
Ofiice of The Commissioner,
Food & Drugs Admlnistration lV'|.S.

Bandra - Kuda Complex,
Bandra (E),
Mumbai - 400 051
Date :-11 Nov 2024

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/PD I 13889312024111 152530

On the basis of the inspection carried out on 09107 12024, 10.07.2024 and 07.10.2O24,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

Address

2. Licence No.

. T WALKERS PHARMACEUTICALS PVT LTD

; GAT NO 285/A PLOT NO. 10+11, VILLAGE
KASARAMBOLI AT POST AMBEDVET TAL MULSHI
DIST PUNE 4,I2,I08 MAHARASHTRA STATE, INDIA

: PD65 ln Form 28

Sr.\o.
1

Table 1

Form(s)
Production, Filling, Packing,

Liquid lnjection ( SVP ) Ouality Control,
Assurance

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

This certiflcate remains valid until 10 Nov 2027 . lt becomes invalid if the actrvities and I ot
categories certified herewith are changed or if the site is no longer considered to be in
compliance with GMP.

Address ot certifying authority :

Food & Drug Administration, M.S.
Bandra-kurla Complex,
Bandra (E), Mumbai-400 051.
Maharashtra,lNDlA.
Tel +9 1 -22-265923631 64
Fax: +91 -22-26591959
1PWr1821388932024111 1

T WALKERS PHARMACEUTICALS PyT LTD. NEW.

Name of the Authorised person : D. R. GAHANE

Stamp and Date :Joint Commissioner (HQ) &
Authorily

. Food E Drug Administration, M.S.
Bandra (E), Mumbai.
Maharashtra State, lndia
Date:l'l Nov 2024

wHo,G14P/CERr/PDl138893/ 2A24 / t t / 5253A
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Cateqor(ies) Activity(ies)



LIST OF PRODUCT APPROVED UNDER WIIO GMP1
No. of certilicate : NEW-WHO- VALID uPTo:Io Nov 2027

GMP/CERT/PD/t 38893 12024/ I I / 52530
Name of Manufrcturing Firm : T WALKERS PIIARMACEUTICALS PVT

LTD
GAT NO 285/A PLOT NO. IO+I1. VILLAGE
KASARAMBOLI AT POST AMBEDVET TAL
MULSHI DIST PLINE 412I08 MAHARASHTRA
STATE, INDIA

Drug License No : PD65 In Form 28

Stamp
Food & Drug Administration, M.S.

Bandra (E), Mumbai.
lraharashtra State, lndia
Date:11 Nov 2024

Maharashtra,lNDlA.
rel: +9 1 -22-26592363 I 64
Fax: +91-22-26591959
1PW1382138a93202411 11
T \]1/AIKERS PHARMA'E(]T]CALS PVT LTD . NEW.
wHo-G,,4plcERT/pDlr38493 / 2424 / I | / 52 530

Sr.No. Namc of tht' Product (iomposition
1

SODIUM BICARBONATE INJECTION

BP 8.4% WV (s0 ml Vial)

Each ml Contains

Sodium Bicarbonate BP 84 mg

Water for lnjections BP qs

2

STERILE POTASSIUM CHLORIDE

CONCENTRATE BP

10,0 l''11 AN'IPOULE

Potassium Chloride lP 150.0 mg/ml
Water for ln.iection lP (Q.5 to 1.0 ml)

Address of certifying authority : N€

Food & Drug Administration, l\4.S.
Bandra-kurla Complex,
Bandra (E). Mumbai - 400 051.

rme of the Authorised person : D. R. GAHANE I \

stsn"rur"l---W
Stamp and Date : Joint Commissioner (Hd) & Controlling Authority
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