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o ) L FPAMA/D09/1
) CERTIFICATE OF ANALYSIS-
Produzt ) Sulfamethaxazale Ph.Eur i A.R.Na. : SMX/1265/20
Bateh No. - 12650620 - “In‘House Batch Na,  JunfSMX/026
Date of Mg Jun 2020 Snnipled by : NV Satyanarayana
Retest Date ‘May 2025 DDate of Analysis : 01.06.2020

Bolch Quantity 4025 Kg = 1000Kg

OBSERVATIONS

No, SPECIFICATIONS
]_EI- - ?A}mcarnncb Whité crysiniline powder A White or almost white Crystalline Powder
[02 Salability Coniplies As per Ph.Eur
03 - Identification
) Meliing Pajnt 172Hec - 169°C - 172°C
by IR Positive "1 The infrarcd itbsorption spectrum of sample is
concordant with the spectrum of Sulfamethoxnzole
CRS
¢)TLC ' Complius. Asper Ph.Eur .
ld) Chermienl Test Complics Should give the positive reastions of pz:inmry
aromnlic amines
04 Appearance ol Solution
] w)* Clarity vl Solution LLINTU Not more than 3.0 NTU
‘i) Colour of Solution Complics Mot more inh‘.-nscly chloured _lhr'm
L " * i IReference solutions Y, BY 'or GY; .
Qs ,r\u:‘a-ily 0.18 m) Not more than 0.30 =l of 0.IM sodiunt hydroxide
3 solution
04 Reloted substances by MPLC . . £
’ ul Impuriyy A (Acetyl SMX) Below Disri:gm:d Limir* Not more thar: 0,100%

bl lmparity B (Sulfanilyl SMX)
¢} Impuity C (Isoxamine)

d) Tmpurity D (Sulfanilic Acid)
©) lmpurity & (Sulfanilamide)

1) Tmpurity F (Isomeric $MX)
g) Anycther iinpurity

o<

~

0.034%

Below Disregerd Limit*
Below Disregard Limit*
Below Disregard Limir®
Below Disregard Limit*

Nat mare than 0.100%
Nat more (harr0.100%
Not mnore than 0,100%
Naot more than G.mﬁ%

Not more than 6.100%

i) Sieve test
ii) Bubk Denzity

i) Related substances by TLC -

99.7%+<90 microns

Less then 0.5%

1) Unknown Impurity -- | 0.028% - |Not more lh.n_n’O.IOO"n

2) Unknown Impurity -1 0.029% Not mors than 0.100%

‘1) Total hnpurity 0.091%% Nol more than 0.300%

07 Loss on Drying 0.29% wiw Maximum 0.50% wiw
o5 Sulphuted ash 0.05% whw Maximum 0.10% wiw .

’ 09 ;’\s:'-ny 100.6% wiw Not less [hm'z 99.0 % and not more than
101.6 %, calculnted with referénce o the
dried substnee :

‘(10 Additional tests:

Not more (han 0.5% eich, (As Per Ph. Lur.d)

B RS U S S

* Belew Disrégard limit = 0.025%
Renuirks : The Sample Complics as per Ph,Eurd specificntion No. FP/SP/00D,

Date of Release’; (15,06.2020 o : .

Approved by

Abalysed by’ ;
{8r.Q.C. Mannger)

{Chervist) 05-(\:;(,}1_“ (Asst.Q.C.Manager) O

- ik by (}}’]/OEJ‘?IO | (!9:\50 g\gb\m

We, Virchow Labormtories Limited, as a manufactirer of Sulfamethoxazole here by certify that this batch has been produced by us as per

_lhc manntheturing process described in Certilieate of Suitability No. R1-CEP 1999-172- Rev 02 and in full complianee \yilh the GMP
requirements of the local regulatory mutharity: Drug Control Administraticn, Government of Telangana Stale:. GMP certificate

No B266/E1/2018, valid il F cb-2022, has been s ‘.by‘rlm-Bm;gs.Cn.m ninistution after inspection ns per WHO guidslines,
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Factory Regd. Off.:: Plot No. 4 to 10, S.V. Co-op, Industrial Estate, IDA. Jaedimetia, Hyderabad-500 055, India.
" Pnones : +51-40- 44445678, 44445600, 23086588, 23098206, Fax : --91-40- 23096677. 23098205,
E-mail : hyd1_virchow@ séncharnel.in, htip:#fwww.virchows.com ’ -
Drug Licence No. 57/HD/AP/96/BIR, GSTIN : 36AAACY7245F128, CIN No.: LI24232TG 1982PL CO03368,



