129 In Form 25,
KD-10 In Form 25F,
| KD156 In Form 28
Sr.No. Name of the Product Composition

49  |Pheniramine Maleate BP

I 50 |Pheniramine Maleate EP

51 |Pheniramine Maleate IP

52 |Pheniramine Maleate JP

I 53 |Pheniramine Maleate USP

54 |Pyrilamine Maleate USP

55 |Quinine Sulphate BP

| 56 |Quinine Sulphate EP

| 12345678910

Address of certifying authority : Name of the Authorised person : A. T. NIKHADE
Food & Drug Administration, M.S.

Bandra-kurla Complex, Signature :
Bandra (E), Mumbai — 400 051.

Stamp and Date : Joint Commissioner (HQ) & Controlling Authority

I '“I{::II:h f;iszgtzr?zvgglzgéym Food & Drug Admirfistration, M.S.
Fax; +91-22-26591959 Bandra (E), Mumbai.
1PUSE596764920181005 Maharashtra State, India

Date:05 Oct 2018

05001 208
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LlST OF PRODUCT APPROVED UNDER WHO Gmp!

No. of certificate : NEW-WHO-GMP/CERT/KD/67649/2018/11  VALID UP TO :04 Oct 2021
/25185
Name of Manufactring Firm : SUPRIYA LIFESCIENCE LTD

A-5/2, LOTE PARSHURAM INDUSTRIAL AREA,
M.1.D.C., TAL-KHED, DIST- RATNAGIRI 415722
MAHARASHTRA STATE, INDIA
Drug License No : KD129 In Form 25,

KD-10 In Form 25F,
KD156 In Form 28

Sr.No. Name of the Product Composition
57 |Quinine Sulphate IP

58 |Riboflavin 5-Phosphate Sodium
uUspP

59 |Riboflavin Phosphate Sodium IP

60 |[Riboflavin Sodium Phosphate BP

61 |Riboflavin Sodium Phosphate EP

62 [Riboflavin Sodium Phosphate JP

63 |Salbutamol Sulphate BP

64 |Salbutamol Sulphate EP

12345678910

Address of certifying authority : Name of the Authorised person : A, T. NIKHADE
Food & Drug Administration, M.S.

Bandra-kurla Complex, Signature :

Bandra (E), Mumbai — 400 051.
Maharashtra,INDIA.
Tel: +91-22-26592363/64

Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.

Fax: +91-22-26591959 Bandra (E), Mumbai.
1PUS6596764920181005 Maharashtra State, India
Date:05 Oct 2018
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate

Name of Manufactring Firm

Drug License No

NEW-WHO-GMP/CERT/KD/67649/2018/11
125185

SUPRIYA LIFESCIENCE LTD

A-5/2, LOTE PARSHURAM INDUSTRIAL AREA.
M.1.D.C.. TAL-KHED, DIST- RATNAGIRI 415722
MAHARASHTRA STATE, INDIA

KD129 In Form 25,

KD-10 In Form 25F,

KD156 In Form 28

VALID UP TO :04 Oct 2021

Sr.No. Name of the Product Composition
65 [Salbutamol Sulphate IP
66 |Sildenafil Citrate EP
67 [Sildenafil Citrate IP
T BT e,

P

68 [Sildenafil Citrate USP

2200 DD

o~ Sy N
/ f"' . A
”~ Oy

69 [Theobromine BP

70 |[Theobromine EP

71 [Tramadol Hydrochloride BP

72 |Tramadol Hydrochloride EP

100 Ph.Eur % w/v

12345678910

Address of certifying authority

Food & Drug Administration, M.S.
- Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051.

Maharashtra, INDIA.

Tel: +91-22-26592363/64

Fax: +91-22-26591959

1PUS6596764920181005

Name of the Authorised person : A, T. NIKHADE

Signature :
Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
Food & Drug Administration, M.S.
Bandra (E), Mumbai.

Maharashtra State, India
Date:05 Oct 2018
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

I No. of certificate : NEW-WHO-GMP/CERT/KD/67649/2018/11 VALID UP TO :04 Oct 2021
/25185
Name of Manufactring Firm : SUPRIYA LIFESCIENCE LTD

A-5/2. LOTE PARSHURAM INDUSTRIAL AREA,
M.LD.C.. TAL-KHED, DIST- RATNAGIRI 415722
| MAHARASHTRA STATE, INDIA
Drug License No ! KD129 In Form 25,

KD-10 In Form 25F,

KD156 In Form 28

Sr.No. Name of the Product Composition
l 73 [Tramadol Hydrochloride IP

74 |Tramadol Hydrochloride USP

12345678910

Address of certifying authority : Name of the Authorised person : A. T. NIKHADE
Food & Drug Administration, M.S.
| Bandra-kurla Complex,

A Signature :
ai':\(:rrz;ﬁt)}awll;ns:)zl e s Stamp and Date : Joint Commissioner (HQ) & Controlling Authority
) ; ""‘:E iy Food & Drug Administration, M.S.
Tel: +91-22-26592363/64 .. _{, fN{e A Y !
Fax: +91-22- 26591959 ; */wf' -~ andra (E), Mumbai.
I 1PUS6596764920181005 o .‘\ A, Maharashtra State, India
N\ Date:05 Oct 2018
e — e — mme—— S
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